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

Distt. Solan Himaohal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: gle.nfnark(i)bom2.vsnl,ner.in

CERTIFICATE OF'' ANALYSIS FOR FINISHED PRODUCT
CEPTUORKAT AHAJTU3A TOTOBOI O trpO.[yKTA

Name ofProduct /
HanMesonagne Imolrvnntrtr

MOMATRINO
MOMATPIAHO

Generlc name /
Ileuaterrosauuoe EatrMerroBeme

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moraeragosa ifypoara uonorr.rgpam cupefi rasanrnrrfi Aograposaurufi 50 rr,ra

Actlve Ingredients /
,{efi crrynque BerlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I gosa cnper cogepxrzr:4eficrryoqee BerrlecrBo: Morraerarona @54roara MouomrApar
51,72 mcr r uepecuere ua MoMera3oga ibypoar 50.00 Lso

Strenqth /.Ilocnposra 50 mcs / 50 Mra Date of Mfe. /.[ara trDonrBotrcrBa 0912021

Dosage form /
Jlerapcrreuuaa rfopua

Metered-dose nasal spray /
Cqpei naramnuft
.togltoosamrufi

Date of Erp. / Io.uerr,Eo 0812023

Product code / Koa rrDotryKTa sRU030007547M01EJ Date of release /.Ilara rrrrrvcra 27.09.202'.1

Batch No. / Cepnr.Ilb 12210540 Qty. Released / KoJruqecrso
BLrUylqeIIo

9,640 Bor /
dnaronos

Batch slze / ParMep ceptrli 10,666 BOT / QrraKouoB
Mfg.License No. /
Jluuenenr Ea rrDotr3Bo.trsrBo (noven) MNB/I0/832

Inspection Lot No, /
PerncrDaunonnrtfi soMen trr;rtrra 040000349582 Mfg. License Date /

Jluuergus [a tlDonrBo.trcrBo (nara) 30/0412020

Package size / YuaroBKa 50 Doses / 60,qos
GMP Compllance certillcate Date /
GMP cenrnrhlrrar (nara) t8/06/2020

Market / Prrnor Russia / Pocchc GMP Compliance certillcate No. /
GMP cenrurbzrar (nouen) GMP-o1556/20lIN

Reference Specllication No. /
CnequQuraqrf, roroBoro
npoayrraJllb

SPC-CC.O4M46 Reference STP No. / CIIII Ne STP-CC-030247

OBSERVATIONS / PE3YJIbTATbI
Description / Onncanue te to off white thick suspension of

semitransparent to non-transparent
oonsistency. /
Or 6enoro Ao florrrr{ 6enoro rlBera or
floJryrpo3paqHofi Ao Hg[po3palrHoi
KOHCI,TCTeITqTE rycTar{ cYcrIeH3I,Ir.

thick suspension of non-
kansparent consistency, /
rro.rfl{ 6enoro qBera or neupospa.urofi
KOHCT,TCTeHTIIu ryCT:Ur CyclleH3r,rr.

Idendficatlon / II
a) Mometasone Fuorate /

Monera:ona Qypoar
The retention time of the main peak in the
chromatogram of sample preparation should
oorresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpevr yAepxlrBaur{rr
ocHoBHoro mara fia xpoMaTorpaMMe
rc[LrryeMoro pacTBoPa IoJDKHO
cooTBeTcTBOBaTb BpeMeHlr yAepxr,rBaHr,r,
ocHOBHOTO mlKa fla xpoMaTorp:rMMe
crarr.qapTHoro pacrBopa

The retentiou time of the main peak in
the chromatogram of sample
preparation corresponds to the
retention time of the main peak in the
chromatogram of standard preparatiou.
/ Bperux yAepxilBarlrrr ocnoBnoro
Irr{Ka rla xpoMaTorpaMMe [cllhrTyeMoro
pacTBopa cooTBeTcTBygT BpeMeHU
yAep,KlrBatuu, ocltoBHoro IIrIKa Ha
xpoMaTorpaMMe cTarr,4apTnoro
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: ,rlenmarkfalbom2.vsnl.net.in

CERTIFICATE OF'ANALYSIS FOR FINISHED PRODUCT
CEPTtrOIKAT AH.{IMSA TOTOBOTO IPOAyKTA

Name of Product /
Hanueroranne rmonvrctrnu

MOMATRINO
MOMATPI4HO

Generic name /
Heuaterrosaf,qoe EauMegoBarrtre

Momelasone Furoate Monohydrate Nasal Spray 50 mcg
Mouerarona $ypoara Mororrrnpara cnpefi naranrrrufi goruporarurufi 50 rvn<r

Acdve Ingredlents /
,[efi crryoque BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I go:a cupea cogepxr-rr: geficrryrorqee BeruecrBo: MoMera3oca @ypoara MouorrrApar
51.72 ma r ueoec.rere ua MoMeragona ibvooar 50-00 ma

Strensth / llorznosxa 50 mce / 50 vrr Date of Mfs. / Iara lrDon3Bo.trcrB, 091202t

