
ql,enmank
A,no, uy for a ncw rvorld

i)

'' Glenmark pharmacduticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Prad6sh 1732a5,].lrrdia
Phone : +9 l - 17 9 5 249300 Fax: +9 l - I 79 5 2493 I 0 emai l: g.lenmart<@UomZ.vsrm

CERTIFICATE OF ANALYSIS.FOR FINISHED PRODUCT
CEPTI,TOI,IKAT AHAJIII3A TOTOBOI O tIpOAyKTA

Name of Product /
Haunaetloganae nnolrvrcnuu

MOMATRINO
MOMATPI4HO

Generic name /
HenareHtosaHHoe HauMeHoBa Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrgragoua Qypoara MoHorltrpa.ra cnpetr sagalsHufi Ao3r4poBaHHbrfi 50 urcr

Active Ingredients /
!,efi creyrourue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate tvtonohydiate 51.22 rncgrs
calculated for Mometasone Furoate 50.00 mcg
I gosa cnper co.qepxrrr: reficrnyrouee Be[IecrBo: MoiasrasoHa @ypoara uouorr4Apar
51,72 rurr ! nepecqere na Mor"rera3oHa $ypoa.r 50,00 prrr

Strength /,Ilosuposra 50 mcs / 50 Mrc Date of Mfg. / Aara npourso.qcrBa l0/2021
Dosage form /
JlerapcreeHuaa Qopma

Metered-dose nasal spray /
Cnpeil nasalrnufi
.[ost4poBaHHHfi

Date ofExp. / FoaeH ao 0912023

Product code / Koa npo,rryKTa sRU030007547040lDK Date of releas e I Lara BrrrrycKa 13.11.2021

Batch No. i Cepua.N! 12210640 Qty. Released / Konraqecrso
BbrIIylI|eHo

32,3208OT/
6,raronon

Batch size / Parrvrep cepr.lr,r 34,722 BOT/ Q,raronoa
Mfg.License No. /
Jluuearrg Ha rrDot 3Bo/rcrno (nonren) MNB/10/832

Inspection Lot No. /
Perucrpautloxu slfi romeo aHaJr ta3a

0400003s74s3 Mfg. License Date /
JluuesluR Ha nDorr3Botrcrso (nara) 30/04/2020

Package size / YnarosKa 120 Doses/ 120 tot GMP Compliance certificate Date /
GMP ceprudrrcar (aara) l8/06/2020

Market / Puluor Russia / Poccr,u GMP Compliance certificate No. /
GMP ceprudurar (soueo) GMP-o1556/20lIN

Reference Specification No. /
CneuuQr.r rcauufl roroBoro
ttponvKra Jlb

sPC-CC-040424 Reference STP No. / CIIkl .l\l} STP-CC-030230

.t\tb TESTS /NOKA3ATEJII{ LIMITS /TPEEOBAHI{g OBSERVATIONS / PE3YJIbTATET
Description lOnucasue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eloro Ao nor{Tl4 6eloro uBera oT
norrynpospauuofi Ao Herpo3paqHoft
KOHCrrCTeHur,tu ry crafl cycIIeH3r,lr.

Off white thick suspension of non-
transparent consistency. /
Ilo.rru 6eaoro rrBera or Helpo3paqHoft
KOHCr4CTeHrIr4 U ry Crafl cyc fleH3fifl .

2. Identifi cation / Iloa.nnnnocru
a) Mometasone Fuorate /

MoMerasoHa 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. / Bperrar yaepxr,rBaHr,t,
ocHoBHofo trvKa Ha xpoMaTorpaMMe
racnbrTyeMoro pacTBopa AoJrxHo
cooTBercrBoBaTb BpeMeHu yAepxr4BaHr4f,
ocHoBHOrO rrrKa Ha xpoMaTorpaMMe
cTaH.4aprHoro pacTBopa

The retention 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 preparation.
/ Bpeua yilep)KaBaHufl ocHoBHoro
\wKa Ha xpoMaTofpaMMe LrclbrTyeMoro
pacTBopa cooTBeTcrByer BpeMeHr4
yIeplKuBa}lw, ocHoBHofo ilr4Ka Ha
xpoMarorpaMMe _ ClaH,4aprHoro
parBopa ,--;.;;) ".,
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Name of Product /
HalrmeHosaxue nDorvKuIatl

MOMATRINO
MOMAT PHHO

Generic name /
HenarenroraHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Movgralosa tbvooaT a MoHorurnDara cnDefi HasansuHfi aoguposaHHrrfi 50 um

Active Ingredients /
,I[efi crayrc ruae Be rrlecrBa

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 co.{epxr,rr: Aefimnyouee BeugcrBo: MoMcra3oHa @ypoara MoHonulpar
5 1,72 rrrrr B nepecqere Ha MoMflasoua tbypoa'r 50,00 r"rrr

