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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:glelngth@-b-arnZygl-1,lst.jn

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII3A f OTOBOIO IPOAyKTA

t3ol
Name ofProduct /
HaHMeHoeaHue n DorvKUun

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouteragosa dypoara MoHorurpara cnDefi nagaarnrrfi ,qosr4poaauHrrfi 50 rr,lrr

Active Ingredients /
leIcrayrorur.re BeuIecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnpeg coaepxur: ,ueficrayrculee BeulecrBo: Mortreragosa Oypoa'ra MoHornrpar
5 1,72 urcn B nepecqere Ha Molaera3oHa $ypoar 50,00 narn

Stren gth /,I[oc].rposra 50 mcg / 50 urr Date of Mfq. / Aara nporreo.olcrBa 09/2022

Dosage form /

"TIera 
pcreeH uan Qopnra

Metered-dose nasal spray /
Cnpefi ua.:a.nsHrrfi

aogfioosaHHsrfi
Date of Exp. / I'oaex ao 0812024

Product code / Koa nDolryKTa sRU030007804040 I DK Date of release I llara BbrnYcna 29.09.2022

Batch No. / Cepun J\! 12220557 Qty. Released / Ko.nrr.{ecrso
BbrnvlueHo

32,480BOT1
6raKoHou

Batch size / Parrvrep cepun 34,722 BOT/ (r,raronon Mfg.License No. /
JIltuexrrq Ha nport3Boacrao (Holtep) MNB/10/832

Inspection Lot No. /
PerucrpauuouHsrfi xoueD aHaJr t.l3a

040000413907 Mfg. License Date /
Jluuexlus Ha lloor-r3Bo,{lcrao (aara) 30/04t2020

Package size / Vnaxoara 120 Doses I 120 tos
GMP Compliance certilicateDate I
GMP ceprn0r.rrcar (Aara) t8/06/2020

Market / Purxor Russia / Poccl.rc
GMP Compliance certificate No. /
GMP cenru0uxar (xoruep) GMP-or556/20lrN

Reference Specification No. /
CnequQuraqufl roroBoro
nooavrra Ng

sPC-CC-063688 Reference STP No. / CnU I& STP-CC-040944

TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
Description / OuncaHue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eloro Ao noqru 6enoro uBera or
norynpo:pavuofi Ao HenpospavHofi
KOHCt4CTeHUilLI ty CTafl CyCneH3I,Ifl .

Off white thick suspension of non-
transparent consistency. I
lloqrur 6eloro uBera or Henpo:pauHofi
KOHCUCTeHUT4V ry CTAfl CyCneH3r,rr.

Identification / [IoA.nllHuocru
a) Mometasone Fuorate /

Morr.reraloHa Qypoar

pt ":);\

L*4

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. / Bperrlr yaepxnBaHr.r,
ocHoBHoro ruKa Ha xpoMaTorpaMMe
r.rcrrbrTyeMoro pacrBopa AoJrxHo
cooTBeTcTBoBaTb BpeMeHr4 yltep),.<IdBaHl1fl

ocHoBHoro rr,rKa Ha xpoMaTorpaMMe
craHAaprHoro pacrBopa

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.
/ Bpeura y.(epxr,rBaHr,r, ocHoBHoro
ilvKa Ha xpoMaTorpaMMe r{cnblTyeMoro
pacTBopa cooTBeTcrByer BpeMeHr.r

yAepxnBaHr,rr ocHoBHoro lr.rKa Ha

xpoMarofpaMMe craHAaprHoro

Pha r.n e:oj

Prepared.By / [Ioaroroau,r tn Aboroved Bv / Oao6nul
Signature / [Ioanucs .-T (F:
Date / !a'ra tS lto ( n-z- rCllolr,*- I Y1t,\ \t t t-
Name / <DIIO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
.llolrrxocr; Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJIII3A f OTOBOIO IPOAyKTA

2 of9 I Cro.2 ut
Name of Product /
Ha l-l trreH osaH He n Do-[vKUHr.r

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HaHMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragoua dlypoara MoHor'HnDara cnoefi uagaarurtfi ao3lrDosaHuurfi 50 n,txr

Active Ingredients /
[eft crayrcutue BerqecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper co.uepxr4T: leficreyrouee BeulecrBo: Mor'{era3oua <Dypoara MoHorrdapar
51,72 uxr B nepecqere Ha Mol.rsra3oHa $ypoar 50,00 urr

