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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa( Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795 249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.b

CERTIFICATE OF' ANALYSIS F'OR FINISHED PRODUCT
CEPTT,IoIIKAT AHAJIII3A IOTOBOIO tIpOAyKTA

Name ofProduct /
HauMenosaHue nDorrvrcnuu

MOMATRINO
MOMATPI4HO

Generic name /
HenarenroaaHnoe HrrrMeHnRe sue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morugralona tbypoara uouoml[Dara cupefi uagalruufi .rlo3?rDoBarrurrfi 50 rrarr

Active Ingredients /
.{efi cruyrcurue BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 5lJ2mig as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cupes corepxm: aeficrnyrorree BerrlecrBo: Morrreraroua @ypoara MoHorrrApar
51,72 uw B [epectrere ua Morvrgralona ibypoar 50.00 urr

Strength / Aosuposra 50 mcg / 50 urr Date of Mfg. /Aara npo[ssoAcrBa tt/2021
Dosage form /
Jlercapcrnenuan Qoprvla

Metered-dose nasal spray /
Cnpefi uaraaruufi
-uoguoosarrHrrfi

Date of Exp. / Foaer ao t0/2023

Product code / Koa nDolryrra SRU030007E040401DK Date ofrelease I llara Bgrnycrca 07.12.2021
Batch No. / Cepun Ne l22l06ss Qty. Released / Koru.recrso

BbIIIYUIEHO
32,0208OT/
ibaaroHoa

Batch size / Parmep cepuu 34,722 BOT/ rfaaronoa Mfg.License No. /
Jluflenrvg Ha nDor3Borcrno lrrouen) MNB/I0/832

Inspection Lot No. /
Peracrpaquonrufi sorrep axaJr[3a 0400003s9s59 Mfg. License Date /

Jluueggun Ha rlDolr3Borrcrso (rara) 30104t2020

Package size / Yuaronrca 120 Doses / 120 aor GMP Compliance certificate Date /
GMP ceorndurcar (nara) t8t06/2020

Market / Psrnorc Russia / Poccras GMP Compliance certificate No. /
GMP ceorudunar (soueo) GMP-01556/20lrN

Reference Specification No. /
Cneuur[nraut{s roroBoro
npoavrra.Itlb

SPC-CC-063688 Reference STP No. / CIIU.llil sTP-CC-040944

.Irb TESTS /IOKA3ATEJI}I LIMITS / TPEBOBAHI4q OBSERVATIONS / PE3YJIbTATbI
I DCIcription / OnucaHue White to off white thick suspension of

semitransparent to non-fansparent
consistency. I
Or 6eloro Ao rIotITI,I 6eloro rpera or
norrynpospaunofi Ao uenporpauuofi
KOHCr,rCTeHur,M. rycTAfl CyCIIeH3Zr.

Off white thick suspension of non-
transparent consistency. I
flosru 6eloro rlBera or nenpospavHofr
KOHCr{CTeHrIr{t{ ryCTaf, cyc[eH3l4r.

2. Identification / [oA.nuunocrr
a) Mometasone Fuorate /

MonaerasoHa Sypoar
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. / Bperraa yAepxrrBaHraf,
ocHoBHOrO nl,rKa Ha xpoMaTorpaMMe
r,rclErTyeMoro pacTBopa AoJrxHo
cooTBeTcTBOBaTL BpeMeHr,r yAepx.wBaHws
ocHoBHoro rfi4KA Ha xpoMaTorpaMMe
cTaHAaprHoro pacTBopa

The retention time of the main peak in
the chromatogram of sample
preparation corresponds to ttre
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpervrr y4epxprBausfl ocHoBHoro
rfiiKa Ha xpoMaTorpaMMe l{crrBrryeMoro
pacTBopa cooTBeTcTByeT BpeMeHra

y4eplKwBaHua ocHoBHoro ru{Ka Ha
xpoMaTorpaMMe cTaHIap.THOfO
pblgopa

{?\
()
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS TOR F'INISHED PRODUCT
cEpTIr@r4KAT AHAJTII3A IOTOBOIO IIPOAyI(TA

Name of Product /
HaumexonaHne rr Do.rrvrcrrrru

MOMATRINO
MOMATPI4HO

Generic name /
HenateHrosaHHog HauMeHoBcrrue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moruvmrona $ypoara MoHorrupam cnnefi nasaruHrrfi lro3rrDomgHbrfi 50 rrarr