Strensth / nos[oosra 50 mce / 50 Mrr Date of Mfg. / Aara npouuoAcrBa 10/2021

Dosage form /
JlerapcrneHHan Qoprvra

Metered-dose nasal spray /
Cnpefi Ha.sa,rruufi
nogunonannxrfi

Date of Exp. / Foaen ao 09/2023

Product code / Koa nporyKTa sRU030007547040 1 DK Date ofrelease I llara BbrnycKa 13.11.2021

Batch No. / Cepua J\!r 12210640 Qty. Released / Ko.nrqecrso
BbtnyueHo

32,3208OT/
draroHos

Batch size / Parruep cepur,r 34,722 BOT/ gnarouor Mfg.License No. I
JItaueHsuq Ha nDolr3Bo-trsrso (HoMen) MNB/10/832

Inspection Lot No. /
Perncrpauuonrslfi nonep aHaJt rlsa

0400003574s3 Mfg. License Date /
Jluuexsuq Ha [Dorl3BoJrcrso (rara) 30/04/2020

Package size / Vnarosra 120 Doses I 120 z.os
GMP Compliance certificate Date /
GMP ceprudnnar (aara) t8/06t2020

Market / Punorc Russia / Poccas
GMP Compliance certificate No. /
GMP ceorudurar (uomeo) GMP-o1556/20lrN

Reference Specification No. /
Cneuu0urauufl roroBoro
nnoavrra Jt{!

sPC-CC-040424 Reference STP No. / ClI4 n& srP-cc-030230

.ir! TESTS /TIOKA3ATEJII,I LIMITS / TPEEOBAHI{fl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

f

6)

6' X^* \

kon'**. r-:9
Co u Crq Ha xpoMarolpaMMe cTaHAapTHOlo
pacrBopa.

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cra in the

togram of the standard solution. / Ha
Me lrcflbrryeMoro pacTBopa

xHbr o6uapyxrcarucr r,nKu, [o
HaM yIepxr4BaHr4, cooTBeTcTByrcrrlr4e

I4I(aM roMoJroroa 6esga.nKoHxrl x;ropnAa

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Crz
and Cra in the chromatogram of the
standard solution. / Ha xpourarorpaMMe
r4c[brTyeMoro pacTBopa

o6napyxuaarorcfl lt4tt4, no BpeMeHaM

y.qepxr4BaHr,r, cooTBercTB)[our4e
nr,IKaM roMoJlorloB 6eHgarronug
xJroprzAa cD u crq Ha xpoMaTor-paMMe
craHrlaprHoro pacTBopa.

3. PH From 4.3 to 4.9 I Or 4,3 to 4,9 4.667 /4,667
4. Density / llrorHocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/crra3

0.99 glcm3 /0,99 rlcui'

5. Viscositv / Bq:rosrr From 30 to 130 cPs / Or 30 ao 130 cIIg 55.8 cPs /55,8 cIIr
6. Osmolality /

OcDro.tIqflrHogrs
From 250 to 350 mOsm/l(g
Or250lo 350 urOcu/xr

302 mOsm/Kg
302 uOcu/rr

1 Leakage check /
llpoaepxa Q.naroxa ua
I-EDMETUqHOCTL

Absence ofany traces ofleaks / Orcyrcraze
CJIeAOB [pOTgr{KU

No traces of leaks / Cte1rr nporerrKr4
oTcyTcTByror

8. Net content / Nlacca
coneDxltMoro draKoHa

Not less than 18.0 g / He uenee 18,0 r 18.2g118,2r

Preoared Bv / lloaroronun Checked Bv /Ilnosenu:r Anprol&d By / Oao6or.r.n
Sisnature / [Ioanucu --4- ( *>.'- av
Date / Aara o>,I h-lta or.lro&.- olAtilnpr4
Name / IDI{O Atul Kumar Akshit Bhardwai AiavtKuhar Gars
Designation /
,llonxcsocrr,

Officer - QA Officer -QA Asst. Manager -QA

FCrWQA054/08.00
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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
CEPTIIOUKAT AHAJII,I3A TOTOBOTO IPOAyKTA

Jurof
Name of Product /
Ha lrDreHo saH r.re rr po,rlvKulrrl

MOMATRINO
MOMATPI,IHO

Generic name /
HenarexrosaHHoe Har{MeHoBaHlte

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerasoua 0ypoara MoHorruIpara cnDefi ua:a"rrHufl aogrpoaausrril 50 rr,rr<r