Strength / nosuoonra 50 mcg / 50 rrrxr Date of Mfg. /,{,ara npoxrnoacrBa 09/2022

Dosage form /
JlexapcrneuHan Qopma

Metered-dose nasal spray /
Cnpeft ua.:a.nrnrrfi
AorHposaHHsrE

Date of Exp. / foaen ao 08/2024

Product code / Koa flDo.rrvrcra sRU030007E04040 I DK Date of release I llara BbrnycKa 29.09.2022

Batch No. / Cepua J\t 12220557 Qty. Released / Ko.[rqecrao
BbrnYueHo

32,480 BOT/
dlnaronon

Batch size / Pasruep cepuu 34,722 BOT/ rluaxonon
Mfg.License No. /
Jluuexsur Ha lrpoH3Bo.rlcrao (xomep) MNB/10/832

Inspection Lot No. /
PerucrpaquouHufi uoruep aHaJrn3a

0400004 I 3907 Mfg. License Date /
JIuueHrrs Ha rlpor.r3Borcrso (aara) 30t04/2020

Package size / Ynaroarca 120 Doses I 120 z.os
GMP Compliance certificate Date /
GMP ceorNdurar (aara) 18t06t2020

Market / Puluox Russia / Poccnr GMP Compliance certificate No. /
GMP ceorr.rdnrar (Honeo) GMP-01556/20ltN

Reference Specification No. /
CneuuQurcauufl roroBoro
npoavKra .ll!

sPC-CC-063688 Reference STP No. / CIII4 J\} sTP-CC-040944

Jlb TESTS / IIOKA3ATEJIII LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ 6eH:a4roul4 xJropr.tA

lr,
1...
I :_1
\.,._

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
chromatogram of the standard solution. / Ha
xpoMaror-paMMe HcflbrryeMoro pacrBopa
AoJrxHbr o6napyNuearrcr nvKvl, no
BpeMeHaM yAepxHBaHr4r coorBeTcTByror.uHe
rruKaM roMoJroroB 6eH3ilrKoHxr xJropr,raa
Cn u Ctt Ha xpoMaTorpaMMe CTaHAapTHorO
pacrBopa.

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 xporuarorpaMMe
r4cnbrTyeMoro pacTBopa

o6HapyxxBalorc, nr.rKr.r, rro BpeMeHaM

yAepxuBaHr,r, cooTBeTcTByroulrre
nr,rKaM roMoJroroB 6essalxoHug
xnopuAa Cn w Cu Ha xpoMaTorpaMMe
CTAH.IIADTHOI'O DACTBODA.

3. pH From 4.3 to 4.9 lOr 4,3 .uo 4.9 4.661 4.66
4. Density / llloruocrr From 0.950 to 1.050 glcm3 I

Or 0.950 ao 1.050 r/crra3

1.003 g/cm3 / 1,003 r/cu3

5. Viscosity / Bqsrocru From 30 to 130 cPs / Or 30 no 130 cfl3 46.5 cPs I 46,5 cllz
6. Osmolality /

OcruoflqflrHocru
From 250 to 350 mosm/Kg
Or 250 no 350 uOcrra/rr

291 mOsm/Kg
291 uOcv/xr

Leakage check /
llpoaepra Qnaroua ua
fepMeTIIqHocTb

Absence of any traces of leaks / Orcyrcrnr.re
cJreaoB nporeqKH

No traces of leaks / CaeAu nporeqKx
orcyrcTByror

8. Net content / Macca
coAepr(r, Moro d.na rosa

Not less than 18.0 g / He rrleuee 18,0 r 18.5gl18,5r

Prepared By / floaroroanr Chec{ned Bv / llooneou.n \ Approved By / Oao6px.n
Signature / [Ioanucr

-
(tr .J

Date I Lara v
l(ltpl'La- r (lroLr''o'H- r,.4 \.\1rr

Name / tDI,lO Atul Kumar Akshit Bhardwai \Sandeep Semwal
Designation /
-llo.nxHocrs

Officer-QA Sr. Officer-QA Sr. Manager - QA

FCI!,I/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-179 5 249310 email: g!-gnmark@bom2.vsnffi

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTkt @IIKAT AHAJIIT3A TOTOBOTO IPOIyKTA

Name ofProduct /
HaurueH oeaH t4e n DorvKur.rlr

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroaaHHoe HauMeHoBaHl,te

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mor.rera3oHa Oypoara MoHorurpara cnDeft sala.nrsbrfi no3rrDoBaHuufi 50 urr