Active Ingredients /
{efi croyrourae BeulesrBa

I dose ofthe spray contains: Active ingredient Mornetesone furoate trAonotryarate St;ZZ mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxlm: aeficroyrouee BeuecrBo: Molrsra3ona @)poara MoHorruIpar
51,72 rr,mr s uepecqsre na Mouetagona @ypoar 50,00 urr

Strength /Aoguporra 50 mcg / 50 r,rKr Date of Mfg. / Aara npoursoacrBa ltD02t
Dosage form /
Jlerapcrneunae Qopnra

Metered-dose nasal spray /
Cnpefi nasaarnrrft
.trO3I,IDOBAHHBIfi

Date of Exp. / IoaeH ao 10D023

Product code / Koa noolryrra SRU030007E040401DK Date of release I Ilata Brlnycra 07.12.2021
Batch No. / Cepua Ne t22t0655 Qty. Released / Koruqecrso

BbrIIyuleHo
32,020BOTI
ibraroHos

Batch size / Pa3Mep ceplrlr 34,722 BOT/ r[aaroHou Mfg.License No. /
Jluqenus Ha nDousBolrcrso (Ho[reo) MNB/I0/832

Inspection Lot No. /
PerugrpaqnoxHsrfi Houep andlura 040000359559 Mfg. License Date /

Jlnuelf.swg Ha nDolr3Bongrso (rera) 30/44/2020

Package size / Ynarosra 120 Doses / 120 tos GMP Compliance certificate Date /
GMP cenrudurar (aara) 1810612020

Market / Psrnor Russia / Poccrar GMP Compliance certificate No. /
GMP cemudurar (romeo) GMP-o1556/20lrN

Reference Specification No. /
CnequQurcau[q roroBoro
npoayrra Jlb

SPC-CC-063688 Reference STP No. / CIIU Ns sTP-CC-040944

.ltb TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ E_gusa.nron rrfl xJropna

./;*\./$-/()

{*'^

C)

d'

r.!,,,

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
xpoMaTorpaMMe r{crrhrTyeMoro pacrBopa
AOJIXHBI O6Hapyxnnarrca III{K}I, no
BpeMeHaM y Aepx.nBaHul COOTBETCTByTOTqZe

IrI,rKaM roMoJroroB 6ensanrour.r, xJropula
Crz u Cv, Ha xpoMaTorpaMMe cTaHIapTHOrO
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz
and Cra in the chromatogram of the
standard solution. / Ha xporrrarorpaMMe
[crrLrryeMoro pacTBopa
o6napyxruarorcfl rrrrKlt, no BpeMeHaM
y4ep>Kr{BaHr4t coorBeTcTB)flOrque
[r,rKaM roMoJroroB 6eHsarroHl,It
xJropua cn il cv Ha xpoMarorpaMMe

3. pH From 4.3 to 4.9 I Or 4,3 to 4.9 4.641/4,641
4. Density / IlJrorlrocrr From 0.950 to 1.050 glcm3 /

Or 0,950 ao 1,050 r/cu3
I.0l g/cm3 I l,0l rlcus

5. Viscositv / Bqsrocm ryqqr 30 to 130 cPs / Or 30 ao l3OcIIs 54.6 cPs I 54.6 cils
6. Osmolality/

Ocno.ls.nrHogrs
From 250 to 350 mOsm/Kg
Or 250 Ao 350 rraOcu/rr

296 mOsm/IQ
296 tuOcrra/rr

7. Leakage check /
Ilpoaepra Q.narona ua
repMeT[qHOCTb

Absence of any traces of leaks / OrcfcrBr,re
cJIeAOB npOTeqK[

No traces of leaks / Clearr nporeqrr,r
oTcyTcTByroT

8. Net content / Macca
coAepxtrlMoro drarcoHa

Not less than 18.0 g / He uenee 18,0 r 18.3gl18,3r
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ Tehsil: Baddi,

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

CERTIFICATE OT' ANALYSIS FOR FINISIIED PRODUCT
CEPTrIOLIKAT AHAJII,I3A TOTOBOIO [pO[yKTA

3oI9 / 3ur9
Name of Product /
Ha[meHosaHue Ir Dolrvnunrl

MOMATRJNO
MOMATPUIHO

Generic name /
HenarenrosaHHoe HanMeHoBnHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monqrasoua @ypoara MoHorr,rApata cnpefi HasamHnfi Jro3t4DoBarrurrfi 50 rrarr

