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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- 179 5 249310 email: g!-qnmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI4KAT AHAJII3A f OTOBOI O TIPOAYKTA

l.t 3ol
Name of Product /
Hauuexoaanue nDonyrutlfi

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHtosaHHoe HatlMenoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNacra3oHa dvpoara MoHor[nDara cnoefi uagalrssrE aoguposaHHuil 50 rr,txr'

Active Ingredients /
[efi crayroul.re BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnper corepxlrr: leficrnyrcuee BeuecrBo: MoMerasoHa @ypoara MoHornrpar
51,72 uxr B nepecrrere Ha MoNaera3oHa $ypoar 50,00 rnrrr

Strength / Aorr.rpoara 50 mcg / 50 Nrxr Date of Mfq. /,[ara npoursoAcrBa 0912022

Dosage form /
Jlerapcrneunan Qopma

Metered-dose nasal spray /
CnpeI Hasa,ruHtrfi
AOgUPOgaHHLIfi

Date of Exp. / Foaen ao 0812024

Product code / Koa nDoavKra sRUo30007E04040 I DK Date of release I llara Bbrnycra 30.09.2022

Batch No. / Cepur.l\! 12220560 Qty. Released / Ko.rNqecrso
BbrnYuleHo

32,800 BOT/
dr.naroHos

Batch size / Pasmep cepr.nr 34,722 BOT/ giraxoHon Mfg.License No. /
JInueHrHq Ha nDoH3Bo.trcreo (rorr,reo) MNB/10/832

Inspection Lot No. /
Perucrpaquonxsril uouep aHaJrH3a

0400004 l 4065 Mfg. License Date /
Jluuessus Ha npou3Boacreo (aa'ra) 30/04t2020

Package size / Ynaronrca 120 Doses I 120 l.ot GMP Compliance certificate Date /
GMP ceprrdurar (aara) 18t06t2020

Market / Psruor Russia / Poccrq GMP Compliance certificate No. /
GMP cenrudrrar (nomep) GMP-01556/20ltN

Reference Specification No. /
CneuuQrrcautlfl roroBoro
npoavrra Ng

sPC-CC-063688 Reference STP No. / CIII4 ]1! STP-CC-040944

j\b TESTS / IIOKA3ATEJI14 LIMITS / TPEEOBAHI4.g O BSERVATIONS / PE3YJIbTATbI
I Description / Onucauue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eroro ao rroqru 6eloro qBera or
norrynpo:pavHo[ Ao uenporpavHofi
KOHCnCTeHIIITU ryCTa' CVCneH3trr.

Off white thick suspension of non-
transparent consistency. I
floqru 6enoro uBera or Henpo3paqHofi
KOHCHCTeHUTTIT ryCTaf, CyCneH3r.rr.

2. Identification / flo.ulnsHocrs
a) Mometasone Fuorate /

MoruerasoHa Qypoar
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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. / Bpeur yAepxrBaHr{,
ocHoBHoro nl,tKa Ha xpoMaTor-paMMe

r4crrbrTyeMofo pacTBopa aonxHo
cooTBeTcTBoBaTb BpeMeHH yAepxr,rBaHI,r,
ocHoBHoro nuKa Ha XpoMaTofpaMMe
cTaHAaprHoro pacTBopa

The retention time of the main pgak in
the chromatogram of sample
preparation coresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpeur yAepxuBaHr,r, ocuoBHoro
rrr,rKa Ha xpoMaTorpaMMe llc [brTyeMoro
pacTBopa coorBercTByer BpeMeHH

y.uepxr.rBaH[f, ocHoBHoro [r{Ka Ha

xpoMaTofpaMMe cTaH.rlapTHoro

DATBODA

il?rP:rq

S ltp? t t-
Sandeep Semwal
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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: glgu:gtk@bsu2Jsl_L-!9U!