Active Ingredients /
.(efi creyroulue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes corepxuT: aefic'rayrcuee Be[tecrBo: Moprera3oHa (Dypoara MoHort4rpar
51,72 uxr B nepecqere ua Monasragoua abypoar 50.00 rurr

Strength / noouposra 50 mcg / 50 urcr Date of Mfg. /,n[ara nporraoacrBa 09/2022

Dosage form /
"rlerapcraen xan Qoprua

Metered-dose nasal spray /
Cnpefi nasanrnufi
,uoslinoeaHxrril

Date of Exp. / foaen Ao 0812024

Product code / Koa nootrvKTa sRU030007E040401DK Date ofrelease I fiara BbrnycKa 29.09.2022

Batch No. / Cepr.rn Ne 122205s7 Qty. Released / Ko.ruqecrso
BbtnvuleHo

32,4808OTt
6rarcoHos

Batch size / Parmep cepr.l.r 34,722 BOT/ rlnarouon Mfg.License No. /
Jluuexlug Ha trDou3Bolcteo (romeo) MNB/10/832

Inspection Lot No. /
PerucrpaquoHHslfi soruep aHaJr lr3a

040000413907 Mfg. License Date /
Jluuexgus Ha nDor.t3Boacrso (aara) 30/04t2020

Package size / YnaKosra 120 Doses I 120 r.oz
GMP Compliance certificate Date /
GMP ceprudrrar (aara) 18/06t2020

Market / PslHor Russia / Poccus GMP Compliance certificate No. /
GMP cenrudrrar (norvreo) GMP-Or556/20lrN

Reference Specification No. /
CneuuQurauHfl roroBoro
npoavKra Jl!

sPC-CC-063688 Reference STP No. / CIIII J\t sTP-CC-040944

J\b TESTS / TIOKA3ATENI,I LIMITS / TPEEOBAHHfl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / KorI{qecreo
a03

Not less than 120 doses / He uenee 120 ao: I 88 doses / I 88 aos

t0. Pump delivery /
Macca ao:ur

Individual dose mass: from 85% to l15o/o
of the theoretical dose mass /
I4HaunuayanbHas Macca Aorul: or 85 oZ

Ao I I 5 7o or reoperuqecKofi Maccbt Ao3br;

Average mass of the dose: from 90o/oto
I l0% of the theoretical mass of the dose /
Cpeaunn Macca Ao3bt: or90%o Lo ll0yo
oT TeopeTr.rqecKoft Maccbr Ao3bt

Minimum / Muuuuyrvr: 97.6%
Maximum / Maxcr.rrrayu: l07.7Yo
Average / CpeaHee: 104.9%

ll Particle size /
Parmep qacrllq

d*'-i)

Particles < lOpm in size: Not less thang}yo
tlacruu pa3MepoM < l0 nrrcm - He MeHee
90 0h;

Particles < 30pm in size: 100%
tlacrnu pa3MepoM < 30 ruru - 100 %

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 urcrrl - AoJrxHbl
oTcyTcTBOBaTb

100.0% I 100,0%

100.0% / t00,0yo

Absent / Orcyrcrayror

Prepared By / Iloaroroslur Chee*ed Bv / llpoeepu.n \ Aooroved Bv / Oao6nr.r.n
Sisnature / IIoanr.rcr, (r
Date / {ara ('l 1.1 n .r-- r (\ro (51rr \v"t-.,u
Name / <Dl{O Atul Kumar Akshit Bhardwai Sandeep Semwal
Designation /
,IIo.lxnocru Officer-QA Sr. Oflicer-QA Sr. Manager - QA

FCM/QA054/08.00



gLenmank
A neu' rvav tbr a new world

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

Distt. Solan Himachal Pradesh 173205, lndia
Phone:+91-1795249300Fax:+91-l7952493l0email:et9@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{@r4KAT AHAJITBA IOTOBOIO IPOAyKTA

Name of Product /
HauruesoBau ue n Do.nvKUr.ru

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuroeaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougra.:oua tbypoara MoHorr4aDara cnDefi Hagaarurrfi aognDosaHHrrfi 50 rvrxr

Active Ingredients /
[efi cruyrourue Be[recrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnper coaepxr4T: aefic.myouee BeurecrBo: MoNrsra3oHa @ypoara MoHornrpar
51,72 rr.rxr B nepecqere Ha MoNrsra3oHa $ypoar 50,00 rvrrr

Strength / Aorupoarca 50 mcg / 50 rr.rrn Date of Mfs. / -llara nnourso-trcrBa 09/2022