Active Ingredients /
left crryrouue Be[IecTBa

I dose ofthe spray contains: Active ingredienL M
calculated for Mometasone Furoate 50.00 mcg
I ,(osa cuper coAepxur: AefigrByroqee BerrlecrBo: MoMcra3oga @ypoara MoHon/ulpar
51,72 rr,rr<r a nepecqsre Ha Molrsm3oHa $ypoat 50,00 urr

Strength /.llosrDosra 50 mcg / 50 urr Date of Mfs. / llara noolrcsorrsrBa nt2021
Dosage form /
Jlerapcraeuuaa Sopma

Metered-dose nasal spray /
Cnpefi nasanruuft
,[O3t,IDOBAHH6Ifi

Date of Exp. / fo,uex ao t0/2023

Product code / Koa flpoayKra SRU030007E040401DK Date ofrelease I llara BbrrycKa 07.12.2021
Batch No. / Cepua Ne 12210655 Qty. Released / KoJru.recrno

BbIIIVUIEHO
32,020BOT1
6raroqos

Batch size / Pasnrep cepuu 34,722 BOTi r[aaronou Mfg.License No. /
JllueHs[q Ha nDo[r3Boacrso (Ho[reo) MNB/10/832

Inspection Lot No. /
Perqcrpauuonnufr nonep anaJru3a

040000359559 Mfg. License Date /
JltlueHrlrq Ha nDou3BorcrBo (nara) 30/04/2020

Package size / Yugrcosra 120 Doses/ 120 tos GMP Compliance certificate Date /
GMP ceorudu rcar (.nara) t8/06/2020

Market / PsrHor Russia / Pocczc GMP Compliance certificate No. /
GMP ceprndurar (sonen) GMP-o1556/20lrN

Reference Specification No. /
CnequQurcaut{s roroBoro
npoAyrra J{b

SPC-CC-063688 Reference STP No. / CIIII.Ilb sTP-CC-040944

.Nb TESTS / TIOKA3ATEJII,I LIMITS i TPEBOBAHI4S OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Koru.recrso
,I03

Not less than 120 doses / He uesee irO ro3 1 88 doses / I 88 ao:

10. Pump delivery/
Macca Aosrr

Individual dose mass: from 85% to lllyo
ofthe theoretical dose mass /
I{ugunugya.nbnaq Macca Aorsl: or 85 %
Ao I l5 %o o'r reopertmecroft MaccH AosH;

Average mass of the dose: from 9|o/oto
I l0% of the theoretical mass ofthe dose /
Cpegnaa Macca Ao3bt: or 90 o/o Ao ll} yo

or reoperr{qecxofi uaccu Aogu

Minimum lMunwrym:92.3%
Maximum / Maxcmryr'a I I 08.5%
Average / Cpeauee: 105J%

11. Particle size /
Paruep qacr[q

Particles < 10pm in size: Not leis than 9O%
tlacIlIq pasMepoM S 10 rvrrm - He MeHee
90%;

Particles < 30pm in size: 100%
rlacruq pa3MepoM < 30 rvrrna - l0O %
Particles > 30pm in size: Should be absent
rlacr[u pa3MepoM > 30 mrru - AonxHbr
oTcyTcTBOBaTb

100.0% I t00,0yo

100.0% I t00,0yo

Absent/Orcyrcrryro3t$-,-LAT-";=

/d' e-

G)

(U

Prepared Bv / Iloarorosrrr ChecKd Bv / Hnonenr,rr
Signature / lloanucr -4- (_-{ It-
Date /.(ara +n-l1ulv r:v\tf D,l\>\xD)4
Name / IDIIO Atul Kumar Akshit Bhardwai Ajay l{umir Garg
Designation /
.llo.nxnocrr Officer - QA Oflicer - QA Asst Manager -QA

\

I

(D

E

l'- Ar {,f I'
\/6rr1 2get'r;,'
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS T'OR FIi\"ISHED PRODUCT
CEPTIIOUKAT AHAJIII3A TOTOBOTO IPOAyKTA

Name of Product I
Haumenogauue nnorvKur{[

MOMATRINO
MOMATPHHO

Generic name /
HenareHrogaHHoe HallMerrog, rrrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morugrasoga $ypoara uonorrrpara cnpefi sasa.lssrrfi lro3r,rDoBaggErfi 50 urr

Active Ingredients /
.(efi crnyrouue BeulesrBa

I dose ofthe spray contains: Active ingredienti Mo
calculated for Mometasone Furoate 50.00 mcg
I ,rosa cnpeq coAepxur: Aeficrsyrouee BerqecrBo: MonrgrasoHa @ypoara Morrofl.IApar
51,72 rram a rtepecqers na Moueragoua ibypoar 50.00 rrarr