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cE PTU@I,IKAT AHAJII,I3A TOTOBOIO IPOAyKTA

Name of Product /
HaNnreHoeaH He rI Do.rrvrrrlrrt

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHroeaHHoe Hau MeHoBaHr,re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moue'ra:oua Sypoara MoHoru.{para cnpefi sa:alrnsrfi aog[poaaHurrE 50 rr.rrr

Active Ingredients /
!eIcrayr,oruue 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 cnpeg coaepxrrr: leficrnyrcuee BeurecrBo: Morusraloua @ypoa.ra Mouoru.[par
51,72 narr B nepecqere Ha Mousra.gosa 0ypoar 50.00 urr

Strength /.IIotuponra 50 mcg / 50 rrrrr Date of Mfe. /,Ilara npouraorcrBa 0912022

Dosage form /
Jlerapcraeuuan Qopma

Metered-dose nasal spray /
Cnpeft na.:a,rrHsrfi
Aos14poeaHHsrfi

Date of Exp. / foaer ao 0812024

Product code / Koa npoAyKra sRU030007E040401DK Date of releas e / Ilata BbrnycKa 30.09.2022

Batch No. / Cepua J\b 12220560 Qty. Released / Korrqecrao
BbtnYuleHo

32,800 BOT/
duaronon

Batch size / Patnrep cepr.rr.r 34,722 BOT/ graxonoa Mfg.License No. /
JIuueugnq Ha nDoH3Boacrao (HoMeo) MNB/10/832

Inspection Lot No. /
Peruc'rpauuous ulft Horuep aHafl u3a

0400004 r 406s Mfg. License Date /
JIuueHg[q Ha ]rDou3Boncrso (aara) 30/04/2020

Package size / Ynaronrca I20 Doses I 120 l.ot GMP Compliance certificateDate I
GMP ceprr.rOurar (aara) 18t06/2020

Market / Prlnorc Russia / Poccnc GMP Compliance certificate No. /
GMP ceorudurcar (uomen) GMP-O1556/20lrN

Reference Specification No. /
CneuuQr.rxauus roroBoro
npoAyrra.ll!

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

Ib TESTS / TIOKA3ATENH LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ EeHra.nrcour.lfl xJropr{A
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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 lrcnbrTyeMoro pacTBopa
AOJTXHbT o6HapyNlloarscr tvK\l, no
BpeMeHaM yAepxr4BaHa' COOTBeTCTByIOUIe
rrr,rKaM ToMoJIOTOB 6eH:a.rxoH[q xJropr4,{a
Cp u Ctq Ha xpOMarotpaMMe CTaHIapTHOTO
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz
and Cr+ in the chromatogram of the
standard solution. / Ha xporvrarorpaMMe
Lrc[brTyeMoro pacrBopa
o6uapyxzearorcfl. lrxn, rro BpeMeHaM
yilep)KuBaH,lfl cooTBeTCTByrOUIr4e

rrr4KaM roMoJroroB 6eusalxouus
xJlopula Cn u Crq Ha xpOMarol-paMMe
cTaHAapTHOrO pacTBODa.

3. pH From 4.3 to 4.9 I Or 4,3 to 4,9 4.68 t4.68
4. Density / llloruocrs From 0.950 to 1.050 glcm3 /

Or 0,950 ao 1,050 r/cu3
L030 g/cm3 / 1,030 r/crvr3

5. Viscositv / Bsrrocrr From 30 to 130 cPs / Or 30 ao 130 cflr 49.2 cPs / 49,2 c[Iz
6. Osmolality /

OcNrorqrsHocru
From 250 to 350 mosm/Kg
Or 250 ao 350 uOcrra/xr

294 mOsmlKg
294 uOcu/xr

1 Leakage check /
llpoeepra Qaarona ua
repMeTuqHocTb

Absence ofany traces ofleaks / Orcyrcrene
cJIeaoB npoTertKr.r

No traces of leaks I Cneilr;, rporeqKr4
oTcyTcTByroT

8. Net content / Macca
coAelrxrr Moro d.la rcou a

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

1f I tr lt-z_
Akshit Bhardwaj



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

glenmank Distt. Solan HimachalPradesh 173205, India

Ancu.rua,ti,ranervworltt Phone: +91-1795249300 Fax: +9 l-1795249310 email: glgfp:S&@bg112.v51].!9llu

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJII43A TOTOBOTO IPOAYKTA

oI9 I ll3

Name of Product /
HarlDreHosaH ue n po,lyrurrtl

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morrasrasoua ibypoara MoHonu.rlDara cnpeft uagarrHsrfi rosr4posaHurrft 50 lrrcr

Active Ingredients /
[efi crayrcurue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ao:a cnper co.(epxl4T: geficrayrcuee BeurecrBo: MorragrasoHa Oypoara MoHoru/lpar
51,72 rvrxr B nepecqere sa Moueragona dypoar 50,00 urr