Dosage form i
JlexapcraeuHan Qoprua

Metered-dose nasal spray /
Cnpefi na,:a.nruufi
AOSr,rpogaHHsrfi

Date of Exp, / FoaeH Ao 08/2024

Product code / Koa nponyrcra sRU030007E040401DK Date of releas e / Ilata BbrnvcKa 29.09.2022

Batch No. / Cepua Ne t2220557 Qty. Released / Ko,ruqecrao
BbrnvlueHo

32,4808OT/
6raxoHos

Batch size / Parruep cepuu 34,722 BOT/ Qaar<oHoa
Mfg.License No. /
JIuueHgllq Ha nDou3Bo.ucrao (xoMeo) MNB/r0/832

Inspection Lot No. /
Perucrpauuouu ulil soruep aHaru3a

040000413907 Mfg. License Date /
Jluuenrns Ha nDou3Bo.lcrno (aara) 30/04/2020

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

Market / Puluorc Russia / Poco.rc GMP Compliance certificate No. /
GMP ceorr.rdurar (Homeo) GMP-o1556/20lrN

Reference Specification No. /
CneuuQur<auufl roroBoro
npoavxra J\!

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

J\b TESTS / TIOKA3ATENI4 LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
12. Related Substances / llocropoaure rprrMecu

Impurity 8DM /
llpuuecu 8DM

Not more than 0. I 5 Yo / He 6onee 0, I 5 % 0.005% /0,005yo

lmpurity DMC /
flpr.rrr,tecrz DMC

Impurity D /
llpraueu.r D

Any individual unspecified
impurity / EAuHrrHofi
ue uge urlrQl.rqrrpoBaH Hofi
rrpr4Mecrr

Total impurity /
Cyrr.rnra npuuecefi

Not more than 0. 15 oh I He 6orce 0,15 %o

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

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

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

BLOQ / Hzxe LOQ

0.0t4% 10,014yo

0.0t4% / 0,0t4yo

0.09% / 0,090/o

13. Spray content uniformity
(Uniformity of delivery
dose) i Oagopoglrccru
B btcBo66trfl f,eMoil,lo.*,

qS" ' ';l,j/J" -C,\ld \p\+ _A..-- i
P qtr,Tan-- 3

Not more than 2 of 20 doses ( 10 initial doses
and l0 final doses from l0 vials) can deviate
more than +25yo from the average value and
not any dose can deviate more than * 35yo
from the average value.
If 3 to 6 doses deviate more than +25%obut
not more than * 35yo, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 yo from the averase value.

Beg / Havaro:
Minimum / Mnuuruyu: 98.3%
Maximum / Maxcnrrayu : 1009%
Mean / Cpeaaee:100.0%

&l
't!-/ .

Z P..pu.e ooroved Bv / oa

()

Signature / tloanlts-- /r
Date I lara I ( lt/. I'r_.L- r<lroh^o'a-- \I \ \'\ Lslt.-
Name / <DL{O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
,l[o.nxxocrs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA0s4/08.00



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

glenmank Disff. Solan Himachal Pradesh t73205,lndia
Areu,u.a\tbranewwotlct Phone: +91-1795249300 Fax: +9 l-1795249310 email: glenmark(?bom2.vsnl.net.irr

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOL{KAT AHAJII,I3A IOTOBOIO IPOAyKTA

Name of Product /
HalrMeHoaaHl,le n poayr(unfi

MOMAT RINO
MOMAT PI4HO

Generic name /
Hena'reHroaaHHoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol.tgrasoHa dypoara MoHonHlIDara cnDefi Ha3aarHufi aoguoosasurrfi 50 rvrrr

Active Ingredients /
{eEcrayroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpec coaepxr4T: geftcrnyroulee BeurecrBo: Movcra3oHa @ypoara MoHofruIpar
5 1,72 uxr B nepecqere sa Mouera.:osa $ypoar 50.00 nrcr

Strength / Aosrrposra 50 mcg / 50 rnrxr Date of Mfg. /,llara npouraoacrBa 09t2022

Dosage form /
Jlerapcraexnaa Qoprua

Metered-dose nasal spray /
Cnpeft uasaaruurfi

AogHposauHsrft
Date of Exp. / I-oaeu ao 08/2024

Product code / Koa nporyrcra sRU030007E040401DK Date ofrelease I ilara BbrnycKa 29.09.2022