Strength /.llorunosna 50 mcg / 50 urr Date of Mfe. / llara nooucsorrcrBa tt/2021
Dosage form I
JlerapcraeHxar Qopma

Metered-dose nasal spray /
Cnpefi ua:aaruurfi
Aognponasnnfi

Date of Exp. / Ioaen ao 1012023

Product code / Koa nDolrvKTa SRUO3OOOTEMO4OIDK Date ofrelease I llara Bbrnycra 07.12.2021
Batch No. / Cepur Jlb 12210655 Qty. Released / KoJru.recrao

BLINYIUEHO
32,020BOT1
6raronon

Batch size / PasMep cepru 34,722 BOT/ rfnaronor Mfg.License No. /
Jl[qensug Ha nDortBollcrBo (someo) MNB/I0/832

Inspection Lot No. /
Perucrpaquonnuft noueo auaJru3a

040000359559 Mfg. License Date /
Jlrueurus Ha nDolt3Bolrcreo (aara) 30104t2020

Package size / Ynaroara 120 Doses / 120 aos GMP Compliance certificate Date /
GMP ceprudunar (aara) t8/06t2020

Market / Pslnor Russia / Poccr.rq GMP Compliance certificate No. /
GMP ceprudurar (norvreo) GMP-01556/20lrN

Reference Specitication No. /
CneuuQunauus roroBoro
nporvrra Jllr

sPC-CC-063688 Reference STP Xo. / C[I4 Ns sTP-CC-040944

.It! TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHILfl OBSERVATIONS / PE3YJIbTATbI

,') \
,L)

*
E

12. Related Substances / IlocropoHnue npramecll

Impurity 8DM /
flpuuecz 8DM

Not more than 0.15 %o /He 6otee 0,lS o/o Not detected/ He o6uapyNeHo

Impurity DMC /
flpnrr,recn DMC

Impurity D /
Ilpmrnecu D

Any individual unspecified
impurity lE4zlntmaolt
ue n4enrnQrargrp osaHHoft
IIpuMecr4

Total impurity/
Cyrvnua nprurteceft

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

Not more than 0.20 o/o I He 6onee 0,20 o/o

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

Not more than 0.60 o/o lHe 6otee 0,60 o/o

0.006% /0,006yo

0.02% /0,020/o

0.05% I 0,05yo

0.160/o I 0,160/o

/L

t;!.-
\ iL'\,\;v

13. Spray content uniformity
(Uniformity of delivery
dose) / O.quopoguocrr
sHcso6oMaemofi AocH

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

Beg / Haua.no:
Minimum / Munravryu: I 00.6%
Maximum I Maxcwttyur: | 0 5.8Yo
Mean / Cpeanee:103.1%
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTlr@r4KAT AHAJrr43A TOTOBOIO IPOAyKTA

Name ofProduct /
Hauireuosaulre nDorrvKrrnu

MOMATRINO
MOMATPI4HO

Generic name /
HenarexrosaHHoe HallMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrlecasoga dyDoara Mogorr.rJroara cnpefi HasanrHHfi.rro3urDoB{tHHbrfi 50 rvrr<r

Active Ingredients /
,{efi crayrcuue BerlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coAepxu:r: Aeficrsyoqee BerrlecrBo: Monagragona @ypoara MoHorlrApar
51,72 rurr s nopecqere Ha Mol,rcra3oHa $ypoar 50,00 rum

Streneth /.llorrposra 50 mcg / 50 raKr Date of Mfs. / .llara noorseo.trsrBa ru202t
Dosage form /
JlerapcrneuHaa Qopua

Metered-dose nasal spray i
Cnpefi naraarnufi
goupoaanunfi

Date of Exp, / Ioaen ao 1012023

Product code / Koa [Dollyrcra SRU030007E040401DK Date ofrelease I llara BbtnycKa 07.t2.2021

Batch No. / Cepua JS 122t0655 Qty. Released / Korrqemso
BbIITYUIEHO

32,020BOTI
drnaronon

Batch size / Pasuep cepuu 34,722 BOT/ rfraronoa Mfg.License No. /
Jluuensrlg Ha flDo[3Botrcrno (rorreo) MNB/10/832

Inspection Lot No. /
Perr,rcrpauuonuufi nomeo anarure 040000359ss9 Mfg. License Date /

Jllruensnn Ea rrDor{3Bo.Egrso (aara) 30/04t2020

Package size / YnaKosrca 120 Doses / 120 aos
GMP Compliance certificateDate I
GMP ceorudurar (aara) 18106t2020