Strength /,llorupoera 50 mcs / 50 Nrxn Date of Mfe, /,Ilara npoureoAcrBa 09/2022

Dosage form /
JlerapcreeHuaa Qoprua

Metered-dose nasal spray /
Cnpefi Hasaaruufi
nogt,lposaHHrrfi

Date of Exp. / foaeH Ao 08t2024

Product code / Koa nDotryKra sRU030007E04040 I DK Date of release /,[ara BbrnycKa 30.09.2022

Batch No. / Cepnn Jlt 12220560 Qty. Released / Kornqecrao
BEt]IVIUeHO

32,800 BOT/
draxoHoe

Batch size / Parruep cepuu 34,722 BOT/ Qnarouoa
Mfg.License No. /
Jluuensus Ha nDorr3Boncrso (Homeo) MNB/10/832

Inspection Lot No. /
Perucrpaquons urft Hortrep aHaJr l,r3a

0400004 I 4065 Mfg. License Date /
Jluuenlus Ha nDou3Boncreo (aata) 30/04/2020

Package size / Ynarosra 120 Doses I 120 z.oz
GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06/2020

Market / Punox Russia / Poccur GMP Compliance certilicate No. /
GMP ceorudurar (norvrep) GMP-01556/2olrN

Reference Specification No. /
Cnequ$nrauufl roroBoro
nooavrra.l\b

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

J\I TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.[tl.tecreo
a03

Not less than 120 doses / He lreHee 120 nos 182 doses / 182 noz

10. Pump delivery /
Macca aolur

Individual dose mass: from 85% to ll5oh
of the theoretical dose mass /
Llu,.usilayaabHafl Macca aosul: or 85 %o

Ao I 15 04 or reoperuqecKofi Maccbr Ao3br;

Average mass of the dose: from 90Yoto
I l0% of the theoretical mass of the dose /
CpeAuaa Macca Ao3br: or 90 o/o Ao ll0 yo

or reoperr,{qecxoft uaccu Aoslr

Minimum / MuHurtvtytvt: 90.2%
Maximum / Marcurr.ryrra: 109.1o/o

Average / Cpeanee: 105.3%

ll Particle size /
Pa:naep qacrt,ru

Particles < lOpm in size: Not less than90Yo
tlacrnu pa3MepoM < 10 urnr - He MeHee

90%;

Particles < 30pm in size: 100%
9acruu pa3MepoM < 30 naru - 100 %

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 rurcru - aoJrxHbr
oTcyTcrBoBaTb

100.0% I t00,0yo

100.0%/100,0%

Absent / Orcyrcrayor

Prepared Bv / lloarorosur Clncked Bv / Ilnoeenun \Aooroved Bv / Oao6ou.r
Sisnature / Iloanucr --4-- ( E--
Date / lara llltolt'u --l<,lGil \w
Name / tDItrO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
,llo,'rxHocrs

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

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

Distt. Solan Himachal Pradesh 1'13205,lndia
Phone:+9l-l795249300Fax:+9l-17952493l0email:g!e@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@UKAT AHAJITBA TOTOBOTO IPOAYKTA

4of9l 4ll
Name of Product /
Hal,trueuoeaHHe nDo]IvKuur4

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenaresroaaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oria dypoara MoHor[.lDara cnpefi ualalrusrfi ao3nDosaHuufi 50 rvrxr

Active Ingredients /
.(eft crnyrourue Be urecrta

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 coaepxr4r: aeficrnyoulee BeulecrBo: MoMe'rasoHa Oypoara MoHorr4rpar
51,72 uxr B nepecqere Ha MoMera3oHa dypoar 50,00 errr

Strensth /,lloslrposra 50 mcs / 50 Mrr Date of Mfg. /,llara npoursoacrBa 09/2022

Dosage form /
JlerapcrneuHaa Qopma

Metered-dose nasal spray /
Cnpefi ua-rarrHrrfi
Ior14posaHurrfi

Date of Exp. / I-oaen ao 08/2024

Product code / Koa nDoayKra sRU030007E04040 I DK Date ofrelease I nara BbrnycKa 30.09.2022