Active Ingredients /
left crnyrour.re 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 cnpeq coAepxnr: AeficT nyouee BeulecrBo: Morr{srasoHa <Dypoara MoHorr4Apar
51,72 vrr B repecqere Ha Morr,rsra3ona ftypoar 50,00 prrr'

Strensth / nosunosra 50 mcg / 50 rurr Date of Mfg. / Aara npouseoAcrBa t0/2021

Dosage form /
Jlexapcraenuan Qopma

Metered-dose nasal spray /
Cupefi nasarnHufi
aogr,roosaHHHfi

Date of Exp. / foaen Ao 09/2023

Product code / I(oa rpollyrcrB sRU0300075470401DK Date of releas e I llara BbrnycKa 13.11.2021

Batch No. / Cepua J{b 12210640 Qty. Released / Ko.nuqecrno
BbtIlYrueHo

32,3208OT/
rbraroHos

Batch size / Parmep cepuu 34,722 BOT/ Qnaronor
Mfg.License No. /
JlllueHsllq Ha nDol,t3Boncrso (Homen) MNB/10/832

Inspection Lot No. /
Perucrpaquonu u[ Honep aHaJr r.r3a

0400003s7453 Mfg. License Date /.
Jluqestus Ha npor{3Boacreo (aara) 30/04/2020

Package size / Ynaroarca 120 Doses I 120 tos
GMP Compliance certificateDate I
GMP ceprradunar (aara) t8/06/2020

Market / Prrnor Russia / Poccrz.fl
GMP Compliance certificate No. /
GMP cenrudurar (Homep) GMP-O1556i20/IN

Reference Specification No. /
CneuuQuraufis roroBoro
npoavrra.ltllr

SPC-CC-040424 Reference STP No. / C[I4 J\t STP-CC-030230

.t& TESTS / TIOKA3ATEJIII LIMITS ITPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI

.:- \
r-) \r

"\
+

:l
-{p/

't\"r/

9. Number of deliveries per
container / Koruqecrso
A03

Not less than 120 doses / He uenee 120 aos 177 doses I 177 tos

10. Pump delivery /
Macca aorur

Individual dose mass: from 85% to 115o/o

of the theoretical dose mass /
Vktilusw,yaJtbHas Macca Ao:u: or 85 oZ

lo I l5 oZ orreopernrecKofi Maccbr Ao3br;

Average mass of the dose: from 90%oto
110% of the theoretical mass of the dose /
CpeAuaa Macca Ao3br: or 90 o/o \o 110 o/o

oT TeopeTFrecKofi Maccbr Ao3br

Minimum / Muunuym: 92.6%
Maximum / Marculryna : 109.2 Yo

Average / Cpeanee: 104.4 %

/---., A-Sr,l:'r\'J 't'
J.

t-J

n Particle size /
Pasuep qacrr,ru

Particles < l0pm in size: Not less than90Vo
9acrl,trl pa3MepoM < l0 rrrcn - He MeHee

90 o/o;

Particles < 30pm in size: 100%
tlacrau pa3MepoM <30 mru - 100%
Particles > 30pm in size: Should be absent
rlacruu pa3MepoM > 30 rrnm - IoJrxHbl
oTcyTcTBoBaTb

ee. s%/ee,4soA 

\q {*lp
100.0% / ,OO,'Y. 

\+'
'{tLg'rytf

Absent / Orcyrcrayor

ture / [Ioanucr

Name/ OIIO
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Glenmark pharmaceuticals Ltd
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 TOR FINISHED PRODUCT
cEpTI,rotrrKAT AHAJIII3A TOTOBOTO IPOAyKTA

4il34oI
Name of Product /
Hanuesorauue nDorvrurru

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HaI{MeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsrasoHa tbypoara rraouott4rpura cnpefi HagaarnHfi AogttposaHurrfi 50 urr

Active Ingredients /
lefi croyrcurue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxr.rr: Aeficrayrouee BeulecrBo: Monasra3oua @ypoara MoHon4rpar
51.72 rvrr<r B nepecqere ua Morrrsragosa oypoar 50,00 rttrr

Strensth / norunosra 50 mcs / 50 Nrxr Date of Mfg. / Aara npoursoAcrBa 1012021

Dosage form /
Jlerapcrnenuan Qopma

Metered-dose nasal spray /
Cnpefi naramnsrfi
-nogLtoogaHHHfi

Date of Exp. / Ioaeu ao 09t2023

Product code / Koa nDorvKTa sRU030007547040lDK Date of releas e I fiara Bbrnycra 13.11.2021

Batch No. / Cepua J\ir 12210640 Qty. Released / Ko.nrqecroo
BbtnvureHo

32,320BOT1
6,raronos

Batch size / Parnep cepuu 34,722 BOT/ Qaaronon
Mfg.License No. /
JluueHsuq Ha npou3Bollcrso (Horuep) MNB/10/832