Dosage form /
Jlerapcraemaa r[opna

Metered-dose nasal spray /
Cupefi naranrunfi
normonemrfi

Date of Exp. / IoAeE Ao 0812023

Product code / Koa uoo.uyrra sRU030007547M01EJ Date of release /.Ilara sBrrrycra 27.09.2021

Batch No. / Ceprr llb 12210540 Qty. Released i KoJrrqecrBo
BLIIIVIIIElIO

9,il0BOT /
ibnaronor

Batch slze / Paruep cepmt 10,666 BOT / QrraroroB
Mfg.Llcense No /
Jluuerr:nc tra nDotr3BotrsrBo (nouen'l IVOIB/10/832

Inspecdon Lot No. /
Perlrcrpa{uossrrfi uoMeo anaJrura M0000349582 Mfg. Llcense Date /

Jlnuenslrs Ha rpotr3BorcrBo (aara) 30/04/2020

Package size / YuaKoBKa 60 Doses / 60 los
GMP Compliance certlficate Date /
GMP ceorurbrrar (.nara) 18/06/2020

Market / Psrnorc Russia / Poccns
GMP Compliance certillcate No. /
GMP cenrnihnrar (rorren) GMP-o1555/20lIN

Reference Speclllcatlon No. /
Cuequr[urary{ roroBoro
nnoavrra M

sPc-cc-o40446 Reference STP No. / CtrII Nb STP-CC-030247

Irb TESTS /trOKA3ATEJIU LIMITS / TPEEOBAHI{f, OBSERVATIONS / PE3YJIbTATBI
b) Benzalkonium chloride

/ Eeuj&urselrufl xrroptr !l

5;'rt 
nss\

O ./-) -o\.- g .-\

i iilt"ot'' 3)
(t", ,.5"/
Yharmac eiy

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzrlkonilm
chloride homologues Ctz and C1a in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r{cnL[yeMoro paqrBopa

AOJDKHbT O6nappromamcx rrr{Kr,r, IIo
BpeMerraM yAepxrIBaHrr[ cooTBeToTByroulue
IrI{KaM roMoJroroB 6eH3aJrKour,rt x:ropr.r4a
A-r. w 4,, Pt Yn^MqT^IhqMMa nTqunqnffi^F^

The chromatogram of the sample
solution con0ain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C12

and Cu in the chromatogram of the
standard solution, / Ha xponaarorpaunae
r,rc[brrygMofo pacTBopa
o6trapyxurarorc.lt [r.rKr{, rro BpeMerraM
yAepxr.rBaHrn, coorBgTcTByrotrpre
rrr{KaM roMoJroroB 6enganxorns
xJIOpI{Aa crz u cv, r{a xpoMaTorpaMMe
cTaIIAapTEOro pacrBopa.

pacTBopa,

3. PH From 4.3 ro 4.9 / Qr 4,3 xo 4.9 4.855 i 4.855
4. Density / Il.noruocrr From0.950to 1.050 glcfi I

Ot 0"950 ao 1.050 r/cu3
1.00 g/cm3 / 1,00 r/crra3

5. Yiscositv / BqsKocra From 30 to 130 cPs / Or 30 ao 130 cIIs 49.4 cPs / 49.4 cflt
6. Osmolality /

OcMouqmuocrE
From 250 to 350 mOsm,/tr(g
Ot 250 ao 350 uOcr'a/rr

295 mOsm,rl(g
295 nOcrr.r/ra

7- Leakage check /
llponepra Qnarona ua
fEI!METI'TfIrOCTI.

Absence of any taces of leaks / Orcyrcrar,le
cJreAoB tlpoTeqK{

No traces of leaks / Cneau [poreqKr,r
orcyrcTB)4or

8. Net content / Macca
coleDxllMoro rburarcona

Not less than 9.0 g / He ruenee 9,0 r 9.1 g/9,1 r

'-r-?l01 I *.r
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTII'ICATE OF' ANALYSIS FOR FINISHED PRODUCT
cEPTr(OrrKAT AHAJItr3A TOTOBOTO IIPOAyKTA

Name of Product /
IlanMeuosasre nDoJrrrurru

MOMATRINO
MOMATPI4HO

Generic name /
Henarertonarnoe EanMeBoBarrue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouetagona tbvooara MolronilrDara cnoefi naganrrrufi rog[oosamrLrfi 50 urc

Acdve Ingredlents /
.{eficrryoqre BeqesrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gora cuper cogepxar: geicrB)ftoqee Beqesmo: Moueragona @ypoara uouomlgpar
5l-72 rtno r neoecqg.re sa MousragoHa ibvooar 50-00 rr,no

Streneth / Jlcrposra 50 mce / 50 ldr<r Date of Mfg. / ,qarz npo[sBoAcrBa 09l202l

Dosage form /
Jlerapcraemaa rfoprua

Metered-dose nasal spray /
Cqpefi uararnurrfi
norvmonarxrrfi

Date of Exp. / fo1err ,qo 0812023

Product code / Koa trDo.tryrTa sRU0300075470401EJ Date of release / llara sBurvcra 27.09.2021