Batch No. / Cepun Jl! 12220s60 Qty. Released / Koruqecreo
BbrnYuIeHo

32,800 BOT/
6aaroHos

Batch size / Parruep cepulr 34,722 BOT/ Qraxouon
Mfg.License No. /
Jluueulus Ha rrDoH3Bo]rcrao (Homeo) MNB/10/832

Inspection Lot No. /
Peruc-rpauuoxuuft Horuep aHar u3a

0400004 14065 Mfg. License Date /
JIHueHluq Ha nDou3Bo.[crso (aara) 30104/2020

Package size / Ynarosra 120 Doses I 120 tos GMP Compliance certilicate Date /
GMP ceorudurar (aara) t8/06/2020

Market / Pulnor Russia / Poccru GMP Compliance certificate No. /
GMP ceprudurar (uoruep) GMP-01556/20ltN

Reference Specification No. /
CneuuQuxauur roroBoro
npoAYKra Jl!

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

TESTS / TIOKA3ATEJT}I LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
Related Substances / [IocroponHue npr{Mecn

Impurity 8DM /
flpauecu 8DM

Not more than 0. l5 %o / He 6orce 0,15 oh 0.02% /0,02%

lmpurity DMC /
flpuuecu DMC

lmpurity D /
Ilpurr,lecu D

Any individual unspecified
impurity IElunuyaoit
Her{aeHr140 h ur.rponauHo fi
npr{Mec14

Total impurity /
Cyrr,trua npuuecefi

Not more than 0. l5 %o I He 6onee 0,15 o/o

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

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

Not more than 0.60 %o lHe 6oaee 0,60 o/o

0.004% 10.004%

0.014% I 0,014/0

0.013% /0,013%

0.10% / 0,10%

Spray content uniformity
(Uniformity of delivery
dose).1 Oag.opo4uocrr
e u;enO6oaViaeM On..[o3Ft

.r' . ,' ,'- , .,

,t. Y ', t

i;5,"._t)

Not more than 2 of 20 doses (l 0 initial doses
and l0 final doses from l0 vials) can deviate
more than * 25o from the average value and
not any dose can deviate more than * 35yo
from the average value.
lf 3 to 6 doses deviate more than * 25oh but
not more than + 35o/o, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than t25 % from the average value,

Beg / Haua.no:
Minimum / Mwtruuyna: 96.8%
Maximum / Maxcnuyu : 102.4%o

Mean / Cpeauee:100.0%

ll t"t.11.-
Name / <Dl,lO Atul Kumar
Designation /
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +9 t - I79 5 249310 email: elgul"ark@bau2Jiullglj!

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII'I3A f OTOBOI O TIPOAYKTA

Name of Product /
Hat,tmeHosaxne n DoayruuH

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HaHMeHoBaHt.le

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mousragoua Qypoara MoHoru,(para cnpefi Hagaarurrfi .qognposaHnrrfi 50 r,,txr

Active Ingredients /
[efi creyroulr.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 aosa cnper coAepxur: aeficteyrouee BeurecrBo: MoMgra3oHa @ypoa.ra MoHoruApar
51,72 ur<r B nepecqere Ha MoMe.rasoHa $ypoar 50.00 ruxr

Strength / AorrDosra 50 mcg / 50 rrarr Date of Mfg. / !,ara npournoacrBa 09/2022

Dosage form /
Jlerapcreexuar Qoprua

Metered-dose nasal spray /
Cnpefi ua:a,rsnrrft
.[0314DoBaHHbrfi

Date of Exp. / foaer ao 08/2024

Product code / Koa npoavr(Ta sRU030007E040401DK Date of releas e I llata BbrnycKa 30.09.2022

Batch No. / Cepun J\b 12220560 Qty. Released / Ko.nxqecrao
BbrnvlueHo

32,800 BOT/
draroHos

Batch size / Parnrep ceprr 34,722 BOT/ Saaxouon
Mfg.License No. /
Jluuexuq Ha nDou3Bo.ttcrso (HoMep) MNB/10/832

lnspection Lot No, /
PerucrpauuonNufi noueo aHaJr,t3, 0400004 1406s Mfg. License Date /

Jluuexlug Ha nDolr3Bo.trcrso (aara) 3010412020

Package size / Ynarcoerca 120 Doses I 120 tot GMP Compliance certilicate Date /
GMP ceorudurar (aara) t8/06t2020