Inspection Lot No. /
Perucrpaur.roHH uft uonep aHaJIu3a

040000357453
Mfg. License Date /
Jluuenrus Ha rrDo[3Bo]rcrso (aara) 30104t2020

Package size / VnaKosKa 120 Doses I 120 l.og
GMP Compliance certificate Date /
GMP ceprudrrcar (aara) 18t06t2020

Market / Psruor Russia / Poccrzs
GMP Compliance certificate No. /
GMP ceorndnrar (sonep) GMP-or556/20lrN

Reference Specification No. /
CneuuQurauus roroBoro
nooavrra.Ilil

sPC-CC-040424 Reference STP No. / CII14 Jl! STP-CC-030230

J\I TESTS /TIOKA3ATEJII4 LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATLI

(D\

;

ol! )

t2. Related Substances / Ilocro; )oHHne IIpr{Mecr,t

Impurity 8DM /
Ilpulecu 8DM

Not more than 0.15 % lHe 6onee 0,15 % Not detected/ He o6uapyxeuo

Impurity DMC /
Ilpnrraeca DMC

Impurity D /
flpuvecu D

Any individual unspecified
impurity IEtunwtttolr
HeuAenrurDuuuponauuofi
IIpr4Mecr4

Total impurity /
Cyuua npuuecefi

Not more than 0.15 Yo lHe 6onee 0,15 %

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

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

Not more than 0.60 % I He 6orce 0,60 o/o

Not detected/ He o6napyxeuo

O.O2% / O,O2Y. : ,:l f;;A

0.06% I O,O6YI '!

0.22% I 0,22o/o "l:ifunurracd

I

i6)

13. Spray content uniformity
(Uniformity of delivery
dose) / OgHopoqHocrr
srrcBo6oxnaeMoft aosur

Not more than2 of 20 doses (10 initial doses
and 10 final doses from l0 vials) can deviate
more than *.25o from the average value and
not any dose can deviate more than + 35%o

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

Beg / Ha.ra.no:
Minimum / Munr,nuyrvr: 98.9%
Maximum / Marcr,rupa :105.4%
Mean / CpesHee: I 0l .9%

Prepared Bv / IloarorosuJr ChecXDd Bv / llooseorur Aon oved Bv / Oao6nu.n
Sisnature / [Ioanucr -k- ( $)' Z v

Date / Aara i lrulr,. t-\tn'n"- o>r\r)-h,ax{
Name / <DIIO Atul Kumar Akshit Bhardwai Aiav"Kulnar Gare
DesignatiOn /
nolrrHocrr

Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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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
CEPTII@IIKAT AHAJII,I3A IOTOBOTO IIPOAyKTA

5 oI9 u3

Name of Product /
Ha tlmeHoeaH ue n po.lyKulrtl

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe Hal.tMeHoBaH]re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MousrasoHa tbvooar:a MoHorrdroara cnoefi uagalrsufi aoguoosaHHufi 50 rrrrr

Active Ingredients /
,(efi crnyroutue BerqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper coAepxnr:.[efiUrayrouee BeurecrBo: MoMgra3oHa @ypoara MoHorr,llpar
5 1.72 urcr B nepecqere Ha MoMeta3oHa dypoar 50.00 nr<r

Strensth /,lloonpoera 50 mce / 50 Naxr Date of Mfe. /,Ilara nporreo,olcrBa 10/2021

Dosage form /
JlerapcroeHnar Qoprvra

Metered-dose nasal spray /
Cnpefi uaraarnsrfi
noqlrnonarlHrrfi

Date of Exp. / foaen Ao 09/2023

Product code / Koa npoayKTa sRU0300075470401DK Date ofrelease I llara BbrnycKa 13.11.2021

Batch No. / Cepua JYe 12210640 Qty. Released / Ko.nuqecrao
BbIIIYrllEHO

32,3208OT/
dtlaronos

Batch size / Paonep cepun 34,722 BOT/ r[narouoa Mfg.License No. /
Jlnuensus Ha nDor3Boncrno (somep) MNB/10/832

lnspection Lot No. /
Perucrpauuoxuufi Homep aHaJru3a

040000357453 Mfg. License Date /
JluueHuq Ha tr por,r3Bo,rlcrso (aara) 30/04/2020

Package size / Ynarcosna I 20 Doses / 120 -nog
GMP Compliance certificateDate I
GMP cenrudurar (aara) 18t06/2020

Market / Puuorc Russia / Poccuc GMP Compliance certificate No. /
GMP ceprr.rdurar (someo) GMP-0r556/20nN

Reference Specification No. /
CneuuQurcau[fl roroBoro
npoavrra J\!r

sPC-CC-040424 Reference STP No. / CIII4 l\t srP-cc-030230

.l\lb TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI4g OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35Yo from the average value.
He 6onee 2-x us 20 Ao3 (10 Har{€rrbHbrx Ao3
r,r l0 KoHe.{Hbrx Ao3 r43 l0 Qnarconon) nroryr
LrMeTb oTKJrOHeHr4e OT CpeAHerO 3HaqeHlr.f,
6oree .{eN4 * 25%o, u Hn oEHa Ao3a He

AOJIXHa [MeTb OTKJrOHeHr4e OT Cpe.[Herc
3HaqeHuf, 6olee qeu l:ra+35 o/o.