Market / Prrnor Russia / Pocczr GMP Compliance certificate No. /
GMP ceorradarar (noueo) GMP-o1556/20lIN

Reference Specification No. /
Cneuurfurauur roroBoro
npoayrra J\b

SPC-CC-063688 Reference STP No. / CfI?I.Nb STP-CC-0409,14

.Ils TESTS I IIOKA3ATEJII,I LIMITS / TPEEOBAHI,I,q OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
*35Yo from the average value.
He 6oree 2-x tre 20 aos (10 naqaarsrx Ao:
u l0 xoHe.rHhx Ao3 r,r3 l0 rfaarouon) rraoryr
r,rMeTb oTKIrOHeHrAe OT CpeAHerO 3HaqeHr{,
6olee qeu *, 25 o/o, u Hu oAHa .q,o3a He

AOJTXHa UMeTb orKrroHeHl{e or cpe.(Hero
3HaqeHr4, 6oree seM na*35 Yo.

Ecru or 3 ao 6 Ao3 r,rMeror orKlroHeHr{f,
6oree .{eM +.25 o/o, Ho MeHee {eM * JJ 0/6, 19
r,rcflhrrhrBaror cneAyroqr{e 20 QnaroHoa.
He 6onee 6 wJ 60 Ao3 Moryr uMerL
orKnoHeHrae or cpeAHero snaceHr,rf, 6ouee
qeM + 25 Vo, n Hrn oE.ia Ao3a He AOJrr(Ha
IAMeTb OTKJTOHeHUe OT CpeAHero 3HAqeHux,
6onee .Ielvr * 35 o/o.

END / Koseq:
Minimum / Mnruwryv,: l0L$o/o
Maximum / Maxcl,znuyv: 107 .2%o

Mean / Cpeguee: 104.7%

:' .t j' '

rf..(t'j i ie
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrrorrKAT AHAJrrr3A TOTOBOTO IIPOAVKTA

Name of Product /
Hanrrenonanue rf Do.trvrcrruu

MOMATRINO
MOMATPI4I{O

Generic name /
HenareHTosaHHoe HanMeHoBaHlre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsrasoHa abyDoara MoHorrupara cnpefi Haaaarssrfi aosnDomsnsfi 50 urr

Active Ingredients /
{efi crryrcruue BerrlecrBa

I dose ofthe spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cuper coAepxr,rr:.(efictsyouee BerrlecrBo: Morracra3oga (Dypoara Mouorr,L[par
51.72 Mxr s [eDecqere na Morugra3oHa tbvpoar 50.00 urr

Strensth I llorrooara 50 mce / 50 Mrr Date of Mfg. /,Ilara npoursoAcrBa tu202t
Dosage form /
JlerapcraeHuan Sopnra

Metered-dose nasal spray /
Cnpei naraarnufi
-N03'IDOBAHHETfi

Date ofExp. / foaeu ao t0/2023

Product code / Koa rDotryKTa SRU030007E040401DK Date ofrelease I llara Bbrnycra 07.12.2021

Batch No. / Cepua Jlb 12210655 Qty. Released / KoJrrqecrao
BbTNYIIIEHO

32,A0BOTI
drnaroson

Batch size / Pasmep cepur.r 34,722 BOT/ r[naxoHon
Mfg.License No. /
Jlruenrus Ha [Dou3Borsrso (Ho[reo) MNB/I0/832

Inspection Lot No. /
Perugrnauraogg glfi nouen aHAr u2q 0400003595s9 Mfg. License Date /

Jlunenlfiq Ha nDo[3Borrcrso (aara) 30t04/2020

Package size / Ynaroara 120 Doses / 120 tos
GMP Compliance certilicate Date /
GMP ceprudurar (aara) 18t06t2020

Market / PuHor Russia / Pocczr GMP Compliance certificate No. /
GMP ceorrdurar (noueo) GMP-o1556/20lrN

Reference Specification No. /
CneuuQra rauus roroBoro
nooavrra.ilb

SPC-CC-063688 Reference STP No. / CII}I ]l! sTP-CC-040944

Nb TESTS / TIOKA3ATEJII{ LIMITS / TPEEOBAHITfl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ Oguopoguocru
AO3UpOBaHUS

Not more than I value from 10
measurements can deviate from the average
value more thanr25o/o and none can deviate
by more than+ 35%o.

lf 2 to 3 values deviate more than + 25o/o but
not more than + 35o/o, test another 20 bottles.
Not more than 3^ values from 30
measurements can deviate from the average
value more than+25o/o and none can deviate
more than L 35o/o.