Batch No. / Cepzr Nr 12210540 Qty. Released / Ko.nuqegrro
BLIIIVMEEO

9,&0BOT t
drneroson

Batch size / ParMep ceprtr 10,666 BOT / QrraKoroB
Mfg.License No. /
Jluuengus sa nuotr3BorcrBo (nouen) MNB/I0/832

Inspecdon Lot No. /
Perucrrraunougrrfi uouen rga:rtr3a

M0000349582 Mfg. License Date /
Jluqetrslls Ea rrpof,3Bo]IcrBo (.uara) 30/04D020

Package size / YuanosKa 60 Doses I 60 toz GMP Compliance certlllcate Date /
GMP cenrnrhrrrar (rara) 18106/2020

Market / Prrxor Russia / Poccas
GMP Compliance certillcate No. /
GMP cenrnihrrrcar (rrouen) GMP-0lss5/20/IN

Reference Speclllcadon No. /
Cueqnrfnrarys roroBoro
upoayrra J\lir

SPC-CC-M0446 Reference STP No. / CIItr Ne STP-CC-030247

TESTS / trOKA3ATEJItr OBSERVATIONS / PE3YJILTATLI
Number of deliveries per
container / KonuqesTBo

Not less than 60 doses / He ruenee 60 aog 92 doses I 92aos

Pump delivery /
Macca Aolu

Individual dose mass: from 85% to 1l5Yo
of the theoretical dose mass /
Ilnguaugya;rLHar Macca gorrr: or 85 o/o

Ao 115 % orreoperl,Iqecrofi MaccLr Ao3Er;

Average mass of the dose: from 90o/oto
110% of the theoretical mass of the dose I
CpeAnss Macca Ao3Lr: or 9O %o Ao ll0 yo

or rgoperl,Iqecxofi uacou Aotrr

Minimum / Muauwyu: 93.2%o

Maximum / Maxcr.rrr.ryrrr: 110.5%
Average / Cpegnee: 105.5 %

Particle size /
Paruep qacrurl

Particles < 10pm in size: Not less than 90%
{acruU parMepoM S 10 uru - He Menee
9O o/o;

Particles < 30pm in size: 100%
Ilacrrq pa3MepoM S 30 rnrrrr - 100 %

Particles > 30pm in size: Should be absent
tlactnq pa3MepoM > 30 uxrvr - AoJDTGET

oTcyTcTBoBaTb

Absent / Orcyrcrayror

Absent / 0rcyrcrayor

Absent / Orcyrcra5nor

,K"l a,i"c
,1Gt,, €

&zt

Prepared By / IIoAroroBRJr Checkei$v / flpoBeDr{Jr \Approved By / Oao6pr.n
Signature / Ilognucr y \6- >/
Date I [ara o?lalllp'* r8t"-rlLl Q&1 o 11 2e ?4

Name/OIO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
,I[o;txuocrr

Officer-QA Officer-QA Sr. Manager- QA

FCM/QAos4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil Baddi,

Distt. Solan Himaohal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: glenmark(rbom2.vsnl.net.in

CERTTF'ICATE OF' ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJTIISA TOTOBOTO IPOAyKTA

4ofgl 4B
Name ofProduct /
Hanlrenosattue trpo.tryKuntr

MOMATRINO
MOMATPI{HO

Generlc name /
Heuarerrosrrgoe HatrMegoBague

Mome0asone Furoate Monohydrate Nasal Spray 50 mcg
MorrleragoHa ibvpoara Mouonrrpara cnpefi naganrrufi aog[posam{Erft 50 rwo

Active Ingredlents /
,{efi crayroqre BeqesrBa

I dose of the spray coniains: Active ingredient: Mometesone Furoate Monohydrate 51.72 acgas
calculated for Mometasone Furoate 50.00 mcg
I gora cnper coAE)xnr: Aeficrpyrorqee setrrecrso: MoMgra3oua @ypoam uonorurpat
51.72 r,ua s neDec.rETe Ha MoMera3osa rbwoat 50.00 r"g(r

Strenoth / llosnnonre 50 mce / 50 Mrtr Date of Mfe. /,Ilara rrporcBoAcrBa a9D02l

Dosage form /
Jlerapcrneunas r[opua

Metered-dose nasal spray /
Cupefi naramuni
nnqmnpa;mrfi

Date of Exp. / IoAeE Ao 0812023

Product code / Koa rpoltyr<ra sRU030007s47M0lEJ Date of release / .[ara sHrrycra 27.09.2021

Batch No. / Cepue llb 1,221,0540 Qty. Released / Ko:ruqecrBo
BLTIII/IIIEHO

9,6/,0B0T I
ih narosnn

Batch slze / ParMep ceprtr 10,666 BOT / r[naxonon
Mfg.Llcense No. /
Jluuescnr Ha ulrou3BoJlcrBo (so*ren) IVINB/10/832

Inspection Lot No. /
PerRgrpaunonnrrfi soDreD agaJrtrBa

040000349582
Mfg. License Date /
Jlnuen:nc rra nnougsoasrBo (nara) 30104/2020

Package size / Yuarosra 50 Doses / 60,qor
GMP Compliance certillcate Date /
GMP cerrnibmcar (rara) t8/0612020

