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qX,enmank
A no' way for a nerv world

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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOrIKAT AHAJII,T3A IOTOBOIO IPOAyKTA

Name of Product /
Haumeuoaan ue n Do;rvKurr14

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenronaHHoe HauMeHoBaHre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgrasoHa rbypoara MoHorlrApara cnpefi HasanrHrrfi roguposaHnrrfi 50 rr,rrr

Active Ingredients /
{eficrayrcuue BerrecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l .72 mcg as
calculated for Mometasone FuroaJe 50.00 mcg
I Aosa cnpes coAepxur: AeficrByrouee BeuecrBo: Movcra3ona @ypoara MoHorr4Ipar
51,72 MKr s [epecqere Ha MoMsra3oHa dyooar 50.00 uxr

Strength / .ll,osrrposrca 50 mcs. / 50 nKn Date of Mfg. / Aara nporrsoAcrBa 10/2021

Dosage form /
Jlercapcrnennar Qopma

Metered-dose nasal spray /
Cnpetr na.ra,rrnufi
aogzoosaHHHfi

Date of Exp. / Ioaen ao 09/2023

Product code / Koa nporyrcra sRU0300075470401DK Date of release I nara Bbrnycna 31.10.2021

Batch No. / Cepna J\! 12210609 Qty. Released / Konrqecrso
BbIIIYUIEHO

31,360 BOT/
draronos

Batch size / Pa:nrep cepuu 34,722 BOT/ Qnaronoo
Mfg.License No. /
JlrueHsus Ha nDon3Boncrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perncrpaquouuufi nonep aHarl,t3a

040000355572 Mfg. License Date /
JftrueHs[s Ha rrDor.r3Boncrso (aara) 30/04/2020

Package size / Ynarosra 120 Doses / 120 lros
GMP Compliance certificate Date /
GMP ceprndurar (aara) 18t06t2020

Market / Puluorc Russia / Poccuq GMP Compliance certilicate No. /
GMP ceorudurar (uomen) GMP-01556/20ltN

Reference Specification No. /
CneuuQuraullq roroBoro
nooavrra J\!r

sPC-CC-040424 Reference STP No. / CIII4 "l\l! sTP-CC-030230

TESTS / IOKA3ATEJII,I LIMITS / TPEEOBAHTIfl OBSERVATIONS / PE3YJIbTATbI
Description / Onucanue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eroro Ao floqru 6eloro uBera or
norynpospavuofi Ao ueupo:pauHofi
KOHC[CTeHUr4r4 ryCTafl CycneH3r,rfl .

Off white thick suspension of non-
transparent consistency. I
Iloqrz 6eloro rrBera or Henpo3paqHo[
KOHCUCreHUr,rh ry Crafl. cycneH3r4fl .

Identification / IIoAnuHHocrr
a) Mometasone Fuorate /

Mo*rerasoHa 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. / Bpervra yLep>KVBaHufl

ocHoBHoto n[Ka Ha xpoMaTorpaMMe
HcllbrTyeMoro pacTBopa AoJrxHo
cooTBeTcTBOBaTb BpeMeHr,r ylepxxBaHlIfl
ocHoBHoro [LrKa Ha xpoMaTor.paMMe
cTaHAaprHofo 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.
/ Bperua ylLep)K:aBaHLlfl ocHoBHoro
rlr4Ka Ha xpoMarorpaMMe r4cnbtTyeMorc
pacTBopa coorBeTcTByer BpeMeHr,r

yAepxl,rBaHvfl OCHOBHOTO rrr4Ka Ha
xpoMaTorpaMMe cTaHAapTHOrO

f.' Assu6,

ek:q {Jy.-lly .q
f,+ 

:ou1lol"t ."fl
tQ$nn,* 

^rY

Prepared By / lloarorostrJr Cheskdd Bv / [Inoseour Approv I Bv / Oao6ou.n
Signature / [Ioanucr )- (trv ( 1-
Date I fiara c--

a:-tlhl'rn oO-lftr,l^zo- D)-\\r,\lP)^
Name / IDI4O Atul Kumar Akshi.t Bhardwai Aiav Kuinar Gars
Designation /
nolxorosn

Officer- QA Oflicer -QA Asst. Manager -QA

FClv'l/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.itt

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@IIKAT AHAJII,I3A rOTOB OrO IPOAyKTA

13oI
Name of Product /
Hauneuonanue nporYKuur{

MOMATRINO
MOMATPI4HO

Generic name /
HenarexrosaHHoe HaltMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgra3oHa <bypoara MoHorr4,4para cnpefi Ha3anrHrrfi AotnposaHHrrft 50 urr

