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

qtenmank Distt. Solan HimachalPradesh 173205, India

A rcvrui r,ranerurvrrrrl Phone: +91-1195249300 Fax: +9 l-1795249310 email: glp-nn:af"k@bg-A2l-ir1!=it9_tJU

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH@r4KAT AHAJITT3A TOTOBOI O IPOAyKTA

l' \ai+ .'.t\'ltg=r.-"y"

Il3ol'
Name of Product /
HalrnreHosaune n oo.rlvKunH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe Hat,lMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moue'rasoHa drypoara Morrornnpara cnpefi ua:arssr,rfi ao:lnponauHsrfi 50 urr

Active Ingredients /
.(efi crnyrourre BeurecrBa

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

calculated fbr Mometasone Furoate 50.00 mcg
I eosa cnper conepxur: aeficrnyrcuree BerrlecrBo: Movera:oua <Dypoara MoHorr4npar
51,72 vxr B nepecqere ua Mouera,:ona dypoar 50.00 naxr

Strength / Aorupoaxa 50 mcg / 50 rvrr Date of Mfg. / Aara nporrrsoacrBa t012022

Dosage form /
Jlexapcroexuan Qoprua

Metered-dose nasal spray /
Cnpeil Hala,ruHsrE
ao:unogagnsrfi

Date of Exp. / foaeu ao 09t2024

Product code / Koa nDoayrffa sRU030007E04040 I EJ Date ofrelease I lara Bbrnycra 29.10.2022

Batch No. / Cepr.rn j\b t2220653 Qty. Released / Konrqecreo
BbINYUIEHO

64,320 BOT t
tbraroHos

Batch size / Pa:nrep cepuu 69,444 BOT / r[naxoHon
Mfg.License No. /

"rluueu:us Ha npou3Boacrso (Horvrep)
MNB/I0/832

Inspection Lot No. /
PerucrpauuoHHslfi Horuep aHaJ! ll3a

040000420765 Mfg. License Date /
Jlsuesrus Ha nDorl3Bo.trcrso (aara) 30/04/2020

Package size / Vnarosxa 60 Doses i 60 ros GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / PurHox Russia / Poco-rc GMP Compliance certificate No. /
GMP ceprrdnrcar (soruep) cMP-0r556/2ollN

Reference Specification No. /
CneuuQurauufl roroBoro
npoavxra J\!

sPC-CC-06369t Reference STP No. / CnU J\! sTP-CC-040947

]lt TESTS / NOKA3ATENH LIMITS / TPESOBAHI4.g OBSERVATIONS / PE3YJIbTATbI
l. Description / OnncaHue White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Or 6eroro ao noqru 6eloro uBera or
nonynporpauHofi ao HenpospavHofi
KOHCI4CTeHUT{U ty CTafl cyc rreH3Hr.

Off-white thick suspension of non-
transparent consistency. /
noqru 6eroro uBera or uenpospavxoft
KOHCr.rcTeHUUr,r fycTafl CyCneH3Lrf, .

,,
Identification / [Ioa,ruuHocru
a) Mometasone Fuorate /

Monera:oua 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. / Bpeur yAepxr,rBaHut
ocHoBHoro rrrKa Ha xpoMaTofpaMMe
ficnbrTyeMoro pacTBopa AoJrxHo
cooTBeTcTBoBaTb BpeMeHH yAepxHBaHu{
ocHoBHoro [r4Ka Ha xpoMaTorpaMMe
craHAaprHoro pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation coresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bper'rr yaepxr4BaHH, ocHoBHoro
nnKa Ha xpoMaTorpaMMe xcnbrryeMoro
pacTBopa coorBeTcTByeT BpeMeHfi

yAepx[.rBaH[r, ocHoBHono nHKa Ha

xpoMaror-paMMe cTaHAaprHofo
DACTBODA

Prepared By / flparorosu,r Checked By / Ilpoeepun Approyed Bv / Oao6pur
Signature / [Ioanucr \,Y0--' aD-
Date / flara 't'{iL lrrl }.iv i t I nlt-n- 1B\t t\r,a"'^'

Name / <DI4O
Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
[o.nxHocru

Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00



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

glenmank Distt. Solan HirnachalPradesh t73205. India

A rrcu rvil ri,r r new *rrrld Phone: +91-1195 249300 Fax: +9 l-1795 249310 enrail: glgnllqrll[horn2.vsd.irSl.il

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOT4KAT AHAJII43A f OTOBO| O IIPOAYKTA

2uz2oI
Name of Product /
HanrueHosaHt.re npoaynul{u

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe Hal,rMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMela:loua tbvooara MoHorx,rDara cnoeft ua:altnsrE .ao:noosaHnsrfi 50 nrr

Active Ingredients /
!eilcrayrourue BeurecrBa

I dose olthe spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated fbr Mometasone Furoate 50.00 mcg
| 1o:a cnper conepxr.rr: aeficra1,rcutee BeruecrBo: Motrera:oHa <Dypoara MoHorullpar
5 1.72 prxr B rrepecqere ua Mourerarosa rbypoa'r 50.00 rvrrr

Streneth / no:uooera 50 mcg / 50 uxr Date of Mfe. /,Ilara nDoHrsoacrBa 10t2022

Dosage form /
JlerapcreeuHar @oprvra

Metered-dose nasal spray /
Cnpefr Ha:anuuurE

n03HDoBaHHLrfi
Date of Exp. / I-oaen ao 09t2024

Product code / Koa npoavKTa sRU030007E04040 I EJ Date of release /,{ara aurnycra 29.10.2022