Eclu or 3 ao 6 Ao3 uMelor orKlroHeHlrrr
6o.nee qeu +25 yo, Ho MeHee veu t 35 02, ro
LlcnbrrrrBaror cJreAyrcrur4e 20 Snaxonoa.
He 6oaee 6 uz 60 Ao3 Moryr r,rMerb

orrJroHeHr,re or cpeAHeno :Haqesur 6olee
qeM :l 25 Yo, u HI4 oAHa Ao3a He .{oJIxHa
r,IMeTb oTKJroHeHr{e oT cpe.rlHero 3Hac?Hufl,
6oree .{ervr + 35 %.

END / Koueq:
Minimum I Munuuryta: 97,8%
Maximum / Marcarr,ryrr,r: l05.SYo
Mean / CpeAHee: 102.4%

\1 * J\U

'Qq,,ry9P

Prepared By / lloarorosrrJr CheckdBv / [Inosenlrr AnnrovAd Bv / Olo6nr:r
Sisnature / [Ioanrcs l- ( _w' .bV
Date I Aara ozl lzltr oqlw* ^Jrvlwr4Name/ OIIO Atul Kumar Akshit Bhardwai Aiay Kunlar Gare
Designation /
.llorxnosrr

Officer - QA Officer -QA Asst. Manager -QA



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

qtsnmaBk Distt' Solan Himachal Pradesh t73205,India
Anec,wayrbranewrrcrld Phone: +91-1795249300Fax:+91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOIIKAT AHAJII{3A IOTOBOTO IIPOAYKTA
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Name of Product /
Hau uenona g ue tt poltvnul{rt

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe Har MeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra-sona dypoara MoHorruIDara cnpei salaarnrrfi .[osr4DogaHsufi 50 rrrrr

Active Ingredients /
flefi crnyrcurue BerJregrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxr,rr: AefifiByrouee BeuecrBo: Morr4srasoHa (Dypoara MoHor?rApar
51,72 urr B nepecqere sa Mougrasoua <bypoar 50,00 errr

Strensth / nournosna .50 mce/ 50 Mrr Date of Mfg. /.[ara nporrsoAcrBa t0/202t

Dosage form /
JlerapcrreHnaa Qoprvra

Metered-dose nasal spray /
Cnpefi uaraurnufi
aognposaHHnfi

Date of Exp. / foaeu ao 09/2023

Product code / Koa nporyKTa sRU030007s470401DK Date ofrelease I Ifara Bbrnvcrca 13.fi.2021

Batch No. / Ceplrn Jl! 12210640 Qty. Released / Korrqecrso
BbrnyueHo

32,320BOT1
6,rarosoa

Batch size / Parmep cepur,l 3 4,7 22 B OT/ rf,rar<on oa
Mfg.License No. /
Jluuerlr[q Ha nDor,l3Bo.trcreo (Homeo) MNB/r0/832

Inspection Lot No. /
PerucrpauuoHHufi romeo aHaJrlr3a

0400003s74s3 Mfg. License Date /
Jluueurug Ha rIDou3Borcrao (aara) 30104/2020

Package size / Ynarosra 120 Doses I 120 toz
GMP Compliance certificateDate I
GMP ceorudnrcar (aara) 18t06/2020

Market / Pursorc Russia / Poccra.s
GMP Compliance certificate No. /
GMP ceprudurcar (nouep) GMP-o15s6/20lrN

Reference Specification No. /
CneuraQr.rrauuq roroBoro
nnoavrra.ltlir

sPC-CC-040424 Reference STP No. / C[I4.]\& sTP-CC-030230

.t\lb TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OanopoAuocrs
A03[lpOBaHnfl

Not more than I value from l0
measurements can deviate from the average
value more than*25%o and none can deviate
by more than| 35Yo.

If 2 to 3 values deviate more than t 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 *.35%.
He 6onee I :Haqesus zs I0 onpe4eileHrit
MOXeT OTI(JIOHTTCfl OT CpeAHetO 3HaqeHrZ'
6olee, qeru ia +25yo, 14 Hrr olHoro,6olee
\eu Hat 35 o/o.