Batch No. / Ceprn J\b 12220557 Qty. Released / Korrqecrao
BbINVUIEHO

32,4808OT/
0raroHos

Batch size / Parruep cepur.r 34,722 BOT/ Qraxouon
Mfg.License No. /
JIuues3us Ha lrDoH3Boncrao (sorrreo) MNB/10/832

lnspection Lot No. /
PerucrpaurlosHttft Houeo aHaJrH3a

040000413907 Mfg. License Date /
JIuuenluq Ha nDolt3Boflcreo (aara) 30/04/2020

Package size / Ynaxosra 120 Doses I 120 rcz GMP Compliance certificate Date /
GMP cenrrdr,rrar (nara) t8/06/2020

Market / PuHor Russia / Poccl.rc GMP Compliance certi{icate No. /
GMP ceprudurar (nouep) GMP-01556/20lrN

Reference Specification No. /
CneuuQuraurrfl roroBoro
npoavrra J\ir

sPC-CC-063688 Reference STP No. / CnI4 "lt& sTP-CC-040944

J{! TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35Yo from the average value.
He 6oree 2-x uz 20 Ao3 (10 Hatr€urLHbrx ao3
x 10 KoHe,{Hbrx Ao3 r.t: l0 $raKoHoe) rr.roryr
I{MeTb OTKJTOHeHUe OT CpeAHerO 3HaqeHr4'
6o,lee qeu + 25 yo, v Hu oAHa ao3a He

aoJrxHa HMerb orKJroHeHr,re oT cpe.rlHero
3HaqeHur 6oree ,reNa Ha+ 35 o/o.

Ecru or 3 ao 6 .rlo3 r4Meror orxJroHeHr,r,
6oree qetr +.25 yo, Ho MeHee uerra * 35 o/0, ro
r,rcnbrrbrBaror cneayrouue 20 Qlaxonon.
He 6olee 6 rc 60 Ao3 Moryr HMerb
oTKJrOHeHne oT cpeaHero 3HaqeHfi, 6oree
qeM + 25 %o, u HI4 OAHa AO3a He AOJIX(Ha
uMeTb oTKJlOHeHr,re oT cpeaHero 3HatreHxrl
6oree qeu * 35 oA.

END / Koueu:
Minimum / Muuuuyu:99.1 Yo

Maximum / Maxcuuyru: 101 .6oh
Mean / CpeAnee: 100.0o/o

Prepared By / Iloaroronu.r Chesked Bv / flnoeenu.n \ Apnroved Bv / Oao6ou.n
Signature / [Iornucu /tY
Date / Aara

-r< luttu \Slro[.rc.r--- \f\ r r\ l-ars-z
Name/ @}IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
nolxnocrs Officer-QA Sr. OIIicer-QA Sr. Manager - QA

FCrU/QA054/08.00



gLenmank
A rrcu, rvat, irr ir new rvodd

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone : +9 1 - 17 9 5 24g3OO Fax: +9 1 - l 79 5 2493 l 0 email : gletnl:uk@b9ln2.vs!-Llstn

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@I,IKAT AHAJIII3A f OTOBOTO IPOAyKTA

6 r.t36ol
Name ofProduct /
HauMeHoaag r.te n DoavKuulr

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroaaHHoe Har.t MeHoBa Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNterasoHa dvpoara MoHorunpara cnpefi uaga.nrnufi .uoglrpoaaHHrr[ 50 nxr

Active Ingredients /
fiefi crayroulue BeuecrBa

edient:MometesoneFuroateMonohydrate5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper coAepxr4r: Aeficrsyrouee BelrlecrBo: Mol'tsra3oHa @ypoa, a MoHoru,upar

51.72 rurr B neDecqere Ha Mourcra3oHa dvpoar 50,00 urr
Strensth / -Ilorroosrca 50 mcg / 50 rr.rrcr Date of Mfg. /,ll,ara npouraoAcrBa 09/2022

Dosage form /
Jlerapcraenxaa Qoprua

Metered-dose nasal spray /
Cnpefi uasarrnurfi
,ro:HooeaHHstfi

Date of Exp. / foaen ao 08/2024

Product code / I(oa rpoayKra sRU030007E04040 I DK Date of release I [ara BbrrlycKa 29.09.2022

Batch No. / Cepun Jl! 12220ss7 Qty. Released / Konuqecrso
BbrnYrueHo

32,480BOT1
rhflaroHos

Batch size / Parruep cepun 3 4,7 22 BOT/ <lr,raronon
Mfg.License No. /
JIl,rueHgrq Ha nporr3Borcrro (somep)

MNB/r0/832

Inspection Lot No. /
PerucroauuonH brf HoMeD aHaJrlt3a

0400004 I 3907
Mfg. License Date /
Jluuexus Ha npou3Boacreo (aara)

30/04/2020

Package size / YnaKosra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / Psrnor Russia / Poccus
GMP Compliance certificate No. /
GMP ceprudurar (roruep) GMP-01556/2ollN

Reference Specification No. /
CneuuQnrauua roroBoro
nooavmra.l{b

sPC-CC-063688 Reference STP No. / CIII4 J\& srP-cc-040944

J\I TESTS / IIOKA3ATEJII'T LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OAxopoAuocru
A03HpOBaHUfl

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

lf 2 to 3 values deviate more than + 25o/o 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+25o/o and none can deviate
more than + 35Yo.