Market / Prrnox Russia / Poccm
GMP Compliance certillcate No, /
GMP cenuibmcar (uoueo) GMP-o1556/20/IN

Reference Speclllcatlon No. /
CueqnQnraryfl roroBoro
nnolvrra l{it

SPC-CC-04M46 Reference STP No. / CII}I JYs STP-CC-030247

TESTS / trOKA3ATEJIII OBSERVATIONS / PESYJIbTATBI
Related Substances / Ilocroponnne trplrMecrr

Impurity 8DM /
Ilpauecr 8DM

tmpurity DMC /
Ilprueor DMC

Impurity D /
flpnueon D

Any individual unspecifi ed
impurity / EglrHnwrofi
n eugerrurfuquposafl E oi
uPr,rMecI{

Total impurity/
Cyl,rua nprruecefi

Not more than 0.l5 o/o / He 6orce 0,1,5 o/o

Not more than 0.15 Yo / He 6orce 0,15 o/o

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

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

Not more than 0.60 Yo / He 6otrce 0,60 %

0.0M%/0,0M%

Not detected./ He o6napyrero

0.05% t0,05%

0.04o/o I O,04oA

O.lgYo / 0,l9oh

,,fittv au

/oo q
€ pffit,

%u,,,,u
Spray content uniformity
(Uniformity of delivery
dose) / Ognopo,quocrb
rrrcro6oxqlaelrofi ,{ocrr

Not more than 2 of 20 (10 initial doses
and l0 final doses from 10 vials) can deviate
more tlran :t 25Yo fromthe average value and
not any dose can deviate more than L.35%
from the average value.
If 3 to 6 doses deviate more than *, 25Yo blt
not more than+ 35Yo, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Ha.raao:
Miuimum / MnnrEupa: L00.2%
Maximum / MaKcr,rM)M: 109.2%
Mean / CpeAnee: 105.8%

Prepared By i IIoAroroBnJr Checked-Ev / fIDoBeDrur IApproved By / Oao6pu.l
Slgnature / Ilognncr d- Y> ( J
Date /,(ara .r7 lo1 fz,.,r ,8l,t l2o2l 1-3 I o\l ?r,-t
Name/@trO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
,(o,nxrocm

Officer-QA Officer-QA Sr. Manager- QA

.00



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

qlgnmapk Distt. Solan Himachal Pradesh 173205, India
Anmvayroranevvorrd Phone: +91-1795249300 Fax: +91-1795249310 email: glenr-nark@bou2.vsnl.nslt.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJITBA TOTOBOIO IPOAyKTA

Name of Product /
Ha[meHosau]Ie trDolyKul{u

MOMATRINO
MOMATPIZHO

Generic name /
HenareutogaHHoe Har{MeHoBaHI{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monasragona ibyDoara MogonuDara clDefi nagalrnsrfi ao3aDoBaggrrfi 50 rrarr

Active Ingredients /
,(efi crnyrcuue BeruecrBa

I dose ofthe spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoats 50.00 mcg
I 4osa cuper coAepxrar: Aeftcrsyroqee BerrlecrBo: MoruerasoHa (Dypoam uononupffi
51.72 r.arr s fleDecqerg na Mouetagona rbyooar 50.00 urr

Strensth /.llorllnosra 50 mce / 50 raKr Date of Mfg. l,I[ara nporcsoAcrBa 0912021

Dosage form /
Jlercapcrneunaa Qoprua

Metered-dose nasal spray /
Cupefi uaramnnfi
,[oguDosaHHBrfi

Date of Exp. / FoAen.qo 0812023

Product code / Ko.q rpoayrra sRU030007s4704018t Date of releas e I llara BLrrrycKa 27.09.2021

Batch No. / Cepua J\b t2210540 Qty. Released / Ko.ttu.recrso
BbtItYIUeHO

9,6408OT I
rbraroxos

Batch size / Pasmep cepr.rr.r 10,666 BOT/ r[narouon
Mfg.License No. /
JlraueHrrac Ha nDon3Boncrso (nouen) MNB/I0/832

Inspection Lot No. /
Perucrpaquonnurfi nonep auaJru3a

040000349582
Mfg. License Date /
JluueHuas Ha flDorcBoncrpo (aara) 30/04t2m0

Package size / VuaKosrca 60 Doses / 60 aos
GMP Compliance certificateDate I
GMP cenrudurar (aara) l8/0612020

Market / Punon Russia / Poccr,u
GMP Compliance certificate No. /
GMP ceprurbunar (sonep) GMP-O1556/20m\l

Reference Specification No. /
CneqnQnnau[s roroBoro
npoaYr$a Jls

SPC.CC.M0446 Reference STP No. / CII}I J\& STP-CC-030247

J\t TESTS / IOKA3ATEJIT4 LIMITS /TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
more than L25 yo from the average value,
and not any dose can deviate more than
+ 35Yo from the average value.
He 6oree 2-x ws 20 ,qos (10 uava;rrurx go:
u 10 roHe.rrrx Ao3 rtrI 10 $naronon) rraoryr
I{MgTL OTKIIOHeH}re OT CpeAHerc 3HaqeHI,It
6olee qeu + 25o , Id Hu oAHa Ao3a He

END / KoHerr:
Minimum I Mraunrvryu: 104.5o/o

Maximum / Marcrauyu: ll0.8Yo
Mean / Cpe4uee: 107.8%

a
d-

e
s'['{l'r

kou,rr, ",9

!

oo

3HaqeHl{f, 6olee qeu tm*35 %o.

