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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@IKAT AHAJII,I3A TOTOBOTO IPOAyKTA

l.l3ol
Name ofProduct /
HaurueHoeaH ue n DonyKurru

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHr.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra3oua dvooara MoHor[trDara cuoefi uagaassrrfi .uosnpoBaHHufi 50 tuxr

Active Ingredients /
.!1,efi croyrouue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnpea co.(epxxr: aeficrnyrouee BeulecrBo: Molrsra3ona @ypoara MoHorI,IApar
51,72 urr B nepecqere Ha MoMsra3oHa dypoa, 50.00 r,arr

Strength /.llosupoara 50 mce / 50 ruxr Date of Mfg. /,llara nDouraoacrBa n12022

Dosage form /
Jlerapcraeuuan $opnra

Metered-dose nasal spray /
Cnpefi nasaaruufi
aoguoogaHgufi

Date of Exp. / foaeu ao t012024

Product code / I(oa npoayKTa sRU0300078040401DK Date of release I Aata BbtttycKa 08.12.2022

Batch No. / Cepun Jl! 12220744 Qty. Released / Ko.nrqecrao
BEINYUIEHO

32,160BOT/
rh-rlaronos

Batch size / Parruep cepuu 34,722 BOT/ tlrarionoa Mfg.License No. /
Jluuegsuq Ha nDou3Bolrcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perucrpauuoxnufi noueo aHaJr u3a

040000427684 Mfg. License Date /
Jluuextus Ha nDo[38o,[crso (aara) 30t04t2020

Package size / Vnarosra 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceoru6urar (aara) t8t06t2020

Market / PsrHor Russia / Pocg.u GMP Compliance certificate No. /
GMP ceorudrrar (soueo) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurauufl roroBoro
npoavrra J\I

sPC-CC-063688 Reference STP No. / CUU.I& srP-cc-040944

.Ir! TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
I Description / OuucaHue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eaoro ao noqrr,r 6eloro uBera or
nolynpospauuofi Ao Henpo3par{Hofi
KOHCI,ICTEHIII'U ryCTA' CYC[EH3I,I'.

Off white thick suspension of non-
transparent consistency. /
floqru 6eroro qBera or HerpospaqHofi
KOHCr,rcTeHUr,rU ry CTafl CyC[eH3]!r.

,, Identification / lloa.nnuuocrs
a) Mometasone Fuorate /

MoueraroHa Qypoar
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 yAepxuBaHu,
ocHoBHoro [r.rKa Ha xpoMaTorpaMMe
r.rcrrbrryeMoro pacrBopa AoJrxHo
cooTBercrBoBarb BpeMeHr,r y.aepxr,rBaHr.{,

ocHoBHoro flr,rKa Ha xpoMaTorpaMMe
cTaHAaprHoro pacTBopa

The retention time of the main peak in
the chromatogram of sample
preparation coresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpeur yAep)KHBaHAs ocHoBHoro
lr.rKa Ha xpoMarorpaMMe r.rclbrryeMoro
pacTBopa cooTBeTcTByeT BpeMeHlr

yAepxr,rBaHr.rrr ocHoBHoro [r{Ka Ha

xpoMaTorpaMMe cTaH.rlapTHoro
DATBOT'A

' ir
\. ,},
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +9 I - 179 5 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOTIKAT AHAJTII3A f OTOBOI O TIPOAyKTA

Zu3of

Name of Product /
HaHMenosaHue n DolrvKulnl

MOMATRINO
MOMAT PI4HO

Generic name /
HenerenrosaHHoe HeuMeHoBeHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouera:ona dvooara MoHon[rrDara cnoefi Hagaarsslfi aoglrDosaHHufi 50 rr,rrr

Active Ingredients /
flefi croyroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .{osa cnpea co.uepxlrr: Aeficreyrouee BellecrBo: Morasra3oHa @ypoata MoHorlrrpar
51.72 ur<r B neDecr.rere Ha Moraera3oga 6vpoar: 50.00 rrarr