Active Ingredients /
,{,efi crnyrcune BeruecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .{ooa cnpea coAepxrar: aeficrayrouee BeurecrBo: Morugra:oua lDypoara uouorr4rpar
51"72 vrr B [eDecqere sa Mougragoua tbwoa'r 50.00 rur<n

Strength /,[orupoera 50 mce / 50 narr Date of Mfs. /.Ilara npoucnoacrBa t0/2021

Dosage form /
JlerapcrreHHaa Qopma

Metered-dose nasal spray /
Cnpefi naranruufi
aoguoogannufi

Date of Exp. / loAes Ao 0912023

Product code / Koa rDo.rryKra sRU030007s470401DK Date of releas e I Lara Burnycra 31.10.2021

Batch No. / Cepun Ne 12210609 Qty. Released / Koruqecrso
BbIIIYIUCHO

31,360 BOT/
ihlaroron

Batch size I Pasmep cepru 34,722 BOT/ Qaarconon
Mfg.License No. /
Jluueslus Ha [Dolr3Boncrso (Homep) MNB/10/832

Inspection Lot No. /
Perueroauuouxufi Homen aHaJru3a

0400003sss72 Mfg. License Date /
Jluueuslrs Ha nDor{3Borrcrao (aara) 30t04/2020

Package size / Ynarosra 120 Doses I 120 z.os
GMP Compliance certificateDate I
GMP ceprudurar (aara) t8/06/2020

Market / PuHorc Russia'/ Poccrs GMP Compliance certificate No. /
GMP ceprudurcar (uomeo) GMP-01556/20lrN

Reference Specification No. /
CneuuQurauuq roroBoro
npoaYKra Jlir

sPC-CC-040424 Reference STP No. / ClI4 J\! srP-cc-030230

]rb TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ Eenra.nnon rrfl xJropr.rA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Crq in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe rrcnbrTyeMoro pacTBopa

AOnXHbr O6napyNraaEcr flvtKyt, IIo
BpeMeHaM yAepxr4BaHr4fl cooTBeTcTByrouue
rlr lrAlu rrtMntrnrnn 6egqanroquq ytrnnufla

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 xporvrarorpaMMe
ucflbrTyeMoro pacTBopa

o6napyxurarorcfl \yt:(.r4, rro BpeMeHaM

yaeplKvlBaH},, coorBercrB)irou[e
lI4KaM roMoJroroB 6eggzurrouug
xJIOpI,IAa cn u crq Ha xpoMarorpaMMe
CTAH]IADTHOIO DACTBODA.

CD u Crq Ha xpoMaTorpaMMe CTaHAaprHoro
pacTBopa.

3. PH From 4.3 to 4.9 / Or 4,3 to 4,9 4.637 14,637
4. Density / llnoruocrs From 0.950 to 1.050 glcm3 I

Or 0.950 no I,050 r/cvr3

1.023 !cm3 / 1,023 r/ar3

r. Viscositv / Bssrocru From 30 to 130 cPs / Or 30 ao 130 cIIg 51.4 cPs /51-4 cllz
6. Osmolality /

Oclro.[qruHocrs
From 250 to 350 mOsm/Kg
Or 250 ro 350 uOcu/xr

297 mOsmlKg
297 uOcu/w

7- Leakage check /
Ilpoaepra Q.narcoua ua
TCDMETI'qHOCTI,

Absence ofany traces ofleaks / Orcyrcrnue
cJreAoB flporeqK[

No traces of Ieaks / Cneau rporeqru
oTcyrcrByroT

8. Net content lNlacca
COIED'ITI{MOTO dIAKOHA

Not less than 18.0 g / He rvreuee 18,0 r 18.29/18,2r

Prepared By / IloarorosrJr Chertrbd Bv /Jlpoaeplr.n ADDrovr Bv / Oiro6nun
Sisnature / lloanrcr FI\- (_tr' I
Date / flara ozl ltlar on)v.br o>l tlhpx
Name / <DllO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
rlo:rxorocrx

Officer - QA Officer -QA Asst. Manager -QA

FCM/Q4054/08.00
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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
CEPTI,rOr{KAT AHAJII,I3A f OTOB OrO IPOAyKTA

u3ol
Name of Product /
HaumeHosaHne npo,qYruur{

MOMATRINO
MOMATPI4HO

Generic name /
HenarexrosaHHoe HauMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morragra.soHa ibvooara MoHorr,rrDara cnoefi Hasamurtfi aoszpoBaHnrtfi 50 rrlrr

Active Ingredients /
.{efi crnyrcurue BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I gosa cnpea coAepxr,rr: aeficrsyouee BeulecrBo: Mot{cra3oHa @ypoara MoHoraApar

51.72 Mrr s rreDecr{ere Ha MoMflasoHa tbvpoat 50"00 urr
Strength /,[orraposra 50 mcs / 50 Mr<r Date of Mfs. /.llara npouseoacrBa t0l202t