He 6onee I sHaqeHu, us l0 onpeaetrclawilt
MOXeT OTKrrOrUrTCf, oT cpeAHeto 3HarreHl,rf,

6oree, qeM Ha *25o/o, u Hu ollHoro, 6olee
qeu rra+ 35 o/o.

Enra IBa vJM Tpr.r 3HaqeHI/r, r4MercT

orKrroHeHlr, 6olee qeu +25 yo, Ho MeHbrrre,
qeM + 35 o/o, ro ucnblTbrBarcT cneAyrouue
20 Qnaronoa.
He 6oree rpex suaqenzfi n3 30
onpe,qeleurfi Moryr orKrroHrrbc, or
cpe.4Hero 3HaqeHr.rfl 6oflee, qeM Ha + 25 %o, u
HrI oAHoro, 6olee qeiu rra+35 o/o.

Minimum / Mut*rl 100.60/o

Maximum / Marcmvryr'a: 105.8o/o

Mean / Cpe.qnee: I 03. I o/o

zilliltr
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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa{ Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEpTrrorrKAT AHAJrrr3A TOTOBOTO IPOAyKTA

Name of Product /
HaumenosaHue nnorvrcrrqu

MOMATRINO
MOMATPI,IHO

Generic name /
HenareHrosaHHoe HruMeHoB, rue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouemsoua $ypoara MoHofl4,[pam cuDefi HasaruHufi .rro3rrDoBauHbrft 50 rrarr

Active Ingredients /
.(efi crnyrcurrae BeulecrBa

I dose ofthe spray contains: Active ingredienl Mometesone furoateMonohydrate Sl.Z2 rncgias
calculated for Mometasone Furoate 50.00 mcg
I ,qosa cnper coAepxxr: aeilctryrouee BerrlecrBo: MoNreta.soga @ypoara MoHorr,IApar
51,72 uxr a uepecuere ua MoMsra3oga dynoai. 50.00 r,arr

Strength / .llosnposrca 50 mce / 50 N{rr Date of Mfg. / Aara npoussoAcrBa tt/2021
Dosage form /
Jlerapcreennaa Qopma

Metered-dose nasal spray /
Cnpefi uaraarurrfi
rogr.rDosaHHHfi

Date ofExp. / IoAeH ao 1012023

Product code / Koa nDorryrcra sRU0300078@040lDK Date ofrelease I llara BbrnycKa 07.12.2021

Batch No. / Cepua Jfe 12210655 Qty. Released / Koauqecrno
BBtnyuleHo

32,020BOT|
6naroson

Batch size / Parnrep cepuu 34,722 BOT/ r[aarouor Mfg.License No. /
JI[ueHslrg Ha rrDorl3Bo.,rcrso (Hoiren) MNB/10/832

Inspection Lot No. /
Perugrpaquonurrft norrep anaJrr,rsa

040000359559 Mfg. License Date /
Jluuenstaq Ha nDor,r3Borrcrso (nara) 3010412020

Package size / Vnarosra 120 Doses / 120 aos GMP Compliance certificate Date /
GMP ceorr.rdrrar (aara) t810612020

Market / Purnor Russia / Poccnq GMP Compliance certificate No. /
GMP cenrudurer (so*renl GMP-01s56/20lrN

Reference Specification No. /
CnequQurcaqt{r roroBoro
npoavrra JYb

SPC-CC-063688 Reference STP No. / ClI4 }ls STP-CC-040944

.Nb TESTS /IOKA3ATEJII,I LIMITS / TPEBOBAHI4fl OBSERVATIONS / PESYJIbTATbI
15 Microbiological Purif / Mrarpo6no.norrqeciafl qusrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6qee qucro
aipo6rrrD( 6amepufi ra

ApoxoxrcBhrx r{ [.,recHeB6rx
rpu6on (cyurr,rapno)

Test for Absence of
Specilied Microorganism /
Tecr Ha cneqtlQuqecr]re
Mt{r(poopraHrI3Mbr:
P s eudom onas aeruginos a

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xemeycroftwmue
smepo6arreprur

Not more than 102 cfu per lg (ml) of the
product / He 6onee 102 KOE a I r (ul)
rperapaTa

Absence per 1g (ml) of the product /
Orcyrcmze a I r (wr) rperapara
Absence per lg (ml) of the product /
Otcyrcraue a I r (vn) rperapar:t
Absence per lg (ml) of the product /
Orcyrcrone a I r (rr,ra) rperapara

Less than l0 cfu/ml /
Meuee 10 KOE/rror

Absent / Orcyrctayer

Absent / Orcyrcrnyer

Absent / Orcyrmryer

;k
\ ffit'lt



qlenmank
A new way for a new mdd

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 FIMSHED PRODUCT
cEpTuorrKAT AHAJTTI3A TOTOBOIO tlpotryr{TA

Name of Product /
Ha[MeHosaH[e IIDo]rvKrrsE

Page E of9 / Crp. E rt !