Streneth /,llocuponra 50 mce / 50 ruxr Date of Mfe. /.llara npoucsoacrBa tu2022

Dosage form /
Jlerapcraennar Sopnra

Metered-dose nasal spray /
Cnpefi uaraaunsrfi
aognDosauHrrfi

Date of Exp. / foaeu Ao 1012024

Product code / Koa flpoayrcra sRU030007E04040 I DK Date of releas e I Ilata BbrnycKa 08.t2.2022

Batch No. / Cepnn J\! t2220744 Qty. Released / Korrqecrso
BbINYUICHO

32,t60BOTI
draxoHos

Batch size / Paruep cepuu 34,722 BOT/ ipnaxonor
Mfg.License No. /
Jluuestun Ha nDorr3Boacrso (HoMep) MNB/10/832

Inspection Lot No. /
Perncrpauroxsufi xomeo aHaJIr{3a

040000427684 Mfg. License Date /
Jluuesgus Ha [Dorr3Bo.[crao (aara) 30/0412020

Package size / Ynarosra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceprn0urar (aara) t8t06/2020

Market / Purxor Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorxdnrar (xomep) GMP-O1556/20lIN

Reference Specilication No, /
Cneur.rQu ra urlr roroBoro
nnoavrra J\t

sPC-CC-063688 Reference STP No. / CII,I J{! srP-cc-040944

.Itb TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAHI,I.I OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Eeura.nroHllfl xJropuA
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,rclbrTyeMoro pacTBopa
.AOJrxHbr o6uapyxunarrca nl/,Kvt, IIo
aflertlenarr,r yAepxr{BaHr.rfl coorBercrByrouue
n{xarta roMoJroroB 6ensanroHlrs )uopr,rAa

Elz u Ao Ha xpoMarorpaMMe craHAaprHoro

$dcraopa..) 
,,

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 xpotrlatorpaMMe
r,rcflbrTyeMoro pacTBopa

o6napyxnrarorcfl rrvKkt, IIo BpeMeHaM

y4epxvBaHLra coorBercrB)flouue
TII,IKAM IOMOJIOTOB 6EHSAITOHI,I,

xJIopI,IAa Cn u Cv Ha xpoMarorpaMMe
CTAH]IADTHOTO PACTBODA.

3. oH From 4.3 to 4.9 I Or 4.3 ao 4.9 4.72 / 4,72
4- Density / Ilroruocrr From 0.950 to 1.050 glcmr /

Or 0.950 ao 1.050 r/cu3
I .01 g/cm3 / I ,01 r/crra3

5. Viscositv / Bqsxocrr From 30 to 130 cPs / Or 30 ao 130 cfls 5 I .6 cPs / 5 1,6 cfls
6. Osmolality /

OcMo.[qruHocrs
From 250 to 350 mOsm/Kg
Or 250 .uo 350 iraOcna/xr

292mOsm/Kg
292uOculxr

1 Leakage check /
Ilpoaeprca Q.narcoua Ha

TEDMETHqHOCTb

Absence of any traces of leaks / Orcyrcrnue
cJreAoB [poTeqKr4

No traces of leaks / Crctrl nporeqKl,I
orcyTcrBytoT

8. Net content / Macca
cotreDxrrMoro dnaKoHa

Not less than I 8.0 g / He rueuee 18,0 r 18,2g/18,2r

Prepared By / lloaroronu.n Chcehed Bv / Ilpoeepun Annrorrcd Bv / Oao6nu.n

Signature / [IoanHcc (fr: M
Date / flara -Jq//c /tt-- oqh\4^ro-{ D llpllnr>
Name/ OIIO Atul Kumar Akshit Bhardwaj Ajay I(um{r Garg

Designation /
[o-nrxnocrx Officer-QA Sr. Officer-QA Asst. Manager - QA

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@UKAT AHAJITBA TOTOBOTO IPOAyKTA

oI9 I rl3

Name of Product /
HalrrueHosaxue n DotrYKuuu

MOMATRINO
MOMAT PHHO

Generic name / ,

HenaregroaaHHoe HauMeHoBaHt,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerasoHa dypoaT a MoHorupara cnpefi uaga.nssufi .uo3upoBaHHsrfi 50 urr