Dosage form /
JlerapcrneHnaa Qopua

Metered-dose nasal spray /
Cnpefi nara.nrnrrfi
-noguoosaHHHil

Date of Exp. / FoAeH Ao 09/2023

Product code / Koa rDolYKTa sRU0300075470401DK Date of releas e I llara BbrnvcKa 31.10.2021

Batch No. / Cepr,rn J\!r 12210609 Qty. Released / Korlrqecrao
BLrIIyIlIeHO

31,360 BOT/
6:raronos

Batch size / Parrvrep cepuu 34,722 BOT/ Qaaronoa
Mfg.License No. /
JluueHrus Ha rlpoH3Bo.qcrro (sonep) MNB/r0/832

Inspection Lot No. /
PeructDauuoHHufi HoneD aHaJru3a

040000355572
Mfg. License Date /
Jluueurng Ha n oolt3Bo,rlcrao (aara) 30t0412020

Package size / Ynarosra 120 Doses I 120 l.ot
GMP Compliance certificateDate I
GMP ceprudura'r (Aara) t810612020

Market / Punor Russia / Poccrr
GMP Compliance certificate No. /
GMP cenrudurar (Honaeo)

GMP-01556/20lIN

Reference Specification No. /
CneuuQlrrauufl roroBoro
nooavrra.ltl!

sPC-CC-040424 Reference STP No. / CII]I J\t sTP-CC-030230

J\b TESTS / TIOKA3ATEJIU LIMITS / TPEEOBAHIIfl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.[}Iqecrso
,II03

Not less than 120 doses / He ueuee 120 aos 172 doses I 172 tos

10. Pump delivery /
Macca rosur

Individual dose mass: from 85% to ll5Yo
of the theoretical dose mass /
llnpuyugyatbHafl Macca A6br: or 85 0/0

Ao I l5 7o otreopernvecKofi Maccbl Ao3br;

Average mass of the dose: from 9lohto
I l0% of the theoretical mass of the dose /
Cpe.qHaa Macca ,[o3br: ot 90 o/o Eo 110 Yo

or reoperrlqecxofi Maccbr Ao3br

Minimum / Mranuuyu: 92.1%
Maximum / Maxcuuyu: 107,9 o/o

Average / CpeaHee: 104.8 %

lt Particle size /
Pasruep qacruu

--:*--:'-K '. F"5s lrr"}.
/;' ' ,

r-l
C.

2.fi
t ^ %lFl* ,'i'\$ Pirur* 

^aY/

Particles < 10pm in size: Not less than90Yo
tlacruu pa3MepoM S l0 mru.- He MeHee

90 o/o;

Particles S 30pm in size: 100%
9acruq pa3MepoM < 30 urn - 100 %

Particles > 30pm in size: Should be absent
tlasruu pa3MepoM > 30 rrnn -,rloJrxHbr

oTcyTcTBoBaTb

98.72% / 98,72yo

100.0% I t00,0yo

Absent / Orcyrcrsyror

Prenared Bv / lloarorosrrr Checl(&l Bv / llposeprar Approvr I Bv / Ono6nu.r
Sisnature / [Ioanucs h v v
Date / flara at llzlq rt\tt'* ^r-lM\P)^
Name / TDLIO Atul Kumar Akshit Bhardwai Aiav KLmaI Gare
Designation /
,IIo^nncnncrx

Oflicer- QA Officer -QA Asst. Manager -QA

FCrvl/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
CEPTIOI,IKAT AHAJII,I3A f OTOBOI O IPOAyKTA

4of9l 4 trt9
Name of Product /
HaumeHosaH ue nDo.rlvKur{rl

MOMATRTNO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHI{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra3oHa dvpoa, a noHorurpata cnpefi ua.ga.nruufi Ao3I'rpoBaHHbIfi 50 uxr

Active Ingredients /
[,efi c'rnyrcure BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I rosa cnper coAepxl4T: refisrsyouee BelrecrBo: Motr{grasoHa @ypoara MoHorxrpar
51,72 rr,rrr a nepscqere Ha MoMsIa3oHa Sypoat 50,00 ptrr

Strensth / llo:unosra 50 mcs / 50 MKr Date of Mfe. /.Ilara npoutnoAcrBa 1012021

Dosage form /
Jlerapcraeunan Qopma

Metered-dose nasal spray /
Cnpefi uasaruusrfi
nogunogagnstfi

Date of Exp. / loaeH ao 09/2023

Product code / Koa npoayKra sRU030007547040lDK Date ofrelease I llara BbrnvcKa 31.10.2021

Batch No. / Cepua J\! 12210609 Qty. Released / Ko.nuqecrso
BLIIIVUIEHO

31,360 BOT/
rh,raronos

Batch size / Parmep cepuu 34,722 BOT/ gaaroHor Mfg.License No. /
Jluueuus Ha lrpou3Boacrno (nomep) MNB/10/832