Elr,r IBa vtwr rpr4 3HaqeHr,r, r4Meror

OTKIIOHeHIIT.f, 6Olee qeu t25 yo, Ho MeHbuIe,
qeM * 35 Yo, tO r4CrrLrTbrBtUOT CneAyrO[II4e
20 Qnaronon.
He 6oree rpex 3HaqeHr4fi vr3 30
onpeAereuufi MoryT oTKJroHrrrbcf oT
cpeAHero 3HaqeHI4, 6oflee, rreM Ha + 25 oh, u
Ht4 oAHoro, 6olee qeu Pla+35 %o.

Minimum IMuuvrtr98.9%
Maximum / Mar<cuuyrvr : 105.4o/o

Mean / CpegHee:101.9%

t,j
{-r0\"=
\ ci,

fl

Jl
r-!
ilrv#,^ li.

r.Plttkunu,* -.Y"qa,ry:j

Prepared By I lloaroroslrr Checked.Sv I [Inoseonn Annro*ed Bv / Olo6nr.r.n
Sisnature / lloanucs -^q'- 1D-' /*
Date I Aara 6zllL'|1^ o'ul tn't* * oL\nhp%
Name i OIIO Atul Kumar Akshit Bhardwai Aiav Kunlar Gars
Designation /
-llollmrocrs

Officer- QA Officer -QA Asst. Manager -QA

FCt,t/QA054/08.00



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

qlenfnank Distt. Solan Himachal Pradesh 173205, India

Ano,rvayroranervworrd Phone: +91-1795249300 Fax: +91-1795249310 email: glenntark@bom2.vsnl.net,in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@IIKAT AHAJrrr3A TOTOBOI O TIPOIITKTA

t{37oI
Name of Product /
HanMeHosaHue lrDoavrunu

MOMATRINO
MOMATPI,THO

Generic name /
HenareHrogaHHoe Hal,rMeHoBa Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moprsra3oHa dypoara MoHoruJlpara cnpefi HasamHsrfi Aosr4poaaHsufi 50 rraxr

Active Ingredients /
[e[crnyrourue BeutecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
1 gosa cnpea co,(epxuT: .ueficrayouee BerrrecrBo: Mouera-:oHa @ypoata MoHorr4.(par
5 I,72 rrrrr B repecqere na MoMsra3oua dyDoar 50.00 rurr'

Streneth /.llosuponra 50 mcs / 50 N{xr Date of Mfe. / ,llara nporrsoncrBa t012021

Dosage form /
Jlerapcraeuuaa Qopnra

Metered-dose nasal spray /
Cnpefi naraarHufi
aosHoosaHHrrfi

Date of Exp. / foAen ao 09/2023

Product code / Koa npoayrcra sRU03000754704AlDK Date of release I llara BbrrrycKa 13.11.2021

Batch No. / Cepr.rn Ne 12210640 Qty. Released / Konnqecrso
BEIIIYIUEHO

32,3208OT/
dl,raronon

Batch size / Parmep cepr,rr 3 4,7 22 B OT/ r[,rarcoH or Mfg.License No. /
JIuueHruq Ha nDor,t3Boncrso (Homeo) MNB/10/832

Inspection Lot No. /
Peru grpauuoxnsrfi nomeo aHaJr rma

0400003574s3 Mfg. License Date /
Jluueulus Ha nDou3Boncrno (aara) 30/04t2020

Package size / YnarosKa 120 Doses I 120 toz GMP Compliance certificateDate I
GMP ceprudnrcar (aara) t8/06t2020

Market / Puxor Russia / Poccur GMP Compliance certificate No. /
GMP cenrudurcar (rouen) GMP-O1556/20ltN

Reference Specilication No. /
CneuuQurcaunq roroBoro
nooavrra.l\&

SPC-CC-040424 Reference STP No. / CnI4 It sTP-CC-030230

.itt TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHLIfl OBSERVATIONS / PE3YJIbTATbI

.,\
tD\
*\
*, 1

"?,/

l5 Microbiological Pu rity / Mnrpo6uoJrornqecKar rrrcrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qr.rcro

aspo6Hblx flarcepuitr u
ApoxxeBbrx 14 rurecHeBbtx
rpn6or (cyrr,rrraapno)

Test for Absence of
Specified Microorganism /
Tecr na creufiQrqecKue
Mnr(poopraHr,r3Mbr:
Ps eudomonas qeruginos a