Active Ingredients /
fleftcreyrcuue BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,uora cnpea co.qepxur: aeficrBylouee BeurecrBo: MoMcra3oHa @ypoara MoHorrulpar
51.72 uxr B nepecqere Ha Morr.rgra:osa tbypoar 50,00 urr

Strength /,llorupoera 50 mce / 50 ruxr Date of Mfg. /.llara nporcsoAcrBa tU2022

Dosage form /
Jlerapcraenxar Qoprua

Metered-dose nasal spray /
CnpeE HasaarHrrfi
nnqunonnsprrfi

Date of Exp. / IoAex ao t0t2024

Product code / Koa nDoayKTa sRUo300078040401DK Date of release I llara BbtnYcrca 08.12.2022

Batch No. / Cepua J\! t2220744 Qty. Released / Korrqecrso
BblnVIUeHO

32,t60BOT/
dllaronon

Batch size / Parnrep cepun 34,722 BOT/ r[naronor Mfg.License No. /
JInueHruq Ha rlDou3Boacrso (Homep)

MNB/t0/832

Inspection Lot No. /
Perucroauuoxtt gtil Houen aHaJru3a

040000427684 Mfg. License Date /
Jluuensus Ha npou3BoAcrso (aara) 30/04/2020

Package size / Ynaroaxa 120 Doses I 120 tos GMP Compliance certificate Date /
GMP ceorudurcar (aara) t8t06/2020

Market / Prlsor Russia / Poccur GMP Compliance certificate No. /
GMP ceprudurar (Honrep)

GMP-ol556i20irN

Reference Specification No. /
CneuxQuxautlr roroBoro
npoayrra.llb

sPC-CC-063688 Reference STP No. / Cm,I .l& srP-cc-040944

.trlb TESTS / NOKA3ATEJII,I LIMITS / TPEEOBAHI{.fl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.[IIqecrso
AO3

Not less than 120 do'ses / He ueHee 120 noz 144 doses I 144 tos

r0. Pump delivery /
Macca aosur

Individual dose mass: from 85% to ll5%o
of the theoretical dose mass /
llngnauqyarbHaq Macca aosu: or 85 %o

Ao I 1 5 o/o or reoperuuecKofi Maccbr Ao3br;

Average mass of the dose: from 90o/oto
I l0% of the theoretical mass of the dose /
CpeaHra Macca Ao3br: or 90 o/o \o 110 yo

or reopeurqecrofi uaccrr Aogrr

Minimum / MuHr,ruyu: 93.2%
Maximum / Maxcuivryu: l09.2Yo
Average / Cpe4nee: 105.7%

11. Particle size /
Parmep qacrr.ru

Particles < 10pm in size: Not less than90%o
tlacruu pa3MepoM < 10 rrrrcu - He MeHee

90 o/o;

Particles < 30pm in size: 100%
Yacruu pa3MepoM <30 mrcna -100%
Particles > 30pm in size: Should be absent
rlacruu pa3MepoM > 30 urcu - AoJrxHbr
oTcyTcTBoBaTb

100.0% 1t00,0%o

t00.0o/o/tOO,OYo K;'U
JSU}

q,

C}
Absent / Orcyrcrqlnor

ffi,.*
,:ra::q

cllu/2.,



glenmank
A no, wav tbr a new vorld

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,TOIIKAT AHAJI]I3A f OTOBOI O TIPOIyKTA

4ol9 I 4uc
Name of Product /
HauMeHosaHrle nDotrYKuuu

MOMAT RTNO
MOMAT PI,IHO

Generic name /
HenarexroeaHHoe HaHMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{era3oHa dypoara MoHorr.r.[Dara cnpefi HasanrHHfi .[ogupoaauHufi 50 ruxr

Active Ingredients /
!efi creyroutr.re BeuIecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper coaepxur: aeficrsyrouee BerrrecrBo: Mot{grasona (Dypoara MoHoil{apar
51,72 urc B nepecqere Ha MoMera3oHa $ypoar 50,00 uxr

Streneth /,ll.osn ooera 50 mce / 50 Mxr Date of Mfg. /.Ilara npousroacrBa tt/2022