Inspection Lot No. /
PerucrDauuouuufi uomeD aHaJru3a

040000355572
Mfg. License Date /
Jll.rueHll,lq Ha nDou3Borrcrso (aara) 30t04t2020

Package size / Ynaronra 120 Doses I 120 rot GMP Compliance certificate Date /
GMP cenrr,rdrarar (aara) 18t06t2020

Market / Psruorc Russia / Poccus
GMP Compliance certificate No. /
GMP cenrudurcar (somep) GMP-0r556/20lrN

Reference Specilication No. /
CneulrQurau[s roroBoro
npoavrra J\b

SPC-CC-040424 Reference STP No. / CnI4 J\t STP-CC-030230

OBSERVATIONS / PE3YJIbTATbILIMITS / TPEEOBAHI,I.flTESTS /TIOKA3ATEJII4
Related Substances / Ilocropouuue rpr{Mec}r

Not more than 0.15 % I He 6oree 0,15 0/o Not detected/ He o6napyxenoImpurity 8DM /
I-lpranaecrz 8DM

Not more than 0. I 5 % I He 6oree 0, I 5 0/o

Not more than 0.20 %o I He 6orce 0,20 oh

Not more than 0.20 oh / He 6orce 0.20 Yo

Not more than 0.60 % lHe 6olee 0,60 %

Not detected/ He o6uapyxeuo

. "-:---.
0.005 % /0,005yo

0.04% / 0,04yo

0.15o/o I 0,lsYo

Impurity DMC /
llpuuecu DMC

Impurity D /
flpuuecra D

Any individual unspecified
impurity / EAlrHr.ruofi
HeuAeHuasuqnporauuoI
npr4Mec14

Total impurity /
Cynavra npuuecefi

Spray content uniformity
(Uniformity of delivery
dose) / OgnopogHocru
surcso6ozrAaerroft Ao:u

Not more than2 of 20 doses (10 initial doses

and l0 final doses from 10 vials) can deviate
more than +.25% from the average value and
not any dose can deviate more than t 35yo
from the average value.
If 3 to 6 doses devipte more than + 25o/o but
not more than t 35%o, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 % from the average val

Beg / Ha.ra.no:
Minimum I Muttuuyrtr: 98,1%
Maximum / Marcuuyu :11 l.5Yo
Mean / Cpeanee:l 06.60/o

-). \

\.J./

,;',/

Preoared Bv / lloaroros]rr Cheeked By / [Ipobepr.n Approve Bv / Oao6oun

Sisnature / [Ioanucr *- (#' a h
Date I [ara o->11tlq o+{rYhr- p)4F{Ph.
Name / OUO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
-Ilo-nncrrocrr,

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: +g1-1795249300 Fax:+91-1795249310 email: glenmark@bom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrrorrKAT AHAJITT3A roroBoro IPOAyKTA

'iltsryP

5 of9 / Crp. 5 ur

Name of Product /
HauMeHosaHue nDolYKuurt

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenronaHHoe HauMeHoBaH!te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{crasoHa dtpoa, a MoHorl{rpara cnpefi uagaar,Hrtfi 4ocuporauurrfi 50 :urr

Active Ingredients /
[efi croyrcurre BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnpea co,(epxr4T: Aeficrayrouee BeurecrBo: MovqragoHa tDypoara MoHorrlrpar

51"72 urr B nepecqere Ha MoMsIa3oHa Sypoat 50,00 urn
Strensth / -lloruoosra 50 mcs / 50 Mrr Date of Mfe. /,ll,ara npoursoAcrBa 1012021

Dosage form /
Jlerapcmenuan Qopma

Metered-dose nasal spray /
Cnpei uasaarHsrfi
nogrnonartHrtfi

Date of Exp. / loaex ao 09/2023

Product code / Koa npoayKTa sRU030007547040lDK Date of release I Ilara Bbrnycra 31.10.2021

Batch No. / Cepun J\b 12210609 Qty. Released / Ko.ruqecrso
BbTNYUIEHO

31,360 BOT/
rb,raroHos

Batch size / Parmep cepuu 34,722 BOT/ QnaroHoo
Mfg.License No. /
Jluueusus Ha nDou3Bolrcrso (Homep) MNB/10/832

Inspection Lot No. /
PerncrDaunoHHurfi uomep aHaJru3a

040000355572
Mfg. License Date /
Jluueurus Ha nnor{3Boncrso (aara) 3010412020

Package size / Vnarosra 120 Doses / 120 tos
GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06t2020

Market / PrrHor Russia / Poccz-s
GMP Compliance certificate No. /
GMP ceprndurcar (noruep)