Ecma ot 3 ao 6 Ao3 r{Meror orrJroHeHr,r,
6onee .reM *,25 yo, Ho MeHee.reru * 35 oZ, to
r{crrErrbrB,uor cneAyroque 20 Qnaxonoa.
He 6oree 6 us 60 Ao3 MoryT r,rMerb

orKrroHeHr{e or cpeAHero :naqeura.f, 6oree
qeM + 25 %o, u Hr{ oAHa Ao3a He AoJrxHa
uMeTb oTKJroHeHI,Ie OT CpeAHerO 3HaqeHr,r,

6onee qeu +35 o/o.

Prepared By / Ilo4roronul Checke_d By / Ilposepru \Approved By / Oao6pua
Signature / IIoArrucL # t, ,/
Date /.(ara z9 lol lr>'rr ,81'{ lll LB\6\\ Uq
Name/OIIO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
,{o;rxnocrr

Officer-QA Officer-QA Sr. Manager - QA

FC}WQA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil Baddi,

Distt. Solan Himachal Pradesh l73205,lndta
Phone: +91-1795 249300 Fax +91-1795 249310 email: glenmark@)bom2.vsnl.nerin

CERTIFICATE OF' ANALYilS F'OR F'INISIIED PRODUCT
CEPTUOUKAT AH,{JIu3A TOTOBOTO UPOAyKTA

Name ofProduct /
H aulreuouasre rmotrvlctrEtr

MOMATRINO
MOMATPHHO

Generic name /
HenatenmsaEuoe EaaMenoBartre

Momelasone Furoate Monohydrate Nasal Spray 50 mcg
MoMeragoga dvDoara MoHorrrnDar.'a cnoei nagatsrgrfi .uognoosamrBrft 50 um

Acdve Ingredlents /
,(efi crByroqu e BerqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cuper cogepxar: geicrByroElee BeqesrBo: MoMgra3oxa (Dypoara rrronorrlpar
51.72 nncr r ueoecqef,e ua MoMeraroua ibvDoar 50-00 urcr

Streneth /.llerpoBKa 50 mcs / 50 rr{m Date of Mfs- / IarB rmon3BotrcrBa 091202t

Dosage form /
Jlerapcroeuuaa Qopua

Metered-dose nasal spray /
Cupei uara;rrnuft
noqpmonasmrfr

Date of Exp. / Io.[eE Ao 0812023

Product code / Koa npo.uyrra sRU030007547MorEt Date of release / .Ilara surrvcra 27.09.2021

Batch No. / Ceprr M t2210540 Qty. Released / KoassecrBo
Br,rlrwlIeIIo

9,fi0BOT /
ibnarosor

Batch slze / ParMep ceprn 10,666 BOT / $rraroroB
Mfg.License No. /
Jluuerrns Ha rrDotrSBoJlcrBo (rroMeD) MNB/I0/832

Inspecdon Lot No. /
P erucrTalnougrtfi goueD alraJlu3a

040000349582
Mfg. License Date /
Jluuerr:ng Ha lrDotr3BolrcrBo (nara) 30/04/2020

Package size / Vuaroara 60 Doses / 60 xos
GMP Compliance certillcate Date /
GMP cenrqrLmcar (rara) t8t0612020

Market / Prrnox Russia / Poccrrs
GMP Compliance certillcate No. /
GMP cenrzihnrar (nouen'l GMP-o1556t20/IN

Reference Specillcatlon No. /
Cneqnt[maryr roroBoro
nrorvrra Jl(b

sPc-cc-M0446 Reference STP No. / CITII I& STP-CC-030247

Irb TESTS /IIOKA3ATEJItr LIMITS / TPEEOBAIIII,fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OAnopoAuocrr
A03r.rpoDaHr{,

Not more than 1 value from l0
measurements can deviate from the average
value more thao,+ 25o/o and none can deviate
by more than*35%o.
If 2 to 3 values deviate more than L2So/obnt
not more than + 35yo, test another 20 bottles.
Not more than 3 values from 30
me,rsluements can deviate from the average
value more than*25o/o and none can deviate
more than + 35%.
He 6onee I gnaqenuq rr l0 oupe4enenni
MO)KoT OTKJIOIITTC.f, OT CpeAEerO 3llaqelrruI
6olee, teu na*25Yo,:,1.rfftt ognoro, 6onee
setia ua t 35 %.
Enu ABa y$tu rpl.t 3uatreur,r, uMelor
oTKnorleEr,ur 60nee qeM +,25 yo, rro MeELrue,
qeU * 35 o/o, tO uCnutLrBarOT CJrgAyrotqlte
20 {naronon.
He 6onee rpex gnaqerrafi r{3 30
onpe4enenraT Moryr orKrrorurrLc.n or
cpe,U{ero 3HaqeEr.r, 6olee, .reu uaL 25 %o,tt
HIt oAHoro, 6onee .reN4 :,:,a| 35 Yo.