Dosage form /
Jlerapcrnenuan Qoprua

Metered-dose nasal spray /
Cnpefi Hararuurrft
rorHoosaHHHfi

Date of Exp. / foaeH ao t0/2024

Product code / Koa npo,lryKra sRU030007E040401DK Date of release I nara BbrnycKa 08.12.2022

Batch No. / Cepun J\! 12220744 Qty. Released / Ko.nuqecreo
BLINVlIIEHO

32,160BOT1
ihraxoHos

Batch size / Parnrep cepuu 34,722 BOT/ rfraronor Mfg.License No. /
Jluuexruq Ha nDou3Borcrso (xoMep) MNB/r0/832

lnspection Lot No. /
PerucrDaunouxurfi uomep aHaJr u3a

040000427684 Mfg. License Date /
JIuueHlrs Ha nDotl3Boacrso (aara) 30t04t2020

Package size / Ynarosrca 120 Doses / 120 toz
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06/2020

Market / Psrnor Russia / Poccnc GMP Compliance certificate No. /
GMP cepru0urar (uomep) GMP-O1556/20lIN

Reference Specification No. /
CneuuQurauuq roroBoro
npoavrra J&

sPC-CC-063688 Reference STP No. / C[lI J\t sTP-CC-040944

.tr& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHII' OBSERVATIONS / PE3YJIbTATbI
12. Related Substances / llocropounre rpr,rMecrr

lmpurity 8DM /
llpr.uraecra 8DM

Not more than 0.15 % I He 6onee 0,15 oZ Not detected/ He o6napyxeno

Impurity DMC /
flputrrecu DMC

Impurity D /
flpuuecu D

Any individual unspecified
impurity / EAunuqHofi
HeuAenruouuI.IpoBaHHoI
np14MecH

Total impurity /
Cyrrartaa npurvrecel

Not more than 0. l5 o/o / He 6onee 0, l5 7o

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

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

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

0.03%10,03Yo .,,,)
,/ )'

O.O2Yr/O,O2% '')
t^
i ,, \--"

'l Q,l"r*-
O.l3% lO,l3Yo trJ"4.", 

-,,$(\'''arin ?c1'?

Not detected/ He o6napyxeno

13. Spray content uniformity
(Uniformity of delivery
dose) / OAHopoAuocru
eurcso6oxaaeruofi aogur

Not more than? of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than + 25o/o from the average value and
not any dose can deviate more than + 35o/o

from the average value.
If 3 to 6 doses deviate more than + 25ohbut
not more than * 35%o, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than t25 Yo from the average value.

Beg / Hava.no:
Minimum / Munnuyu: 98.5%
Maximum / Maxcnuyu :102.3%o

Mean / Cpeaaee:100.0%

Name / <DI{O Atul Kumar



gLenmank
A no, wav for a neu world

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +9 I - I 79 5 249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTpIOITKAT AHAJII,I3A TOTOBOIO IPOAyKTA

':ri: lc?l)

H3

Name ofProduct /
HauMeHoeaxue rl Do]rvKr-unr

MOMAT RINO
MOMATPHHO

Generic name /
HenarenronaHHoe Hal,rMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol.rgrasoHa 0ypoara MoHorr,r.qpara cnpefi ualamHrrfi aognposaHsrtil 50 uxr

Active Ingredients /
lefi crsyrcutr.re BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aoga cnpes coaepxr.rr: .(eficreyrcqee Be[lecrBo: Morr{sra3oHa @ypoata rr,ronorupar
51.72 rtlrr B nepecqere Ha Morr{cra3oHa dvpoar 50.00 rtrrr

Strensth / nosunoera 50 mcg / 50 Mrr Date of Mfs. /]lara noortsaolrcrBa tt/2022

Dosage form /
JlerapcroexHaa Qopua

Metered-dose nasal spray /
Cnpefi nasa.nrurrft
aoguoosaHHrrfi

Date of Exp. / foaeu ao 1012024

Product code / Koa npo,{lvKra sRUo30007E040401DK Date of releas e I llara BbrrycKa 08.12.2022

Batch No. / Cepna J\b t2220744 Qty. Released / Koruqecrso
BHnVUteHO

32,t60BOT|
rfinarnsnn

Batch size / Parruep cepnu 34,722 BOT/ (rnarouon Mfg.License No. /
JInueHrus Ha nporr3Boacrno (uomep) MNB/10/832