Market / Psrsorc Russia / Poccl.rs GMP Compliance certificate No. /
GMP ceorr.rdnrar (no*ren) GMP-01556/20lrN

Reference Specification No. /
CneuuQlrraullr roroBoro
npoavrra J\b

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

Jl! TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
+ 35Yo from the average value.
He 6oaee 2-x uz 20 aor (10 Haq€urbHbrx ,rto3
u l0 xouequbrx ao3 r.rs l0 Qlarouoa) rrroryr
I4MeTb OTKJrOHeHr,re oT cpellHero 3HaqeHr4rr
6oaee qeu + 25 oA, 14 Htr oAHa Ao3a He

AOnxHa r.rMeTb oTKJroHeHr,re oT cpeAHero
3HaqeHr.r, 6olee qeu sa L 35 Yo.

Eclu or 3 go 6 ao3 xMeror orxJroHeHr,r,
6olee qeu +25 o , Ho MeHee vem * 35 %o, ro
ficrrbrrbtBaror cneayroune 20 snaroHoe.
He 6olee 6 ts 60 Ao3 Moryr HMerb
oTMOHeHHe OT CpeaHeto 3HaqeHH, 6oJlee
rreM t 25 Yo, u Hr,r o,rlHa ao3a He ,4onxHa
I,rMeTb oTKJroHeHr,re oT cpenHero 3HaqeHr,rt
6oree .rer\4 + 35 o/o.

END / Koueu:
Minimum / Munulryu: 96.0 %
Maximum / Maxcul,ryrvr: l02.7Yo
Mean / Cpeauee: 100.0o/o

t!lrolt't t (1to\t-r
Akshit Bhardwaj Sandeep Semwal

FCM/QA054/08.00



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

glenmank Distt. Solan HimachalPradesh l73205,lndia
Aoewvavri,rancwrv,rr<t Phone: +91-1795249300 Fax: +9 l-1795249310 email: g!gjgUlk@b91n2Jsl1!.!9llu

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJILI3A f OTOBOIO IPOIYKTA

ol9 I H3

Name of Product /
Ha u iyenoaaH lre n DoJIyKuult

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe Har{MeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrera3oua $ypoara MoHorr4apara cnpefi sa:aassu[ ,qosr4poaausrrfi 50 rurr

Active Ingredients /
.(efi creyrouue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5L72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper co,(epxr.rr: ,leficrayoulee BeulecrBo: Morr.rerasosa @ypoa.ra MoHorr,r.upar
51,72 uxr B nepecqcre Ha MoNaerasoua ftypoar 50,00 ruxr

Strength / nosrpoera 50 mcg / 50 rrrxr Date of Mfq. /.llara npoursoacrBa 0912022

Dosage form /
"rIera pcraex uan Qoprua

Metered-dose nasal spray /
Cnpefi nasanrnufi
nogr,rDosaHHttr

Date of Exp. / I'oaen 4o 0812024

Product code / Koa nDorvKra sRUo30007E04040 I DK Date ofrelease I ]Iara BbrrycKa 30.09.2022

Batch No. / Cepua J\! 12220560 Qty. Released / Koruqecrso
BbrnyuleHo

32,800 BOT/
6.naxoHos

Batch size / Parnrep cepulr 34,722 BOT/ t[naroHon Mfg.License No. /
Jluuenlus Ha lrDoH3Bollcrao (uomeo) MNB/10/832

Inspection Lot No. /
Perncrpaqlrona stfi Horuep aHaJr u3a

0400004 14065 Mfg. License Date /
Jluuensus Ha nDolr3Boacreo (aara) 30t04/2020

Package size / Ynaxoara 120 Doses I 120 l.oz
GMP Compliance certificate Date I
GMP ceprudurar (aara) l8/06/2020

Market / Puxor Russia / Poccr.rs
GMP Compliance certificate No. /
GMP ceorudurar (nouep) GMP-O1556/20ltN

Reference Specification No. /
CneuuQurauuff roroBoro
npoayKra J{!

sPC-CC-063688 Reference STP No. / C[l,l Ne sTP-CC-040944

Ib TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI4.g OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OAnopoasocru 
.