Minimum / Muuunryu l0O.2Yo
Maximum / MarcrErr,ryru: 109.2%
Mean / Cpe,qree: 105.8Y,

L8\d 1l 2e



glenmank
A nw way fo a aowdd

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

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax +91-1795 249310 email: glenmar*/4)bom2.vsnl.net.iu

CERTIFICATE OF' ANALYSIS FOR FII\USIIED PRODUCT
CEPTtrOIIKAT AHAJIU3A TOTOBOTO IPOAyKTA

Name ofProduct /
Halrtuesosaslle [Do]ryrrlru

MOMATRINO
MOMATPI,IHO

Generic name /
Ileuarerroraggoe EarMetroBagtre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragona ibvnoam uonorr4gpara cnperl HasaJrBmrft ,qoglrposaHnErfi 50 lura

Acfive Ingredients /
,(eficrayoqne BeuecrBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 4osa cuper cogepxr.m: aeficrryorqee Beqecrtso: MoMera3oua @ytrloara uouolt4gpar
51.72 tvuo s uepecqsre rra Mor[era3oga ibwoar 50.00 rrscr

Strensth / Jlounosra 50 mcc / 50 r{Kr Date of Mfo. / llq.Ta IIDon3BorcrBa 09t2021

Dosage form /
Jlerapcroemaa r[opua

Metered-dose nasal spray /
Cupefi nara:rrnufi
.nogrnosaxssrfi

Date of Exp. / foAeu Ao 08/2023

Product code / Kog trpolyrcrr sRU03000754704018J Date of release / Jlara sf,mycra 27.09.2021

Batch No. / Cepua J\lb 12210540 Qty. Released / Konuqecrso
BLIIIVIIIEHO

9,640 BOT/
drnarnsnn

Batch slze / PatMep cepm [0,666 BOT / llnaroror
Mfg.Llcense No /
JlnueRgnc Ea [Dotr3BolrcrBo (norren) MNB/I0/832

Inspectlon Lot No. /
Perncrpaqzognrrfi uorrep arraJrn3a

040000349582 Mfg. License Date /
Jfuuemnq Ha rlDotrtBolrsrBo (nara) 30/0412020

Package size / YuaroBr(a 60 Doses / 60 aot
GMP Compliance certlllcate Date /
GMP cenrndrrar (nare) 18t0612020

Market / Prrnox Russia / Poccr.rs
GMP Compliance certillcate No. /
GMP ceprarbrxar (soMen) GMP-o1555/20/rN

Reference Speclllcatlon No. /
Cneqn$zrarys roroBoro
nnonvrra JYit

sPC-CC-040445 Reference STP No. / CtrU Nc STP-CC-030247

TESTS / trOKA3ATEJItr OBSERVATIONS / PESYJIbTATbI
Microbiological Purity / Mnrpo6ronorrqecKas qucrora

Total aerobic microbial
count and total combined
yeast atrd moulds count
(combined) / O6rqee wrcno
aDpo6HLD( 6arcepufau
,qpo)Ifr eBErx I{ IIJI9CITeBLTT(

rpu6oB (cyl,mapno)

Not more than 102 cft per 1g (rrl) of the
product / He 6oaee 102 KOE a I r (rra.n)

Less than 10 cfu/ml /
Mesee l0 KOE/lrn

,"';ftw A*tD

i,'t."'q 
(

C)
(D

*
ETest for Absence of

Specllled Mlcroorganism /
Tect ua cueqni[nvecrue
MrrKpoopraEu3Mbr:
Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xemeymoftwaue
snrepo6arreprau

Absence per le (ml) of the product /
Otcyrcrsue r 1 r (ua) rpeuapara

Absence per 1g (ml) of the product/
Otcyrcrrrae r I r (un) rpenapara

Absence per 1g (ml) of the product /
Orcyrcrrr.re r I r (ul) rperapara

i-trarrna.,:u9
Absent / Orcyrcrayer

Absent / Orcyrcmyer

Absent I Orcyrcrrye::

Prepared py / troAroroBtrJr Checkq!{y / IlpoBeprur \ Approved By / Ogo6prur
Slgnature / troArmcr '+- '9- {
Date / Jlara 'zX loq lz,'tt ratqlLr L0 \8\\ 2,tJ[
Name/(DZO AtuI Kumar Rohit Singh Sandeep Semwal

Designatlon /
.[o.nxnocrr

Officer-QA Officer-QA Sr. Manager- QA

FCM/QA054/08.00



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

g[gnm4nk Distt. Solan Himachal Pradesh 173205,^dia
Anwwayroaowrcrtd Phone: +91-1795 249300 Fax +91-1795 24%rc email: glenrnark6)bom2.vsnl.net..in