GMP-o1556/20lIN

Reference Specification No. /
CneuuQuraulrs roroBoro
npoayrra J\it

SPC-CC-040424 Reference STP No. / CIII4.llb sTP-CC-030230

.t\lt TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35o/o from the average value.
He 6onee 2-x ws 20 los (10 HavzuruHrtx Ao:
u 10 xoseqsbx Ao3 us 10 QnaroHoe) uoryr
LIMerb oTKJIOHeHr4e OT CpeAHero 3Har{eHLIf,

6olee qeu + 25 oA, r4 Hr4 oAHa Ao3a He

AOJTXHa r,rMerb orKJroHeHue or cpeAHerc

3HaqeHr4rr 6olee qeu sa+ 35 Yo.

Eclu or 3 ao 6 .[o3 r,rMeK]T orKJIoHeHI,Ifl

6olee qeru *25 yo, Ho MeHee ueu t 35 0/0, ro
ucnsrruiaror cJreAyloulre 20 Snaxouon.
He 6oree 6 Lt: 60 Ao3 Moryr LIMerb

orKJroHeHrae or cpeAHero 3HatreHI4, 6on9e
qeM + 25 oh, u Hlr oAHa .{o3a He ,qoJrxHa
IrMeTb oTKJrOHeHLre OT CpeAHerO 3HaqeHI4'
6oree qeru *35 Yo.

END / KoHeu:
Minimum I Mutturtryta: 9 5.6%
Maximum / Marcwryru: 119.8%
Mean / Cpe4nee: 107.8%

,4

,.]'t

-.; I")n9/
-':) ,'

ilrr
':;\{,t.1,, ittln

Prepared By / lloarorosr,rr Chedred Bv / [Iooaeouu Aoprovel Bv / Oao6pr,ru

Sipnature / [Ioanucu 4- ( &.''' M
Da& I nara otl.-'lrn on {rn t""o- oduh,a)^
Name/ (D}IO Atul Kumar Akshit Bhardwai Aiav Krimah Gars
Designation /
no.nxHosru

Officer- QA Officer -QA Asst Manager -QA

FCrWQA054/08.00
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A new way t'or a new wodd

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

Distt. Solan Himachal Pradesh 173205, India

Phone: +g1-1795 24g3OO Fax: +91-1795249310 email: glenntark@bom2'vsnl'net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTT,I.DI,IKAT AHAJITBA roToBoro IPOAyKTA

6ol9 I 6ur9

Name ofProduct /
HauMegosaurle npo,ryKu[L

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenroaaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MolreT a:osa ibvpoaT a MoHort4rpara cnpefi uagaarurlfi.{o:t4poaagnufi 50 tr'trr

Active Ingredients /
[e[crayrcurre BeulecrBa

I d"reif the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxr4T: Aefictnyouee BeuecrBo: Mo1gra:oua <Dypoata MoHorl'I.qpar

51.72 nr<r B nepecqere ua Morr.tgra:oua oypoar 50,00 trlrr

Strength / Aorllposra 50 mcs / 50 N,rrr Date of Mfe. /.llara npoursoacrBa 1012021

Dosage form /
Jlerapcrnennan Qopua

Metered-dose nasal spray /
Cnpefi nasa;rutrtfi
rosilooBaHHsIfi

Date of Exp. / foaes ao 09/2023

Product code / Koa noorrvKTa sRU030007s47040 I DK Date of release I llara BbrnYcKa 31.10.2021

Batch No. / Cepun J\ir 12210609 Qty. Released / Ko.nt:qecrso
BLI]IYIUEHO

31,360 BOT/
rh.naronog

Batch size / Parrvrep cepuu 34,722 BOT/ r[narcouon
Mfg.License No. /
JIuueHslls Ha npou3BoAcrso (Homep)

MNB/10/832

Inspection Lot No. /
Perucroauuousuft soneD aHarr,Ba

040000355572
Mfg. License Date /
JluueHrus Ha nDorr3Boncrso (aara) 30/04/2020

Package size / Ynaroana 120 Doses I 120 tog
GMP Compliance certificateDate I
GMP ceprrdurar (aara) t8t0612020

Market / Psrsor Russia / Pocczg
GMP Compliance certificate No. /
GMP cenrudurar (nouep) GMP-o1556/20lrN

Reference Specification No. /
CneunQr.rrauuq roroBoro
nooavrra.llil

sPC-CC-040424 Reference STP No. / CIII4 J\& STP-CC-030230

Itb TESTS / IIOKA3ATEJIII LIMITS / TPEEOBAH}I.g OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage

/ O4Hopoauocrr
A03r,rpoBaHI{q

units 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.

lf 2to3 values deviate more than+25%obut
not more than t 35%o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average

value more than+25oh and none can deviate
more than +35Yo.
He 6olee I :na.reHr4r rs l0 oupeAeteswit
MOXer OTKTTOHf,TCS OT CpeAHero 3HaqeHu,

6olee, LIeM Ha r 25 oh, I4 HI4 oAHoro, 6olee
.reN.{ Ha + 35 o/0.