Staphylococcus eureus

Bile-Tolerant
Enterobacteria /
Xe.nueycroftvnnue
surepo6axrepau

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

lpenapaTa

Absence per lg (ml) of the product /
Orcyrcrnne n I r (rran) rpenapara

Absence per lg (ml) of the product /
Orcyrcrnze n I r (rran) flpeflapara

Absence per lg (ml) of the product /
Orcyrcrnue a I r (nan) flperapara

Less than l0 cfi/ml /
MeHee 10 KOE/un

Ass rr]-t

;)
. ")t t

Absent / Orcyrcrnyer

Absent / Orcyrcrayer

Absent / Orcyrcrnyer

Prepared By / Iloarorosr.ur ChecX0tl Bv / llooeeor.ur Aooro d Bv / Oao6nra:r
Sisnature / Iloanucs -l-" I tr -'-- c r
Date I Aara l4D.l tt .o)vWn o>\tr,h,,x
Name / OllO Atul Kumar Akshit Bhardwai Aiav Kuinar'Gars
Designation /
norxnocrs

Oflicer - QA Olficer -QA Asst. Manager -QA



qLenmank
A nw way tbr a nerv rcrld

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: elenmark@bom2.vsnl.net.i(r

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTpI@IIKAT AHAJTI,I3A TOTOBOI O IPOAyKTA

Un3of
Name of Product /
Haumenopauue n porYKur{r{

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe HataMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrgra:oua tbvooata MoHorrarDara cnDefi saga,rrHufi aosl4poBaHnufi 50 n,rrcr

Active Ingredients /
leftcrnyrcuue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpes coAepxr,rr: AeficT nyrouee BellecrBo: Monagra3oHa (Dypoara MoHorl,upar
51.72 uxr B neDecqere Ha MoNrsra.soHa dvooar 50.00 rrrr<r

Strength / [orupoora 50 mce / 50 vxr Date of Mfg. /,I[ara nporssoAcrBa 10/2021

Dosage form /
Jlerapcroenuar Qopnra

Metered-dose nasal spray /
Cnpefi uararuuufi
aoguoosaHHufi

Date of Exp. / loaeu ao 09/2023

Product code / Koa nporvr$a sRU030007547040lDK Date ofrelease I lara BbrnycKa 13.11.2021

Batch No. / Cepur Ne 122t0640 Qty. Released / Ko.nrqecrso
BbINYIUEHO

32,3208OT/
drarcosoa

Batch size / Pasmep cepull 34,722 BOT/ r[narouon
Mfg.License No. /
Jluuenrzq Ha nDolr3Bongrso (HoMeo) MNB/r0/832

Inspection Lot No. /
PerugrpauuoHsuft nomep aHaJrn3a

040000357453
Mfg. License Date /
Jluuenlus Ha n oor{3Borrgrao (aata) 30/04/2020

Package size / YnaKosra 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceprudurar (aara) 1810612020

Market / Puson Russia / Poccnr GMP Compliance certificate No. /
GMP ceonadurcar (sonen) GMP-01556/20ltN

Reference Specification No. /
Cnequ0urauufl roroBoro
NDOAYKTA Jl!

sPC-CC-040424 Reference STP No. / C[I4.]\l! STP-CC-030230

Irb TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHU.g OBSERVATIONS / PE3YJIbTATbI
t6. Assay / Ko.nl,t.recrseHHoe o[peAerreHne

a) Mometasone Furoate /
Mouerasona Qypoam

From 85 Yoto 115 o/o of the labeled content /
Or 85 Yo Ao 1 l 5 oZ or lassaeHHono
CO.IIED}I(AHLIfl

103.2% I t03,zyo

b) Benzalkonium chloride /
Bengalxosus xJropr4aa

From 80 ohto 120 Yo of the labeled content /
Or 80 % Ao 120 o/o or saruenuoro
co.u,epxaHr4,

88.1% /88,tyo

17. Package Size / Ynarosna 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 ra.nr.r 120 aos
cyc[eH3r4r,r ao QlaroHe r43 [oJrr4grr4JreHa

srrcorofi rurorHocrr{ c Ao3urpyrculr4M
ycrpoficrrou u rpuure.rrofi vr3

noJrr4grr4JreHa sucorofi motHocru. llo I
QaaxoHy BMecre c uucrpyruuefi no
MeAnrIr4HCKOMy npr4MeHeHI,rrO B flaqKe
KADTOHHOft.

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 tos cycreH3r4r4 ro Qlaxoue us
loJu4grl,uleHa srlcorofi rrJrorHocrr,r c

Ao3r{pyrcqr.{M ycrpoftcrBoM u
rpuureurofi ra3 noJrr43Tt4Jrena Bblcoroft
ruIorHocrt4. IIo I QlaroHy BMecre c
uncrpyxqueft ro MeAnur4HcKoMy

lDI,IMeHeHIaIo B naqKe raoronnofi.
18. Labelins / Manrlroosra According to ND / B coorsercrsuz cHn
19. Storage conditions /

XDasesne
Protected from light, at temperature from l5 'C to 25 oC. Do not freeze. /
B sauaqeHHoM or cBera Mecre rrpr4 TeMrreparype or 15 ao 25 "C, He 3aMopaxuBarb.