MOMATRINO
MOMATPI,THO

Generic name /
HenarenroaagHoe BalrMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morvrsra3oua Oypoara MoHorr..rApara crrDefi nagaarnufi.rlo3trDoBagHrrfi 50 urr

Active Ingredients /
[eft creyrouue BeruecrBa

I dose ofthe spray contains: Active ingredient: Mo
calculated for Mometasone Furoate 50.00 mcg
I Aoga cnper coaepxr.{T: Aeficrsyrouee BeulecrBo: Morr{etasoua @)poara MoHondrpar
51,72 rvmr s uepqcqfle Ha MoMsra3oua 6ypoa.r 50,00 rr,rrr

Strength /.llosnoosra 50 mcg / 50 rurr Date of Mfg. /,I[ara npo[rsoasrBa rt/202t
Dosage form /
Jlerapcraexnar Qopma

Metered-dose nasal spray /
Cupefi ua.sanrHufi
AOSI,TpOBAHHUfi

Date ofExp. / Foaer ao r0/2023

Product code / Koa trDo.[yKTa SRU030007E040401DK Date ofrelease I llara BbrnycKa 07.12.2021
Batch No. / Cepua Jt(b 12210655 Qty. Released / KoJrrqectso

BbInyuIeHo
32,020BOT1
0aarogos

Batch size /!a3Mep cepnu 34,722 BOT/ gnarouon Mfg.License No. /
Jluuexlug Ha nDo[sBonsrro (norren) MNB/I0/832

Inspection Lot No. /
Perucrpautlonnglfi nomeo aHe;rrn3e

040000359559 Mfg. License Date /
Jluuencug Ha nDolr3Borrcrso (nerg) 30t04t2020

Package size / Ynarosra 120 Doses / 120 aog GMP Compliance certificate Date /
GMP ceorr.ldurcar (aara) 18t06t2020

Market / Pusor Russia / Pocczq GMP Compliance certificate No. /
GMP cenrudurcar (no*lenl GMP-o1556/20lrN

Reference Specification No. /
Cneqra$nrauflfl roroBoro
nporvrra Nb

SPC-CC-063688 Reference STP No. / CII]I JIE sTP-CC-040944

.lYs IESTSf_[OrG3ATEJrr{ |

Assay / KornqecrseHHoe oflpeAerreHne16.

a) Mometasone Furoate /
MoMsrasoHa @ypoara

From 85 yoto 115 %o ofthe labeled content /
Or 85 % ao I 15 oZ or sasBreHHoro
coAepxaHr,r.[

102.3% / t02,30/o

b) Benzalkonium chloride /
EensaffoHr,r, xJropula

From 80 o/oto 120 Yo of the labeled contenl
Or 80 % Ao 120 o/o or ga.rsreHHoro
coAepxaHr,rt

94.3o/o / 94,3yo

17. Package Size / Ynarosra

,r---6-r'i:ii\.
i,':-ti' *A
lro

(P #'-;
\, -.,

R'Qru,* 
u"u,fi'

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

lcardboard box. / llo 60 wvt l2O tos
rcyc[eH3rar.r ao SlaxoHe r,r3 rroJrr.rgrr4JreHa
srrcorofi rurorHocrr4 c .qo3LrpyoulrdM
ycrpoftmnonr u rpumeuroft Ltg
noJrragrurreHa arrcorofi rurornocru. flo I
Qnarony BMecre c rancrpyruneft tro
MeAnIII,IHCKOMy [pLIMeHeHI,Irc S naqie
rap:ouHoft.

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.
I 120 z.oz cycremr4r{ ro Qlaroue ua
IOJII.I3TI'JIEHA AHCOTOfi ruIOTHOCTI{ C

Io3l,Iproumu ycrpoftcroou u
rpurueuxofi rls [oJrugTnrena sucorofi
[JrorHocrr{. flo I r[naroHy BMecre c
zucrpyruuefi tto Me.uurluHcxoMy
[pr,rMeHeHr4ro B flaqKe ramonHoft.