A03llpOBaHrrR

Not more than I value from l0
measurements can deviate from the average
value more than+25o/o and none can deviate
by more than r 35Yo.
lf 2 to 3 values deviate more than * 25%o but
not rnore than + 350/o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than+25o/o and none can deviate
more than + 35Yo.
He 6onee I gHaqeHnq r.rs l0 onpeaeJreHr,rf
MOxeT OTKJTOHflTCT OT Cpe.rlHero 3HaqeHHfl
6olee, qeM Ha +25o , r,r Hr,r oAHoro, 6olee
qeM Ha +35Yo.
Elu ABa vru rpr{ 3HaqeHur uMeK)T
oTlgloHeHufl 6OIee ,{erta *25 o/o, Ho MeHb[re,
qeM + 35 Yo, rO r4cnbrTbrBaroT CAeAyrcUI4e
20 Qnaronoe.
He 6o,ree rpex 3HaqeHhfi LB 30
onpeAeleuufi MoryT orKiroHf,rbcfl or
cpeAHero 3HaqeHuf, 6olee, qeM Ha +25 Yo, z
HI,r oAHoro, 6oree ,reN{ na+ 35 %o.

Minimum /Muuuu96.8%
Maximum / Maxcnuyur: 102.4%
Mean / CpeaHee:100.0%

Prepared By / lloaroroenr Choeked Bv / Ilooseorr \Aooroved Bv / Oao6nlrl
Sisnature / [Ioanucr +- ( &Y- _)
Date I lara

-lJ'lt"1t:--
r S\roln'u? (1rt\ Lr

Name / @l4O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
Ao,nxsocru

Officer-QA Sr. Officer-QA Sr. 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, India
Phone: +91-1795249300 Fax: +91-1795249310 email: slennrark(Obom2.vsrrl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOIIKAT AHAJII,I3A IOTOBOIO IPOIyKTA

Name of Product /
HauN.reHosaHue n po,ilvKunH

MOMA'I'RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHl,le

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueragoua Oypoara MoHorr4,(para cnpefi sagaasssrfi ,4ogl,rposaHnufi 50 rr,rxr

Active Ingredients /
flefi crayrourue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I go:a cnper coaepxlrr: geficreyrcutee BeuecrBo: MoNrsrasoHa <Dypoara MoHorlulpar
51,72 uxr B nepecqere Ha Morrasra3oHa 6ypoar. 50.00 *rxr

Strength /.I[orrpoera 50 mcg / 50 rr.rrr Date of Mfq. / Aara npo[raoacrBa 09/2022

Dosage form /
"rIera pcreeH Haa Qoprua

Metered-dose nasal spray i
Cnpefi Ha:aarnurfi
Aog14poeaHHsrfi

Date of Exp. / l'oaeH ao 0812024

Product code / Koa nDonyKra sRU030007E040401 DK Date of release I llara Bbrrycrca 30.09.2022

Batch No. / Cepun J\! t2220560 Qty. Released / Koruqecrao
BbtnvureHo

32,800 BOT/
draKoHos

Batch size / Parrvrep cepuu 34,722 BOT/ r[aar<ouon
Mfg.License No. /
Jluuenlus Ha nDo13Botrcreo (Horueo) MNB/r0/832

Inspection Lot No. /
Perucrpaunonu uft HorueD aHarlt3a 0400004 I 4065 Mfg. License Date /

JluueHsus Ha nDou3Boflcrso (aara) 30t04t2020

Package size / Ynaroaxa 120 Doses / 120 tos GMP Compliance certificateDate I
GMP ceorudurar (aara) l8/06t2020

Market / Purxorc Russia / Poccu., GMP Compliance certificate No. /
GMP ceorudurar (Homep) GMP-015s6/20lrN

Reference Specification No. /
CneurQuraullfl roroBoro
npoayrra .llb

sPC-CC-063688 Reference STP No. / CIII{ Ib sTP-CC-040944

TESTS /IIOKA3ATEJI}T LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
Microbiological Purity / Murpo6uororHqecKaq qncrora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee quc.no

a:po6nsrx 6axrepufi z
IpoxxeBbrx u nJlecHeBbrx
rpr.r6oa (cyuuapHo)

Test for Absence of
Specified M icroorgan ism /
Tecr ua cneuu0nqecKue
Mr{r(poopraHr.r3Mbr:
P s eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xelueyctolvuotre