He 6oree I guaqeslrs r43 l0 onpeAeJreHr.tfi

MOXer OTKJIOHTTCfl OT CpeAHerO 3HaqeHlL
6olee, qeM Ha +25 o/o, H Hr,r oAHoro, 6oree
r{eM Ha + 35 Yo.

Elu .u.Ba vru rprr 3Har{eHI4f I,IMe}or
orKJIoHeHI4fl 6oree qelr +25%o, Ho MeHbue,
qeM + 35 oh, ro r4crrbrrbrBarcT cneAylouxe
20 Snaxonoa.
He 6oree rpex 3Har{eHr.rfi r,r3 30
onpeaeleuufi Moryr orKJroHrrbc, or
cpeAHero 3HaqeHr.{q 6olee, qeM Ha +25 oh, u
HH oAHoro, 6olee qeu sa+35 oh.

Minimum lMusum98.3%
Maximum / Maxcuruyu: 100.9%o

Mean /Cpeauee:100.0%

1( lt"
Name / OI{O
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
Phone:+91.|795249300Fax:+9l-l7952493l0email:@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII{3A f OTOBOI O IIPOAYKTA

u3ol
Name of Product /
Hal,tMeHoeaHUe nDotrYKul{ll

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHToeaHHoe H ar.r MeHoBa Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougrasosa tbvpoara MoHonrulDara cnDefi Ha:aarustfi aogfipoeaHnurfi 50 rtrrn

Active Ingredients /
{eft crayrourue BeutecrBa

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 coaepxnT: aeficrayrouee BeulecrBo: MoNtera3oHa <Dypoara MoHorl'Irpar
5 I,72 nrr B neDecqere ua Mougra:osa dypoar 50,00 urr

Strensth / no:nnoera 50 mcs / 50 rurr Date of Mfe. /.nara npoursoacrBa 09/2022

Dosage form /
Jlerapcroeuraa Qopma

Metered-dose nasal spray /
Cnpeft ua:a.nuHuI
aotuoogauustfi

Date of Exp. / foaeH ao 0812024

Product code / Koa rpoayKra sRU030007E04040 I DK Date ofrelease I Aara BbrnycKa 29.09.2022

Batch No. / Cepun JI! 12220557 Qty. Released / Korrqecreo
BblnvlueHo

32,480Bo'il
drlarosos

Batch size / Pasruep cepuu 34,722 BOT/ r[naxonon
Mfg.License No. /.
Jlnuexlus Ha nDou3Boacrso (xoMep) MNB/10/832

Inspection Lot No. /
Perucrpauuoxuufi Horuep aHaJr u3a

0400004 l 3907 Mfg. License Date /
JIHuem[q Ha nDou3Boacrso (aara) 3010412020

Package size / Ynaroerca 120 Doses I 120 noz
GMP Compliance certificate Date /
GMP cepru6nrar (aara) t8/0612020

Market / Puxolc Russia / Poccl.rs
GMP Compliance certificate No. /
GMP ceprudurar (uorueD) GMP-O1556/20ltN

Reference Specification No. /
CneuuQlrrauufl roroBoro
npoavrra J\!

sPC-CC-063688 Reference STP No. / CIII4 .]\& srP-cc-040944

TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
Microbiological Purity / Murpo6uoflorrqecrafl qrcrora

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

a3po6Hbrx 6arrepuft u
/IpoxxeBbrx r,r nJrecHeBbrx

rpu6o o (cyrr,rrraap Ho)

Test for Absence of
Specified Microorganism /
Tecr Ha cneuuQlrvecrcue
Mr{KpoopfaHr,r3Mbt:
P s eudomonas aeruginos a