Inspection Lot No. /
Perucrpauuouuslfi HorueD aHarrr3a

040000427684 Mfg. License Date /
Jluuerlus Ha rrDo[3Bollcrso (aara) 30/04/2020

Package size / Ynaxosra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP cenrudurcar (aara) l8/06/2020

Market / Punor Russia / Poccur GMP Compliance certificate No. /
GMP ceprxdurar (xonrep) GMP-o1556/20/tN

Reference Specification No. /
CneuuQurauu, roroBoro
nooavrra .llE

sPC-CC-063688 Reference STP No. / CIIU.]& STP-CC-040944

"r\b TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4q OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35o/o from the average value.
He 6oree 2-x ws 20.uo3 (10 Har{aJrbHbrx Ao3
r.r l0 r<oHe.rabrx Ao3 r.rs l0 QlaxouoB) Moryr
r.rMeTb oTKJlOHeHr,re OT CpeAHerO 3HaqeH[f,
6olee qeru + 25 Yo, r,r Hr4 oAHa Ao3a He

AOJIXHa r,rMeTb OTKnOHeHr.re oT cpelHero
3HaqeHr,r, 6oree qel,r Ha* 35 o/o.

Ecru or 3 ao 6 Ao3 lrMeror orrsroHeHu,
6olee qelr +25 oh, Ho MeHee uena + 35 oZ, ro
ucflbrrbrBaror cJreAyrouue 20 SaaroHoa.
He 6olee 6 ut 60 Ao3 Moryr lrMerb
oTrcroHeHr4e oT cpeAHero 3HaqeHr,rfl 6oJlee
qeM * 25 %o, u HII oAHa AO3a He AOJIXHa
uMeTb oTKJIOHeHT,Ie OT CpeAHerO 3HaqeHrur
6olee qeu *35Vo.

END / Koueu:
Minimum / Munuuyn: 97.7%
Maximum / Maxcuruy'l: 101.5%o

Mean / CpeAnee: 100.0%

.],

o
I
I

i

.o)

, rb)

Atul Kumar

Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI@IIKAT AHAJIII3A TOTOBOTO IPOAyKTA

6 of9 / CTp. 6 t|3

Name of Product /
Hauruenoean ue n Dotrvxlluu

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Hat.lMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrreragoua dvooara MoHorurDara cnoefi Hagaruurtfi aosLIDoBaHHufi 50 rr.rrr

Active Ingredients /
.(eft creyrourue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgw
calculated for Mometasone Furoate 50.00 mcg
I 4ora cnper coAepxr.rr: .uefisrsyloqee BeurecrBo: Motusra3oHa @ypoara MoHorl{.tlpar
51.72 urc B nepecqere Ha MoNretasoHa Oypoar 50.00 urr

Strength /,Iloruponra 50 mcs / 50 Nrrr Date of Mfe. /,llara npoucsoAcrBa n12022

Dosage form /
JlerapcraeHnan Qopma

Metered-dose nasal spray /
Cnpefi nasalrnrrfi
.[oguDosaHHrrfi

Date of Exp. / Ioaes ao 10t2024

Product code / Koa rpoAyKra sRU0300078040401DK Date ofrelease I Lara Bbtnycra 08.12.2022

Batch No. / Cepun Jlb 12220744 Qty. Released / Koltrqecrso
BbtnYlueHo

32,t60BOT1
6raxoHos

Batch size / Pasmep cepuu 34,722 BOT/ Qnaxonon
Mfg.License No. /
Jluuexlus Ha rrDolr3Bo.rrcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perncroaquossufi uomeD aHa.rr rr3a

040000427684 Mfg. License Date /
Jluuexr[q Ha n Dolr3Bolrcrgo (aara) 30t04/2020

Package size / Ynarcosrca 120 Doses / 120 tos
GMP Compliance certificateDate I
GMP ceorudurar (aara) t8/06t2020

Market / PurHor Russia / Poccnr GMP Compliance certificate No. /
GMP ceorudurar (xomep) GMP-o1556/20ltN

Reference Specilication No. /
CneuuQuxaut,lq roroBoro
nooavrra.Ilb

sPC-CC-063688 Reference STP No. / CIII4.lt& STP-CC-040944

J,{b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OAsopoAnocru
a03r.rpoBaHrrfl

Not more than I value from l0
measurements can deviate from the average
value more than * 25Yo and none can deviate
by more than+ 35Yo.
lf 2 to 3 values deviate more than + 25o but
not more than + 35oh, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25Yo and none can deviate
more than + 35Yo.