18. Labelins / Maornnosrca According to ND / B coorssrcrBuu Cfi
19. Storage conditions /

Xpanenne
Protected from light, at temperature
B gaqnUennoM oT cBera Mecre rron reMrrenarvne or 15 no ?5 oC flp aar

20 Shelf-life / Cpor rorgocrlt 2years/2rota

?7)tLl\



qLenmank
A nev vay for a new wodd

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR F'IIIISHED PRODUCT
cEPTrroriIKAT AHAJrlr3A TOTOBOTO IPOAyKTA

ol'9 / Clp.9 rI3

Name of Product /
Haurrenosag[e nDolrvrcrrnu

MOMATRINO
MOMATPI4I{O

Generic name /
HenarenrosaHHoe Har.rMerloBarrrre

Momstasone Furoate Monohydrate Nasal Spray 50 mcg
Mougragoua ibvooara ruogorzaoata cnoefi naganrnnfi ro3rrDoBagurrfi 50 nrr

Active Ingredients /
.(efi croyrcune BerrlecrBa

I dose of the spray contains: Active ingredient Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpea coAepxrrr: Aefictayouee Be[IecrBo: Mougragoua @ypoara MoHon4Apar
51,72 nrrr n [epectrere Ha MoMsra3oHa fiyDoar 50.00 urr

Sheneth /.llouoosra 50 mcg / 50 Mrr Date of Mfg. /,!(ara nporssoAcrBa tll202t
Dosage form /
Jlerapcrnennaa Qoprvra

Metered-dose nasal spray /
Cnpefi nasalrnufi
.uo3t4DoBaHttErfi

Date ofExp. / Ioaen ao 1012023

Product code / Koa nDotryKTa SRU030007EM040lDK Date of release I llara BbrnvcKa 07.12.2021

Batch No. / Cepua J\ir 12210655 Qty. Released / Koruqecreo
BbIIIVUIEHO

32,020BOTI
rfi,naronon

Batch size / Parmep cepr.u.r 34,722 BOT/rfnaroHoa Mfg.License No. /
Jl[uerl[s Ha rroor{3Borrcrao (uoneo) MNB/r0/832

Inspection Lot No. /
Perucrpaquonuuft uouep analrrr3a

040000359s59 Mfg. License Date /
Jl[uenl[q Ha nDot,r3Boncfso (aara) 3010412020

Package size / Ynarosra 120 Doses / l20.qos GMP Compliance certificateDate I
GMP ceprndurar (aara) t8106/2020

Market/ Psrror Russia / Poccuc GMP Compliance certificate No. /
GMP cenrudzrar (souen) GMP-o15s6/20lrN

Reference Specification No. /
CneuuQuraqus rdrosoro
npoavrra.l[s

SPC-CC-063688 Reference STP No. / CfIU J{b sTP-CC-040944

Any deviation/IncidenUOOS : IN/I I 0 I /2 02t I 03 I B
Orrc:roHeH rql[nuuaenrsr/OOC : N/I I 0 I l2\2l / 03 I B
Declaration of certificatiort: o'I hereby certify 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 *iti, tt 

" 
Cvrp

requirements of the local Regulatory Authority and with the normative document no. Jlll-00387oa8ogl6,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."
3arglrc.reHue o coorBercrBlrr.r: HacrorrqlrM [oATBep)Kraro, rrro npeAcraBneHHarl BbI[e nnr[opruaruzr aJrrerct
gocroaepHofi t4 TOqHOfi. ,(aunar cepnx 6ula npor.BBeAeHa (rrurrovaa ynaronry/napKr4poBr(y r,r KorrrponB ravecroa) ua
yra:aunofi BhIIue [polz3BoAcrBennofi [norrIaAKe B [oJIHoM coorBercrBt4r,r c rpe6ouanzarrau Haalexaqefi
lqoueloacraemrofi flparrurn (GMP) JIoKaJIbHLrx perynf,ropr{bx opraHoB 14 rpeloBaHurru Hopra-ruofi gorcyraeHra:1tllLt
JIII-003870-280916, I4sM. J'{b I or 15.04.2019, I{srra. J\b 2 or 05.02.2020 an puuxa Poccrau. npororong rpor{3BoAcrBa,
yflar(oBKr,r u [oKanareJrr{ KaqecrBa AaHHOfi Cepuu 6unvt [poaHaJrr,r3l,rpoBaHbr I4 cAeJraHo 3aKrrroqeHrae, qro oHra
coorBercrByror rpe6oaarurna Harurexauefi llpousuo4cmemrofi flparrurz (GMp).

Atul Kumar