2A Shelf-life I Cpor ro,rrHosrr.r 2 years I 2rota

Asst. Manager -QA



qLenmank
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh 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
CEPTI,IOTIKAT AHAJITI3A TOTOBOTO IIPOAyKTA

of il3

Name of Product /
Hat,tMeHosaHHe nDorvruull

MOMATRINO
MOMATPI4HO

Generic name /
HenareHtosaHHoe HauMeHoBaHI{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrgra3oHa 6ypoara rvrosorurpaT a cnpefi saga.nrsrtfi Ao3r4poBaHHBIft 50 rurr

Active Ingredients /
fl,eft crayrcurue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgw
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpea coAepxnr:.{eficrnyrouee BeuecrBo: MoMcra3oHa @ypoara MoHorr,r.qpar

5 L72 rrarn B neDecqere Ha MoMsrasoHa dvpoar 50.00 vrr
Strensth / norunosKa 50 mce / 50 Narr Date of Mfg. / Aara nporrsoAcrBa t0l202t

Dosage form /
JIercapcrneHHan Qopma

Metered-dose nasal spray /
Cnpefi ua:aarHrrfi
aograpoaaHHrrfi

Date of Exp. / foaen Ao 09/2023

Product code / Koa npoavrra sRUo30007547040lDK Date of release I nara BbrrrycKa 13,11.2021

Batch No. / Cepua JTe 12210640 Qty. Released / Korrqecrso
BbITIYIUEHO

32,3208OT/
dr naronon

Batch size / Pasrvrep cepua 34,722 BOT/ Qnarouor
Mfg.License No. /
JluueHrraq Ha nDorr3Bollcrno (no*ren) MNB/10/832

Inspection Lot No. /
Perucroauuogxrrfi Houeo aHaJru3a

0400003s74s3 Mfg. License Date i
JlllqeHtuq Ha nDou3Boncrao (aara) 30/04/2020

Package size / Ynaronna 120 Doses I 120 l,os
GMP Compliance certificateDate I
GMP cenrudurar (aara) 1810612020

Market / PuHor Russia / Poccvrs
GMP Compliance certificate No. /
GMP ceprndunar (nomep) GMP-01556/20lIN

Reference Specification No. /
Cneur.rSr,r raultfl roroBoro
nnoavKra.l&

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

Any deviation/IncidenUOOS: Not applicable
OrK.[oHeH lrs,rllHrIr{,qeHTbr/OOC: He [pr,rMeHlrMo

Declaration of certification: "I hereby certify that the above information is authentic and accurate. This batch of product has
been'manufactured, including packaging and quality confol at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-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."
3arurrcqeHue o coorBercrBr,ril: Hacroflrrlr4M [oATBepxAaro, rrro npeAcraBJreHHarr Bbrrrre nHsopuaunr flBnrflercfl
4ocronepHofi tn ro.rHofi. fiaanrrat cepzr 6nla [por43BeAeHa (aurouar ynar<onry/rr,laprr,tpoBKy rt KoHTpoJrb xauecraa) ua
yra:anuofi BbIIIIe qpol43BoAcrBessofi rurorua.{Ke B [oJrHoM coorBergrBr,ru c rpe6oBaHr4rMu Haruexaweit
IlpousnoAcrneuuofi flpaxrurrz (GMP) JroKzurBHbrx peryJr.,rropHbrx opraHoB z rpe6onaHurMr{ HopMarr.rsHofi AoryrueHTawu
JI|I-003870-280916, I4srr,r. J',l! l or 15.04.2019, I4sna. Ns 2 or 05.02.2020 Arur pbrHKa Pocczr.r. Ilpororoln rpolr3BoAcrBa,
ynaKoBKu I4 [oK€BareJII{ KaqecrBa .{aHgofi cepvtu 6rtlu [poaHaJrr,r3r4poBaHbr z cAeJIaHo 3aKJrroqeHr,re, qro oHa
coorBercrByror rpe6onanzxu Ha4nexarqeft flpoz:ro4craeuHoft flparruru (GMP).

Prepared Bv / [Ioarorosrar Cheoked Bv / llnoseor.ur AoorovdU Bv / O.no6oul
Sisnature / lloanucr * ( p-' M
Date / flara h I r,- l'rl o z lt'r- t"t" ' o)4U.hl'Y\
Name/ @lIO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
no.nxuocrs

Officer- QA Officer -QA Asst Manager -QA

FCM/QA054/08.00