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

npenapara

Absence per lg (ml) of the product /
Orcyrcrnue n I r (rr.lir) rpenapara

Absence per I g (ml) of the product /
Orcyrcrnue a I r (ul) nperapara

Absence per lg (ml) of the product /
Orcyrcrslre n I r (ul) npenapara

Less than l0 cfu/ml /
Meuee l0 KOEfurn

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

Absent / Orcyrcrnyer

tS1t.[Lu
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan HimachalPradesh 173205, India
Phone: +9 l - 17 9 5 249300 Fax: +9 I - I 79 5 2493 I 0 email : elenmark(0bom2.vsrffi

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

tJ l-l3OT

Name ofProduct /
HatrMeHoeaHLte fl oorrvruurt

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HatlMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molaera3oua 6ypoa'ra MoHonltnDara cnpefi Ha:aasssrfi aognponaunsrfi 50 rrrrr

Active Ingredients /
lefi crayroulue BeurecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I go:a cnper corepxr4r: reficrByrouee BeulecrBo; Morusra3oHa @ypoara MoHoraApar
5 1,72 vxr B nepecqere Ha MoMera3oHa $ypoar 50,00 urr

Strength / losnpoexa 50 mcg / 50 rraxr Date of Mfg. / Aara npor.teoAcrBa 09/2022

Dosage form /
Jlerapcroeunan Qoprua

Metered-dose nasal spray /
Cnpefi ua-:a.lrusrfi
aogr{poeaHHuft

Date of Exp. / I-oaeu ao 08t2024

Product code / Koa npoayKTa sRU030007E04040 I DK Date of retease I lla'ra BgrrrycKa 30.09.2022

Batch No. / Cepr.rn Jlb 12220s60 Qty. Released / Konuqecreo
Bbr]IvuleHo

32,800 BOT/
draxoHos

Batch size / Pasruep cepuu 34,722 BOT/ Qnarouor
Mfg.License No. /
Jluuexluq Ha npou3BoAcreo (norueD) MNB/r0/832

Inspection Lot No. /
PeructpausoHHslfi noueo aHaJr r{3a

040000414065 Mfg. License Date /
Jluueurus Ha nDorr3Bo,trcrso (aara) 30t04t2020

Package size / Ynaxoara 120 Doses I 120 tot GMP Compliance certificate Date /
GMP ceorudura'r (aara) t8/06/2020

Market / PslHor Russia / Poco.rs GMP Compliance certificate No. /
GMP ceorndrrar (uorueo) GMP-01556/20ltN

Reference Specification No. /
CneuuQurauuq roroBoro
nooavrra.lt{b

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

Jlb Tf,STS / IIOKA3ATENH LIMITS / TPEEOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
16. Assay / KonuqecrseHHoe orrpeAeJreHr.re

a) Mometasone Furoate /
MoNaerasoHa Qypoara

From 85 Yoto ll5 %o ofthe labeled content /
Or 85 % Ao I 15 o/o or sarsreHHoro
coAepxaHlrfl

104.4% / 104,4yo

b) Benzalkonium chloride /
Eeuganxourzs xJropuaa

From 80 oh to 120 Yo of the labeled content /
Or 80 % ao 120 oZ or 3aaareHHoro
co.[eDxaHr,r,

88.3% /88,30h

17. Package Size / Ynarosra

{n1"1.-'.-

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 unra 120 aos
cycneH3r.rn no Qlaxoue r,r3 noJrr43Tr,rJreHa

BbrcoKofi rrJrorHocrr4 c Ao3r4pyrou[.rM
ycrpoficrnou r.r KpbrrxeqKofi yt3

[oJrr,r3TnJreHa srrcoxofi nloruoctu. ,flo I
QraxoHy BMecre c aHcrpyruuefi no
MEAI4III,IHCKOMY TIPI4MCHEHI,I}O B NAqKE

KapToHHOfi.

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 toz cycreH3r,ur Bo $naKoHe r43

NOJIX3TI{JIEHA BbICOKOft IUIOTHOCTI4 C

,4osxpyrcur.rM ycrpoficrBoM vt

KpbrrueqKoil rI3 rroJrr,rSTllrreHa BbrcoKofi

flJrorHocrr,r. IIo I QnaxoHy BMecre c
r.rHcTpyKrlr{efi IIo MeAr.rur.rHcKoMy

TIDI,TMCHE HI,TO B TIAqKE KADTOHHOfi .