He 6onee I snaqeHr.r, ns l0 oupeAeleHufi
MOXeT OTKJTOHTTCS OT CpeAHerO 3HaqeHI,IrI

6onee, qeM Ha +25yo, r,r Hra oAHoro, 6olee
qeM Ha + 35 Yo.

Elu ABa \rv rpr.r 3HaqeHI,r, r,rMeror

oTIUIoHeHr,rrr 6olee qena + 25 yo, Ho MeHblIe,
.reM + 35 Yo, ro ucrrbrrbrBalor cJreAyroulne
20 Qnaxouos.
He 6oree rpex lHa,{eHr,rfi vt3 30
onpeAeleuuft Moryr orKJroHrrbc, or
cpeAHero 3HaqeHr.r, 6oree, qeM Ha t25 o/o, n
HI4 oAHoro, 6oree qeN.r sa + 35 oh.

Minimum lMunuug&j%
Maximum / Maxcrruyu: 102.3%
Mean / Cpeanee:100.0%

' .;l\,
(r,\

ffir"^';t
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Glen mark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII,I3A TOTOBOIO IPOA)rKTA
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Name of Product /
HauMexoeaxlle trDoayKullll

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HaHMeHoBaHlte

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mousraloua dypoara MoHoru.upara cnDefi sagalrsrtil .(oenposaHurtfi 50 rrrxr

Active Ingredients /
{eft creyrourue BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg x
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes coaepxlrr: 4eficrnyrouee Be[tecrBo: Mott{gra3oHa @ypoara MoHornilpar
51.72 urrr B nepecqere Ha MoMsra3oHa 6yDoar 50.00 rurr

Streneth /.llosrposra 50 mcg / 50 ruxr Date of Mfs. /.llara npousroAcrBa n12022

Dosage form /
JlerapcroexHan Qopnra

Metered-dose nasal spray /
Cnpefi nararsusrfi
rogHpoeauurlft

Date of Exp. / foAex Ao t0/2024

Product code / Koa npoayKra sRU030007E040401DK Date of release I llara Bbtnycra 08.12.2022

Batch No. / Cepua Nr 12220',744 Qty. Released / Koruqecrso
RI'lNV[IEHO

32,t60BOT1
6raroHog

Batch size / Parruep cepuu 34,722 BOT/ gnaronor Mfg.License No. /
Jlrueslus Ha nDon3Bolcrso (somep) MNB/r0/832

Inspection Lot No. /
PerucrpauuosHurfi Horueo aHaJru3a

040000427684 Mfg. License Date /
JIuueHrug Ha nDo[3Bo,lrcrso (aara) 30/04/2020

Package size / Ynaxoera 120 Doses I 120 zls GMP Compliance certificate Date /
GMP ceorudurar (aara) tgt06/2020

Market / PslHor Russia / Poccru GMP Compliance certificate No. /
GMP ceprudurar (romep) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurauus roroBoro
nnoavrra Jlb

sPC-CC-063688 Reference STP No. / C[lt.ll] sTP-CC-040944

.t\b TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
l5 Microbiological Purity / Murcpo6uoJrorrqecKafl qucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6qee quclo
a3po6Hbrx 6axrepufi u

ApoxxeBblx I,t [UlecHeBbrx

rpu6oe (cyrrauapno)

Test for Absence of
Specifi ed Microorganism /
Tecr Ha cneuuQ[qecrcfle
Mril(poopraHu3Mbr:
Ps eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
XenueycrofiquBbre
srnepo6arcrepuu