CERTII'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIUSA f OTOBOI O IIPOAyKTA

Name ofProduct /
Eanueuos&Ere rlDorrvrrrtrtr

MOMATRINO
MOMATPI4HO

Generic name /
IleuaresroBaguoe EatrMeBoBaHtre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouera:ona rbypoara uororlApara cnpefi na:arrgr,ri rosfiDogamrufi 50 ura

Active Ingredlents /
,[efi$rpor{ne BeqecrBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I gora cuper cogepxur: Aeficrsyrorqee Beqecrtso: MoMerasoua @laoara uouorqgpar
51-72 rr,no g neoecqere na Mouera3oga ihvnoar 50-00 rvno

Strensth /.I[ognposra 50 mce / 50 Mrcr Date of Mfg. i,(ara rrpornBoAcrBa 09l202l

Dosage form /
Jlerapcraemaa r[opua

Metered-dose nasal spray /
Cnpei nararrrufi
noemonamrfi

Date of Exp. / foleE [o 0812023

Product code / Ko,u uDotyrra sRU030007547M01EJ Date of release / .Ilara sutrycra 27.09.2021

Batch No. / Cepur llb 12210540 Qty. Released / KoJrusecrBo
BLItrVItrCIIO

9,640 BOT /
dnaxonon

Batch slze / PmMep ceptrr 10,666 BOT/ @raKoHoB
Mfg.Llcense No. /
Jfnnensqc na nDotr3BorrsrBo (nouen) MNB/I0/832

Inspecdon Lot No. /
Perngtoanrognrrfr nouen alralrrr3a

040000349582 Mfg. License Date /
Jluuesrrg Ha rrDotr3BolrcrBo (aara) 30/04/2020

Package size / YuaKoBKa 60 Doses / 60,qog
GMP Compliance certificate D&te /
GMP cenrqibrrar (-uara) t8t06/2020

Market / Prlsor Russia / Pocczs GMP Compliance certillcate No. /
GMP cenrrdrrrar (xouen) GMP-01555/20lIN

Reference Specllication No. /
Cnequ t[araqn{ roroBoro
nno.rvrcra lYb

SPC-CC-M0446 Reference STP No. / CIItr Ns STP-CC-030247

]1! TESTS / IIOKA3ATEJItr LIMITS / TPEEOBAIII(S OBSERVATIONS / PESYJIBTATBI
I6. Assay / Ko.nuqecrBeHuoe olpe[erreurre

a) Mometasone Furoate /
Mouetagona $lpoara

From 85 %o to ll5 Yo of the labeled content /
Or 85 % go 1.15 Yo or 3rulBJrelrHoro
COIeDXaHI/rf,

t09.6% / 109,6%

b) Benzalkonium chloride /
Eengamronu.s xJropqna

From 80 o/o to 120 % ofthe labeled content /
OT 80 % lo 120 %o or 3ruIBJIeHIroro
colleDxaHr{,

101.5% lt0t,syo

17. Package Size / YnaKosrca

/^(tEi-".N
./.5-/** q ,t

fl fi-t*t, ;
\?- ,i/
&rr,, acenq

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. / IIo 60 srul 120 aog
cyc[err3r.r[ ao Suarone r{3 troJu3TrrJreua
BhlcoKof rrnorrrocrl,t c Ao3r4pylons,IM
ycrpofimuorr,r ,r {pErrreqKoi }I3
tIoJIlr3TuJreHa sucoxofi uroTgocrr,r. flo I
$aarony BMecre c uncrpy<tgaei rto
Me,quqEHcKoMy tIpuMeHeHr,rK, B IIaqKe
KaproEHor.

60 doses ofsuspension 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.
/ 60 .qos cyc[err3rru so (lnaroxe ns
rroJrrrgruJlerla srrcoxofi rlJrorrrocrr c
Aqrr{pyrotruM ycrpoficrBoM n
llpHrut lr(ur4 uJ lruJlugluJlgHa nHgoKoI4

IUIoTEocfiir. flo 1 r[naxory BMecTe c
auctpyrqnefi' tro Me,q[qr{HcKoMy
IIpI{M9II€HIIIO B IIaqKe raprOmrOfi .

18. Labelins / Manrcrnonra Acoording to ND / B coorsersrBau c Hn
19. Storage conditions /

Xpanenue
Protected from light, at temperature from 15 " C to 25 "C. Do not fueeze. /
B saquqexnoM or cBera Mgcre rrpr,r reMrreparype m 15 lo 25 oC, He 3aMopoKr{BarB.