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /

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

npenapara

Absence per lg (ml) of the product /
Orcyrcrrue a I r (rral) rpenapara

Absence per lg (ml) of the product /
Orcyrcraue e I r (ul) nperapara

Absence per lg (ml) of the product /
Orcyrcrane n I r (rln) rperapara

Less than l0 cfu/ml /
Mesee l0 KOE/run

Absent / Orcyrcrayer

Absent / Orcyrcreyer

Absent / Orcyrcrnyer

ture / [Ioanucs

151 t"ta,r-
Atul Kumar Akshit Bhardwaj

Sr. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91- 179 5 249310 email: glcnmark@bom2'vsrrl.net.itt

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

lr3of9
Name of Product /
Halrruesonau ue n DorvKultH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HarlMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molreragoua ibypoa, a MoHonnrpara cnDefi sasaarnrtft ,4oruponaHnsrfi 50 rrrrr

Active Ingredients /
.[eftcrayrcuue BeuecrBa

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 corepxrrr: .ueftcrsylouee BeuecrBo: MoNrsra3oHa <Dypoara MoHoruapar
5 I,72 urr B nepecqere Ha MoNrsra3oHa dypoar 50,00 urr

Strensth / -llo:[rooerca 50 mcg / 50 rr.rxr Date of Mfs. /.ll,ara nponraoAcrBa 09/2022

Dosage form /
JIercapcreeHHaa Qoprua

Metered-dose nasal spray /
Cnpefi Haoaarusrfi
noqunonassxrfi

Date of Exp. / Foaen Ao 08/2024

Product code / Koa npoayKra sRUo30007E04040 r DK Date of release / Aara autnvcxa 29.09.2022

Batch No. / Cepua J\! t2220557 Qty. Released / Koruqecrso
BbtnvureHo

32,4808OTt
6raroHoe

Batch size / Parruep ceprnn 34,722 BOT/ Saaxouoa
Mfg.License No. /
JIuueHr[q Ha nDorr3Boncrao (Ho[,tep) MNB/t0/832

Inspection Lot No. /
PerucrpaquoHn srfi uomep aHaJrr{3a

040000413907 Mfg. License Date /
JIuueHlfiq Ha nDo[3Bollcrso (aara) 30/04/2020

Package size / Ynarosra 120 Doses I 120 r.og
GMP Compliance certificate Date /
GMP ceprudurar (aara) t8t06t2020

Market / Pulnom Russia / Pocclls GMP Compliance certificate No. /
GMP ceprrdurar (xorueD) GMP-01556/20llN

Reference Specification No. /
CneuuQurauH, roroBoro
nooavKTa J\!

sPC-CC-063688 Reference STP No. / CIII| J\b sTP-CC-040944

Jlb TESTS / TIOKA3ATEJI14 LIMITS / TPEEOBAHIIfl OBSERVATIONS / PE3YJIbTATbI
16. Assay / Kofl l,rqecrseHHoe ortpeaeJreHtle

a) Mometasone Furoate /
Moueraroua $ypoa, a

From 85 Yoto ll5 o/o ofthe labeled content /
Or 85 YoAo I l5 %o or garsaeHHoro

COTIED)KAHHfl

t035% / 103,50

b) Benzalkonium chloride /
BengarroH[q xJropr,rAa

From 80 %oto 120%o ofthe labeled content /
Or 80 % Ao 120 o/o or :agnleuHoro
COAEPXAHIIfl

91.00 l91,|yo

17. Package Size / Vnaroera 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. / flo 60 vltu1 l20.uos
cycneH3HH Bo 0IaKoHe U3 noJrH3TlIJreHa
surcoxoft rrJrorHocrr,r c ,rlo3r4pylourr4M
ycrpoficrBoM r4 KpbrrxeqKofi Lt3

IIOJI},I3T}UIEHA BbICOKOfi TINOTHOCTI,I. fIO I

Snarcony BMecre c uncrpyxuuefi tro
Mear,IuHHcKoMy npr,rMeHeHr4ro B naqKe
xaDroHuofi.

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 l'oz cycneH3uu Bo abnaKoHe r43

noJIHgrI4JIeHa ertcoxofi nJlorHocrl4 c

.rlo3r4pyrcur,rM ycrpoficrBoM v
xpu[uevxoft a3 rroJrr,r3Tr4JleHa BbrcoKoft

rrJrorHocru. IIo I SiraxoHy BMecre c
xHcrpyKquefi no MeAr,rqr.rHcKoMy

TIDI{MCHCHI,ITO B IAqKE KADTOHHOI.