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

rpenapara

Absence per lg (ml) of the product /
Orcyrcraue o I r (un) npenapara

Absence per lg (ml) of the product /
Orcyrcreue n I r (rran) rpempara

Absence per 1g (ml) of the product /
Orcyrcreue e I r(run) rperapara

Less than l0 cfrr/ml /
MeHee l0 KOEiun

:l\

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

t 7/tt--l tz-
Name / OIIO Akshit Bhardwaj
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Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF'ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI{KAT AHAJI}I3A TOTOBOIO IIPO.UYKTA

8of
Name of Product /
Ha u rvreH oaax ue n DorvKurrlr

MOMATRINO
MOMAT PI4HO

Generic name /
HenatestonaHHoe HauMeHoBaHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.rsragosa &ypoara MoHorrutpara cnpefi uagaruHrrfi aoguposaHHrtft 50 rvrrr

Active Ingredients /
.(efi crnyroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l .72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I .4ora cnper coAepxr4T: aeilcrsyrcuee BeruecrBo: Mort4cra3oHa Oypoara MoHorlt(par
51.72 rtrrr B neDecqere Ha Mol,tera3oHa dypoar 50.00 rurr

Streneth /.[oruoorra 50 mce / 50 r'axr Date of Mfg. / Aara npousaoacrBa 1U2022

Dosage form /
Jlerapcrneuxan Qopua

Metered-dose nasal spray /
Cnpeft uaranrHsrfi
-noguoogauuuil

Date of Exp. / foAeu Ao r0t2024

Product code / Xoa npoavKra sRU0300078040401DK Date ofrelease I Lara BbInycKa 08.t2.2022

Batch No. / Cepnn Jlb t2220744 Qty. Released / Koauqecrao
BbtnvIlIeHo

32,t60BOT1
dlnnronon

Batch size / Pasuep cepuu 34,722 BOT/ rlaarouoe Mfg.License No. /
JIuueHc[s Ha ]rporr3Boacrno (soruep)

MNB/t0/832

Inspection Lot No. /
Perncroauuosuuil xomeo aHafl n3a

040000427684 Mfg. License Date /
Jlt,tueHsus Ha nDo[3Boacrno (aara) 30t0412020

Package size / Ynaronra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceprudurcar (aara) t8t06t2020

Market / Purxox Russia / Poccl.rs
GMP Compliance certificate No. /
GMP cepru6urar (nonep) GMP-o1556/20lIN

Reference Specification No. /
CneuuQurauue roroBoro
npoayKra Jl!

sPC-CC-063688 Reference STP No. / CIIII JC sTP-CC-040944

TESTS / TIOKA3ATEJIU LIMITS / TPEEOBAHI,Ifl OBSERVATIONS/
Assay / Ko.[llqecrseHHoe onpeaeneHue

a) Mometasone Furoate /
Mouera.goua Qypoara

From 85 o/o to ll5 %o of the labeled content /
Or 85 % .uo 1 15 oZ or :arsreHHoro

105.4o/o / 105,4o/o /r-:,

b) Benzalkonium chloride /
Ees:arrouur xroprr.4a

From 80 ohto l20Yo ofthe labeled content /
Or 80 % \o 120 oZ or sarsreHHoro

92.2% 192,20/0

Package Size / Ynarosra 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 r.rara 120 aos
cycneH3r4l.r no Qlaxoue r.r3 rroJu.rgTr.ureHa

sHcorcofi flJrorHocrr,r c Ao3r,rpyrcqrrM
ycrpoficrrou u npuueurofi A3

noJlx3Tr,ureHa BbrcoKofi nlorgocru. flo I
Sraxony BMecre c uucrpyruuefi rto
Mea[uraHcr(oMy npuMeHeHr4]o B naqKe

120 doses of suspension per
made from high-density polyethyl6ne
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 tos cycreH3r,rr Bo QraKoHe H3

[oJrpr3Tr.r;reHa aucoxofi IrJIorHocrI,I c

Ao3r,rpyroulr,rM ycrpoficrBoM A

Kpbllxer{Kofi r,t3 [oJIrrgTI,tJIeHa BblcoKof
rJrorHocur. flo I QnaroHy BMecre c
r,rHcrpyKur,reft rro Me.ryrurrHcKoMy

I,iMEHEHI{IO B NAqKE KAPTOHHOil.

to ND / B coorsercrguu c

Protected from light, at temperature from l5 oCto25 oC. Do not freeze. /
B sauuuegHoM or cBera Mecre rrpll TeMneparype or l5 ao 25 "C.He 3€IMopaxnBarb.