Elu ABa ultu rpLI 3HageHlax I4MeIor

orKJroHeHr,rf, 60ree qeu t250h, Ho MeHblIe,
qeM + 35 %o, ro ucllblrblBzlloT cJleAyloql4e
20 $naxouoa.
He 6onee rpex 3Hat{eHV ft u3 30

onpeAereHuft Moryr orKJloHrtrbcfl or
cpeAHero 3uaqetufl 6olee, qeM Ha *25 Yo, u
Hr,r oAHoro, 6oree .{eM ga + 35 o/o.

Minimum IMugurrr98.1%
Maximum / Marczuyu: 111.5%
Mean / Cperuee:106.60/o

Preoared Bv / lloarorosrar Cheeked Bv / llnoaenu.n Aonror d Bv / Oao6pu.n

Sisnature / [Ioanracs rt- (v 4 [.
Da& I nara aLl lL)a'l oultil^-* Dv\whd
Name/ @LIO Atul Kumar Akshit Bhardwai Aiav Kumar Garg

Designation /
no.nxHocrs

Officer - QA Olficer -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,India
Phone: +gl-17g5249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTktorIKAT AHAJIII3A TOTOBOTO IPOAyKTA

7of9l 7 ut9

rl

"ql,l: /

\

Name of Product /
HauMeHosaHue rrpoavKtr[[

MOMAT RINO
MOMATPI4HO

Generic name /
HenatenronaHHoe HalrMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoueT a:osa ibypoaT a MoHorvrpara cnpefi uatalluufi Ao34pqmH4!!!19 &,KI'

Active Ingredients /
.{efi croyrcuue BeruecrBa

@s;Activeingredient:MometesoneFuroateMonohydrate51.72mcgw
calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper coAepxur: geficrryroutee BelrlecrBo: MoNasra3oHa @ypoara MoHorlrrpar

51.72 rrrm B rrepecrlere Ha MoMcra3oHa Oypoar 50,00 urr
Strensth / .llorlr posra 50 mcs / 50 Naxr Date of Mfe. /.Ilara nponrgo.qcrBa 10/2021

Dosage form /
Jlerapcreenxan Qopma

Metered-dose nasal spray /
Cnpefi ua:aarHufi
lo:uoogaguufi

Date of Exp. / Ioaen ao 09/2023

Product code / Koa rporYKra sRU030007547040tDK Date of releas e I nara BbtnycKa 31.10.2021

Batch No. / Cepun J\! t2210609 Qty. Released / Kort qecreo

BbINYIUEHO

31,360 BOT/
drnaroson

Batch size / Parmep cepuu 34,722 BOT/ Qrar<onoa
Mfg.License No. /
Jluueslus Ha nDolr3Boacrso (Homep)

MNB/10/832

Inspection Lot No. /
Perncrnauuonnsrfi xomeo aHaJrr{3a

040000355572
Mfg. License Date /
Jlr,rueHsus Ha nDor{3Bolrcrro (aara) 30/04/2020

Package size / Ynarosra 120 Doses / 120 los
GMP Compliance certilicate Date /
GMP ceprudurar (Aara) 18t06/2020

Market / Purnor Russia / Poccur
GMP Compliance certificate No. /
GMP cepru0urcar (nomep) GMP-or556/20lrN

Reference Specification No. /
CneuuQurauuq roroBoro
nooavKra.ll!

sPC-CC-040424 Reference STP No. / CIU.]\l! srP-cc-030230

OBSERVATIONS / PE3YJIbTATbILIMITS / TPEBOBAHI,IflTESTS / IIOKA3ATEJII4
Microbiological Pu rity / Murcpo6uoJror[qecrar qlrgrora

Not more than 102 cfu per 1g (ml) of the
product / He 6onee 102 KOE a I r (un)
rperapara

Absence per lg (ml) of the product /
Orcyrcraue n I r (w) rpenapara

Absence per lg (ml) of the product /
Orcyrcrone n 1 r (un) rpenapara

Absence per I g (ml) of the product /
Orcyrcrrne a I r (rrln) nperapara

Absent / Orcyrcrnyer harmaf

Absent / Orcyrcrnyer

Absent / Orcyrcrryer

z--,--'-,

i*1; F"asttn l

l0 cfr/ml /
KOE/rran

t'

t, ,r

i -"'
l*
I

\2

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6rqee qracno

arpo6nux 6amepnfi ra

ApoxxeBbrx I4 rmecHeBblx
rpu6on (cyuruapno)