18. Labelins / MaprrDosrca According to ND / B coorsercrsuu c HA
19. Storage conditions /

XDaueuue
Protected from light, at temperature from l5 "C to 25 'C. Do not freeze. /
B sauuueHHoM or cBera Mecre ttDr.r reMrreDaryDe or l5 ao 25 oC. He 3aMopaxlrBarb.

20 Shelf-life / Cporc roaHocrrr 2yearsl2rom

ture / lloanucu

\f f ttfzz-
Akshit Bhardwaj
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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: glguafk@hAm2.vsnl.ne

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOI,IKAT AHAJrpr3A TOTOBOTO frpOAyKTA

t3of9
Name of Product /
HaH menoeax ue n oo,uyKulrr.l

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHtogaHHoe HallMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouerasosa tlypoara MoHonxApara cnpefi sagaarHsrfi rogllposaHHrrfi 50 rrarr

Active Ingredients /
fleft creyrouae BeulecrBa

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 coAepxgr: Aeftcrnyrouee BeuecrBo: MoMgrasoHa @ypoara MoHorxrpar
51,72 urr B nepecqere sa Morrrsra:oua dypoar 50,00 ruxr

Strength / Aosupoarca 50 mcs / 50 rvrrr Date of Mfg. /,[ata nporreoacrBa 0912022

Dosage form /
JIexapcraeHnan Qopnra

Metered-dose nasal spray /
Cnpefi nasa,ruuufi
AO3T,IPOBAHHLIE

Date of Exp. / Foaen ao 0812024

Product code / Koa npoay.cra sRUo300078040401DK Date ofrelease I lara BbrnycKa 29.09.2022

Batch No. / Cepun J\b 122205s7 Qty. Released / Ko.ruqecrso
BbrnYrueHo

32,4808OT/
daaxonos

Batch size / Parruep cepnu 34,722 BOT/ Qrarouoe
Mfg.License No. /
JluueHsrrq Ha nDou3Boncreo (xorueo) MNB/10/832

Inspection Lot No. /
PerucrpaquoHHulft roruep aHa;l.u3a

0400004 I 3907 Mfg. License Date /
Jlnuenus Ha nDor{3Bo.rrcreo (aara) 30t04t2020

Package size / Vnaxoera 120 Doses I 120 noz GMP Compliance certificate Date I
GMP cepru0urar (aara) t8/06t2020

Market / Psrsox Russia / Poccnr GMP Compliance certificate No. /
GMP ceorudnrar (rorueo) GMP-0t556/20lrN

Reference Specification No. /
CneuuQurauHfl roroBoro
npoayrra J\!

sPC-CC-063688 Reference STP No. / CIILI J\t sTP-CC-040944

Any deviation/Incident/OOS: not applicable
OrrrloHeHuq/lIHuuAeurul/OOC: He rrpr.rMeHr,rMo

Declaration ofcertification: "l hereby certifu 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."
3axflrcqeHLte o coorBercrBr.rI{: Hacrof,rrlr,rM [oATBepxAuuo, rrro rrpeAcraBJleHHa, BbtrIIe nHQoprr,rauur f,BJlgercrl
AocroBepHof lI rorrHo[. fia]fl.uat cepnr 6urla [por43BeAeHa (axlrcvar ynaxoaxy/rrlapKr.rpoBrry r{ KoHrpoJrb KaqecrBa) Ha
yxa-:auuofi BbIIIIe npol,t3BoAcrBeHHofi nnouaaKe B noJrHoM coorBercrBur4 c ,rpe6oBaHurMu Haalexaurefi
flpotrseoAc'rBenHofl flparruru (GMP) JroKaJrbHbrx peryJrrropHbrx opraHoB n rpeloBaHilrMu HopMarueuofi roryueHTaur,rur
nn-003870-221221 l"ttt pbIHKa Poccult. flporoxolrt npor43BoAcrBa, yflaxoBxr.r u rroxa3areJrr,r Kar{ecrBa.rlaHHofi cepur4 6brJrr.r
npoaHair.r3r.tpoBaHbr 14 cAeJraHo 3aKJrroqeHr4e, r{To oHr,r coorBercrByror rpe6onaHuqN,r HaAnexauefi [por,r3Bo,rlcrBeHHof
flparruxn (GMP).

Prepared By / lloaroros]rr Checked By / Ilponepu.n \Aooroved Bv / Oao6nr.n
Signature / [Ioanucr --'f (F) ---)
Date I fiara lSlrsI^-2- tCltoffi- r 11r c\ 1il,t--
Name / OI,IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
nonxHocrs Officer-QA Sr. Officer-QA Sr. Manager - QA

FCM/QA054/08.00