Shelf-life / Cpor ro.(Hocru
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Phone: +91-1795249300 Fax:+91-1795249310 email: slenmark@bom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTlro[KAT AHAJIU3A TOTOBOTO IPOAyKTA

Any deviation/Incident/OOS: Not applicable
OrMoHeHlq/lIHuuAeuru/OOC: He [pHMeHuMo

Declaration ofcertification: "I hereby certifo that the above information is authentic and accurate. This batch ofproduct has

been manufactured, including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3atcrrrc.{eHrle o coorBercrBrrr.r: Hacroflurr4M noATBepxAarc, qro rrpeAcraBileHHafl BbI[Ie nnQopruauur flBilaercfl
Aocronepuoft t,t r:o.{Hofi. flanuat ceput 6awa [por,r3BeAeHa (nxlrcvaa ynaxonxy/rrrapKr,rpoBKy LI KoHTponb xavecrra) Ha

yrasauuofi Bbrrrre [pou3BoAcrBeusofi flJrorrlaAr(e B rroJrHoM coorBercrBlrn c rpe6orauuruu HaAlexaulefi
flponaao4crneunofi flpaxruxu (GMP) JroKuurbHbrx peryJr{ropHbrx opraHoB u rpe6oaauuf,Mr{ HopMarllnHofi 4oxyueHTaul,Itl
JIII-003870-221221 llrt pbrHxa Poccuu. flpororolu rpor,r3BoAcrBa, yflaKoBxr.r x rorasareJrr{ KaqecrBa AaHHofi cepnu 6ruIu
[poaHzrJrr,r3r,rpoBaHbr r,t caeJraHo 3aKr]oqeHue, qro oHr.t coorBercrByror rpe6onaaurM HaArexaruefi flponenoAcrBeHHoft
Ilpaxrnxu (GMP).
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Name of Product /
flanDrenosaH ue n Do-trvKuHH

MOMAT RINO
MOMAT PI4HO

Generic name /
Henare Hro gaHHoe H auMeHoBaHr.te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monacra3oHa 0ypoara MoHorfirpara cnpefi sagalruufi ros[pogaHHrrfi 50 uxr

Active Ingredients /
[efi crayrcutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .uo:a cnpes co.qepxrr: Aefic'rsyrcuee BetrlecrBo: Motvtgra3oHa @ypoata MoHon Apar
51.72 ur<r B nepecqere ua MoMsrasoHa dypoar 50,00 rrlrn

Strength /.llorraDosra 50 mcs / 50 ruxr Date of Mfg. /.llara nporrsoacrBa 1U2022

Dosage form /
Jlerapcrneuran Qopma

Metered-dose nasal spray /
Cnpefi Hasaasuurfi

,[ogl{poeaHHrrfi
Date of Exp. / IoAen Ao t0/2024

Product code / Koa nDoryKTa sRU0300078040401DK Date ofrelease I [ara BbrnycKa 08.r2.2022

Batch No. / Cepun J\! 12220744 Qty. Released / Ko.nuqecrso
BbtnvureHo

32,t60BOT1
6raroHos

Batch size / Paoruep cepun 34,722 BOT/ <fnarouoa
Mfg.License No. /
Jluuemus Ha rrDou3BoAcreo (HoMep)

MNB/10/832

Inspection Lot No. /
Perucroauuoxnsrfi nomeo aHaJr u3a

040000427684
Mfg. License Date /
Jluueulus Ha npo[3Boncreo (aara) 30t04t2020

Package size / Ynaxoera 120 Doses / 120 l.os
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06/2020

Market / Psrxox Russia / Poccuq
GMP Compliance certificate No. /
GMP cenrudurar (Homep) GMP-0r556/20lIN

Reference Specification No. /
CneuuQr.r rauuq roroBoro
npoayrra Ns

sPC-CC-063688 Reference STP No. / Cm,I J\t srP-cc-040944

Asst. Manager - QA