Test for Absence of
Specified Microorganism /
Tecr ua cuequ0uqecrue
MrrrcpoopraHr.r3Mbr:
Pseudomonas aeruginosa

St ap hy lo co c cus atrr eus

Bile-Tolerant
Enterobacteria /
Xerueycrofi'vmue
eHrepo6arrepuu

Prepared By / lloarorosur Cheektd Bv / llposepur ADDro :d Bv / Oao6ou.n

Sisnature / Iloanucu -f ( g,' }.-
Date l.(ara ozllrlra on)t-V-' 'O.\\f,,\fpx
Name / tDllO Atul Kumar Akshit Bhardwai Aiav KuharGars
Designation /
.llomxnocrr

Officer - QA Officer -QA Asst. Manager -QA

FCrWQA054/08.00



qlenmank
A nw way for a new mrld

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

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +gl-l7g524g3OO Fax: +91-1795249310 email: glenmark@bom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTr,I@I,IKAT AHAJIII3A f OTOBOIO IPOAyKTA
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Name of Product /
Ha umeuoaaH ne n Do.qyrcur,r14

MOMATRINO
MOMAT PHHO

Generic name /
HenareHTosaHHoe HauMeHoBaHre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mone, a:oua tbypoara MoHorl4lpara cnpefi Halaarurtfi aosl4poBaHHrtfi 50 vr<r

Active Ingredients /
[efi crnyrcutue BerrlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxar: .{eficrnytouee BgulecrBo: Morr{cra3oHa <Dypoara MoHorll{par
5 1.72 rrrrr B rreDecqere Ha MoMsta3oHa abypoar 50,00 urr

Strensth / noclroonra 50 mcg / 50 rrarcr Date of Mfg. /.llara npoucsoAcrBa t0l202t

Dosage form /
Jlerapcrneuuaa Qopma

Metered-dose nasal spray /
Cnpefi ua:aarnrrft
.qogupopassufi

Date of Exp. / loaeu ao 09/2023

Product code / Koa npoayKra sRU0300075470401DK Date of release I lla'ra BbrnYcKa 31.10.2021

Batch No. / Cepnn J'tb r2210609 Qty. Released / Ko.ttuqecrso
RBINVUIEHO

31,360 BOT/
ih,raxouon

Batch size / Pasuep cepnu 34,722 BOT/ r[rarouou
Mfg.License No. /
Jluuenlug Ha nDolr3Boncrso (HoMep) MNB/10/832

Inspection Lot No. /
PeructDauuoHHufi nouep aHaJru3a

040000355572
Mfg. License Date /
Jluues:us Ha nDo[3Bo.acrso (aara) 30/0412020

Package size / Ynaroslca 120 Doses I 120 l,os
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / Psrsorc Russia / Poccus
GMP Compliance certificate No. /
GMP cenrudurcar (someo) GMP-01556/20ltN

Reference Specification No. /
CneuuQurau[q roroBoro
noo.nvrra.lfs

sPC-CC-040424 Reference STP No. / Ctl14 J\t srP-cc-030230

J\b TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHUS OBSERVATIONS / PE3YJIbTATbI
16. Assay / KoruqecrseHHoe onpeAefleHr.re

a) Mometasone Furoate /
MoillerasoHa Qypoara

From 85 yoto 115 Yo ofthe labeled content /
Ot 85 Yo lo 1 15 %o or galsleHHoro

coneDxaHI4,

l12.3o/o I l12,3Yo

b) Benzalkonium chloride /
EeHga:rxonuq xJropu.4a

From 80 o/oto 120 % ofthe labeled content /
Or 80 % Ao 120 oZ or gassreHHoro

co.a.eDxaHI4,

1040% /104,0yo

17. Package Size / Ynaroara 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 vutu 120 lroz
cyc[eH3r4r4 ro sraxoHe r43 IIoJlI43TIUIeHa

srrcorofi rurorHocru c Ao3r4pyloqr,rM
ycrpoftcrBoM 14 KpLlueqKoft u3

loJrlrgrrzJreHa srrcorcofi uoruocrra. flo I

$aarony BMecre c r,rHcrpyKrll,refi no
MeAWIIIHCKOMy [pr4MeHeHl4rc B rlaqKe

KADTOHHOfi.

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 loz cycrreH3r4r4 ao tfuaxoue us

noJII,IgrIaJIeHa Bbrcoxofi IIJtorHocrI4 c

Ao3r,rpyoutr4M ycrpoficrBoM u
xpuruevxofi r,I3 noJur3Tlr,Jrena sHcorofi
rurorHocrrr. IIo I QnaroHy BMecre c
uHcrpyxuuefi IIo MeaI4uI4HcKOMy

rrpI4MeHeHI,UO B flarrKe KapTOHHOfi .