Prepared By / Ilo,qrmoBul CheckeQ.Ily i llpoBepur \ Approved By / OAo6prn
Signature / IloAuncr & 'L J
Date /.[ara tz lo1 l2-lv. Sa l-rlu >816,\\ )rU
Name/(DIIO AtuI Kumar Rohit Stngh Sandbep Semwal

Designation /
.[o.nxuocm

Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/0E.00



qlenrnank
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l732A5,lr;dia
Phone: +91-1795 249300 Fax +91-1795 249310 email: Slenmar*(g)bom2'vsnl.net.in

CERTTFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU@trKAT AHAJIn3A TOTOBOTO IIPOAyKTA

of9/ [t
Name ofProduct /
HanMegosague Imo.lrvK[trtr

MOMATRINO
MOMATPI,IHO

Generlc name /
IlenarestonanHoe gatrMeEoBarrtre

Momelasone Furoate Monohydrate Nasal Spray 50 mcg

Moueragosa rbwoara N{oronlApata cnpefi uararrrufi gosrpogamrLlil 50 MI<r

Actlve Ingredlents /
AefrcrByroqtre BeqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gora cnper coAepxlrr: Aeficrsypqee ger[ecrBo: Moueragoua @ypoara Irronorugpar

51-72 rrffr s neoecqere na Mouer.Boua ibwoar 50,00 lanr

Streneth /.Ilocnpoara 50 mcs / 50 Nar<r Date of Mfe. i ,Ilara rrpoxtBoAcrBa Q9t202t

Dosage form /
Jlerapcroeuuaa r[opna

Metered-dose nasal spray /
Cnpefi aara:rrnr,rfi
logroogagrnfi

Date of Exp, / foAeg Ao 0812023

Product code / KoA npo,(yrTa sRU0300075470401EJ Date of release / Iara sHrrycra 21.09.2021

Batch No. / Cepza M t2210540 Qty. Released / Ko;ruqegrno
BLIIIVIIIEEO

9,64080T t
rfinarogon

Batch slze i ParMep cepnrr 10,666 BOT i $rIaI(oHoB
Mfg.License No. /
Jlnuenctas na rrDotr3Bo,[crBo (souep) MNB/I0/832

Inspection Lot No. /
PerncroatrnosHBrfr EoMeD aEaJIuBa

M0000349582
Mfg. License Date /
Jlunemrq rra rrDotr3Bo.rlsrgo (aara) 30to4/2020

Package size / Vuarogra 50 Doses / 60,qog
GMP Compllance cerdficate Date /
GMP ceorsibmcat (nara) r8/0612020

Market / Prrsor Russia / Pocczs
GMP Compliance cerdflcateNo. /
GMP cenru rbxrar (xoueo) GMP-015s6/20/IN

Reference Speclllcadon No. /
Cueqr$nrary roroBoro
nnonvrcra Ne

sPc-cc-040446 Reference STP No. / CIIE Ns srP-cc-o30247

Jrb TESTS / trOKA3ATEJItr LIMITS / TPEEOBAIIU.fl I oBSERVATTONS / PE3yJIbTATbI
20 Shelf-Iife / Coor roarocru 2years/2rola

Any devlatioMncidenUOOS: Not applicable
Orxronennsl[Inqnqenrrr/OOC: re upauenrarvro

Declaration of certification: "I hereby certify that the above information is authentic and accurate. This batch ofproduct has

been manufactured, including paokaging and quality control at the above mentioned site in full oompliance with the GMP
requirements of the looal Regulatory Authority and with the normative document no. lI[-003870-280916, 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."
3arurro.renr.re o coorBercrBr.rr{: HacrofiqzM rroATBepxAaro, trro rrpeAcraBJIeHHaJI BLIue I,IH0opMaIsas ar'Jly.Erca

AocroBepgofi rir rotruofi. .[aruraa cep[rr 6ErJra trporr3BeAerra (nrnrovax y[aKoBKy/MapKI{poBKy n KoltrpoJlb rauecrna) na
yrasaunofi BLrure upoz:rogcmernoft [Jroqa,qKe B flomroM coorBercrBlnu c Tpe6oBaEIrrMIa H4Anexaqefi
flpousnogcteennofi flparnu<rn (GMP) toxanruhrx peryrlrroprrbrx oprauoB I{ Tpe6oBarII4rIMt4 IropMarliIBnoft AoKyMesrarua{
JIII-003870-280916, lIsM. Ns 1 or 15.04.2019, I,Isla. Ns 2 or 05.02.2020 lurls. prn{Ka Poccr4u. flporoxolrr rpo}I3BoAerBa,
yrraKoBKr,r tr uortrrareJm KaqecrBa Aarruoft cepuu 6Eurln [poauruu3rapoBalru L cAeJIaHo 34E[roqenre, trro oHtI

ooorBercrByror rpe6oraraxv HaArexanlefi flporasrogcrreruofi flparntor (GN{P).

,5,:'*t 
u'"\/sq-a

fl ilat rtu ;
Yq */
\orr- X/
X,rr, at,?,ry/

Prepargd By / floAroroBlrJr CheckeLBy / IlpoBeprrn \ Amroved Bv / Oao6orur

Slgnature / tro4nucr 4- \t J
Date /.Ilara -LXlo1)a-\ &8l".Nlt'r 2-3\ @1\ 24l-t
Name / @trO Atul Kumar Rohit Singh Sandriep Semwal

Designation /
,{oaxuocrr

O{ficer-QA Oflicer-QA Sr. Manager - QA

FCIWQA054/08.00