18. Labelins / Manxnooara According to ND / B cooraercrawr cHil
19. Storage conditions /

XpaseHue
Protected from light, at temperature from l5 oC to 25 'C. Do not freeze. I
B :aulurueHHoM or cBera Mecre npu reMneparype or l5 ao 25 "C. He 3aMopaxuBarb.

20 Shelf-life / Cpor ronHocru 2yearsl2rota

Name / @lIO Atul Kumar Akshit Bhardwaj

Sr. Manager - QA

FCNfiQA0s4/08.00
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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: glgglark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I4KAT AHAJrlr3A f OTOBOI O TIPOAyKTA

9of9l H3

Name of Product /
HallMeHosaHue nDo]lvrcuurc

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHtogaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerasoHa Oypoara MoHorr4nDara cnpefi Ha:aarnrrft aoll,lDoeaHHufi 50 rvrn-

Active Ingredients /
[eft crayrcrque BerlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coAepxr.rr: ,{eficT ryrouree BerrlecrBo: MoueragoHa @ypoara MoHorr,rrpar
51,72 uxr B nepecqere Ha Moneragosa dypoar 50,00 r,,rr<r

Strensth / noruooera 50 mcg / 50 rr.rrr Date of Mfe. /,Ilara nporcsorcrBa 09/2022

Dosage form /

"rlerapcreeH Haa Qoprua

Metered-dose nasal spray /
Cnpefi ua-raruHsrfi
aosnoogalrHrtil

Date of Exp. / Foaen ao 0812024

Product code / Koa nDo.trvKTa sRU030007E04040 I DK Date ofrelease I Aara Bbrnycrca 30.09.2022

Batch No. / Cepun Jl! 12220560 Qty. Released / Kornqecrao
Bl,lnv[reHo

32,800 BOT/
ihlaronon

Batch size / Parruep cepuu 34,722 BOT/ Qrarouon
Mfg.License No. /
JIt,tuemxq Ha npou3Boacrao (xoruep) MNB/r0/832

Inspection Lot No. /
PerucrDauuoguutfi uomeo aHaJr r43a

0400004 1406s Mfg. License Date /
Jft,rueHgnq Ha lrDor3Bollcrgo (aara) 30/04/2020

Package size / YnaKosxa 120 Doses I 120 tos GMP Compliance certificateDate I
GMP ceprudurar (aara) 1810612020

Market / PrlHorc Russia / Poccras
GMP Compliance certificate No. /
GMP ceorlrdurar (Horuen) GMP-0r556/20lrN

Reference Specification No. /
CneuuQurauur roroBoro
nooavrra .llb

sPC-CC-063688 Reference STP No. / CII14 J\! srP-cc-040944

Any deviation/Incident/OOS: OOT/I I 0 1 /20221 0046
Orr,roHeHuq/I,IuuuAeuru/OOC: OOT/I I 0 I /20221 0046

Declaration ofcertification: "l hereby certit/ 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. JIfl-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3arcflrc'IeHue o coorBercrBlltl: Hacrorr]Ir4M noATBepxAa]o, qro [peacraBneHHar BbrIIre I.IHOopMau]r, ,BJlrercf,
AocroBepHo[ n toqnofi. fiaauan cepur 6sraa [por{3BeAeHa (oxnrouar ynaxonxy/rrrapKr.rpoBrry 14 KoHTpoJrE KaqecrBa) Ha
yKzBaHHofi BblIUe [pol.r3BoacrBeHHofi nJror.uaAKe B noJrHoM coorBercrBr,rlr c rpe6oBaH[rMu HaAlexauefi
Ilpou:noAcroeuuoft llparruxu (GMP) Jror(€rJrbHbrx perynrropHbrx opraHoB r.r rpe6oBaHr.{rMr.r HopMarr.rsHofi AoryMeHTa\uLl
JIII-003870-221221 urs pbrHKa Poccuu. flpororonur [por,r3BoAcrBa, ynaKoBxr.r n [oKa3areJ]r,r KaqecrBa aaHHofi ceplru 6Hlu
npoaHilJll{3}rpoBaHbt I,I cAenaHo 3aKrroqeHr,re, qro oHr4 coorBercrByror rpe6oBaH}rf,M HaAJrexauefi [polr3BoAcrBeHHofi
flpaxruxu (GMP).

Date I lara 7 t,. lzz-
Name / @trlO Atul Kumar