18. Labelins / Manrcroosra According to ND / B coorsercrnuu c Hil
19. Storage conditions /

Xnauenue
Protected from light, at temperature from 15 oC to 25 oC. Do not freeze. /
B saqnqeHuoM or cBera Mecre [pI4 reMreparype or 15 Ao 25 "C. He 3aMopaxrBarb.

20 Shelf-life / Cpor roAHocrlr 2vears/2rol:a

or.l tal"r

Asst. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-7795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.itt

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@I,IKAT AHAJI}I3A TOTOBOIO IIPONYKTA
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Any deviationAncident/OOS: Not applicable
OrruroueHns/I4uuu,{enru/OOC : ue nplrMeHr,rMo

Declaration of certification: 'oI hereby certiry 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 with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-280916, Amend. No 1 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."
3anrrroqeuue o coorBercrBr,rlr: Hacrof,rrlr4M logTBepx.qarc, qro [peAcraBJleHHar BbIIue r,rnQoprraauuruBJlflerc,
4ocrorepuofi ta roqHofi. lauaas cepur 6ula nporr3Be.[eHa (rrurrcuar ynarorry/ruapKupoBKy r,r KoHrpoJIb xauecrna) ua
yxa:aHHofi Bbrrue npou:noAcrneuuofi rurorrlaAKe B rroJrHoM coorBercrBr4u c rpe6onaHurua HaAleNauefi
flpousnoAcrneunoft flparruxra (GMP) JroKaJrbHbrx peryJrf,ropHbrx opraHoB r rpe6onauuflMr,r HopMarl4nuoft Aoryuerralfuu
JIil-003870-280916, HsNr. Ns I or 15.04.2019, I4:rr,l. Ns 2 or 05.02.2020 Arrf, pbrHKa Poccnu. Ilporoxoru rpoLI3BoAcrBa,

yrraKoBKr4 r,r nortBareJrll KaqecrBa Aa:r,ruoflt cepuw 6tutu [poaHaJrr,r3r,IpoBaHbl I,I cAeJIaHo 3aKJIIor{eHI4e, qro oHLI

coorBercrByrcr rpe6oaauu.nu Ha.u.nexaqeil flpousnoAcrneunofi llparrrzrra (GMP).

A,,SSU

Name ofProduct /
HauMenosaHlle npoaYKuuu

MOMATRINO
MOMAT PI4HO

Generic name /
HenarenrosaHHoe HatlMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Motr{srasoHa tbypoara uosort4rpara cnpeft uasaarHrtfi 4osapoaauurrft 50 urr'

Active Ingredients /
.4efi crnyrcurue BerrrecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cupes coAepxrzr: Aeftcrrynuee BeulegtBo: MoMerasona @ypoara MoHol't4rpar

51.72 urr B neDecqere Ha MoN,rcm3oua ibypoat 50,00 urr
Strength / Aoctrpoara 50 mcg / 50 raxr Date of Mfg. / Aara npor.rnoacrBa t0/2021

Dosage form /
Jlerapcroeuxaa Qopua

Metered-dose nasal spray /
Cnpeil Haeaarnrrfi
-no:uoogaunufi

Date of Exp. / FoAeH Ao 09/2023

Product code / Itoa rpoAyKTa sRU0300075470401DK Date of release I llara BLInvcKa 31.10.2021

Batch No. / Cepun J\ir 12210609 Qty. Released / Korrqecrso
BLINYUIEHO

31,360 BOT/
draroHos

Batch size / Parruep cepuu 34,722 BOT/ rp,raroHoa
Mfg.License No. /
Jlnuenlus Ha nDou3Boacrso (HoMep) MNB/t0/832

lnspection Lot No. /
Perucrpaunosurrfi nomep aHaJrr.r3a

040000355572
Mfg. License Date /
JIuueH:[q Ha trDon3Boncrao (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 l.oz
GMP Compliance certificateDate I
GMP cenrr.rdnrar (aara) 1810612020

Market / Pslnor Russia / Poccar
GMP Compliance certificate No. /
GMP cenrudurar (nomen) GMP-01556/20lIN

Reference Specification No. /
CneuuQuraut4q roroBoro
nooavrra.lE

SPC-CC-040424 Reference STP No. / CnI4 J\& srP-cc-030230

,b,

Preoared Bv / lloaroroerJr Checlicd Bv / llooseour Aoprove Bv / Oao6pu.n

Sisnature / [Ioanucr -4- ( Y--'' f,.

Date I Aara izl ttllyl ,,q)rqW O>l rilry,r4
Name / tDtr{O Atul Kumar Akshit Bhardwai Aiay Kurltar Gars
Designation /
no.nxHocrr

Officer- QA Officer -QA Asst. Manager -QA

FCIWQA054/08.00