Batch No. / Cepun J\t 12220653 Qty. Released / Ko.nnqecreo
BbINYlIlEHO

64,320 BOT t
0,qaxoHos

Batch size / Parruep cepnr.r 69,444 BO'l / {r,iarcouoa
Mfg.License No. /
Jluuenlus Ha nDoH3Boacrao (xomep) MNB/10/832

Inspection Lot No. /
Perucrpauuorssrfi Honaelr aHarH3a

040000420765 Mfg. License Date /
JIuueHluq Ha rlooH3Boncreo (aara) 30t04t2020

Package size / Ynaroera 60 Doses / 60 ao'r
GMP Compliance certificate Date /
GMP cenrudxrar (aara) 18106t2020

Market / PuHorc Russia / Poccur GMP Compliance certificate No. /
GMP ceprudrKar (HoMeo) GMP-01556/20lrN

Reference Specification No. /
CneulrQr.rrauus roroBoro
nooavrra Ns

sPC-CC-06369t Reference STP No. / CI]l,l ,\] srP-cc-040947

J\b TESTS / TIOKA3ATEJI14 LIMITS / TPEEOBAHH9 OBSERVAT IONS i PE3YJI bTATI,I
b) Benzalkonium chloride

/ Eeu:anrcoHltq xJropHA

' A9tj;,. ".,.\.

, l.!t .

1i

I

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cr: and Cr+ in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe ficnbrTyeMoro pacrBopa
AOJTXHbT OoHapyxunarucr rrHKH, rro
BpeMeHaM yaepxnBaHuf cooTBeTcTByrouHe
nHKaM foMOJTOTOB 6eH:arKoHr.rq xnopnAa
Crz u Cr+ Ha xpoMaTorpaMMe cTaHAapTHOrO
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C r:
and Crq in the chromatogram of the
standard solution. / Ha xpovarorpaMMe
HcnbrryeMofo pacrBopa
o6HapyxHBarorcfl nHKu, no BpeMeHaM

yaepxHBaHH, cooTBeTcTByloruue
nrrxaM r-oMoJroroB 6es:alxoHr.rR
xnopr4la Cn u Ctt Ha xpoMarorpaMMe
craHAaprHoro pacrBopa.

3. pH 't ;t , *tc.i'47 From 4.3 to 4.9 I Or 4,3 rc 4.9 4.64 I 4,64
4. Density / Ilriornocrr Fronr 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/cu3
1.030 y'cm' / 1,030 r/cv'

5. Viscositv / Bqtrocrs From 30 to 130 cPs / Or 30 ao 130 cfl: 57.3 cPs I 51,3 ctlt
6. Osmolality /

Oclro.llqruHocru
From 250 to 350 mOsm/Kg
Or 250 ao 350 rrrOcu/xn

292 mOsmlKg
292 uOcvlrcr

1 Leakage check /
llpoaeprca QtaroHa ua
repMeTItrtHocTb

Absence of any traces of leaks / Orcyrcraue
cJleaoB npoTetrKl4

No traces of leaks / Cleaur nporeqKH
oTcyTcTByror

8. Net content / Macca
coaeplruMoro 6JraKoHa

Not Iess than 9.0 g / He nreuee 9,0 r 9.2g19,2r

Prepared By / IEraroroaHr'r Checked By / IIposeprn Approved By / Oao6pua
Signature / [Iolnucu tlo lil,)I t \t/- "LDate / lara ft],,\ 7"* r 1 ,il)1'L-

- l6It[-"'t-
Name / <DI,IO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
AoaxHocrs

Officer-QA Officer-QA Asst. Manager - QA

54i08 00



Glen mark pharmaceuticals Ltd
Village: I(ishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

glenmank Distt. Solan Hirnachal Pradesh 173205, India

Anewrvai,r,rx,rew\\orrd Phone: +91-1195249300 Fax: +9 1-1795249310 email: dcnpr"aLk@b9g2J-ililJf9!.ltt

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I4KAT AHAJII,{3A f OTOBOI O TIPOAYKTA

of9 I llf

Name of Product /
Halr il.reHosaH ue n Dofl vKurrlt

MOMAT RINO
MOMAT PHHO

Ceneric name /
HenareHtoaaHHoe HaHMeHoBaHlte

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monera:oua dvooara MoHorunDara cnoefi sa:a,rslruri ao:lroosasHufi 50 nrr

Active Ingredients /
!,eft crayror-que BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ao:a cnpes corepx!'rr: aeficrayrcutee BeutecrBo: MoN4sraloHa @ypoara MoHorHnpar
51.72 nrr B nepecqere ua Molreragosa dlypoar 50.00 r,.rrr

Strength / Aorrposxa 50 mcs / 50 urcr Date of Mfg. / nara npor.rrsoacrBa 1012022

Dosage form /
"rlexapcroeHuan Qoprrra

Metered-dose nasal spray /
CnpeE Hara,rsHurfi

IO:ltpoaaHHsrfi
Date of Exp. / foaen ao 0912024

Product code / Koa npoayrTa sRU030007E04040 r EJ Date of release / Aara eurnycxa 29.10.2022

Batch No. / Cepun J\! 12220653 Qty. Released / Korr.rqecreo
BbtnvllteHo

64,320 BOT I
draxoHos

Batch size / Parnrep cepr.ru 69,444 BOT / r[,rarcouon
Mfg.License No. /
JIuueHlNs HA trDou3Bo.[creo (HoMeo) MNB/10/832

Inspection Lot No. /
PeructpauroHusrfr uonrep aHarl.l3a

040000420765
Mfg. License Date /
Jllruencuq Ha fl Dolr3Bo.trcrso (aara) 30t04t2020

Package size / Ynarcoera 60 Doses I 60 toz
GMP Compliance certificate Date /
GMP cenrndurcar (aara) t8t06t2020

Market / Psrsox Russia / Pocu.rc GMP Compliance certificate No. /
GMP ceprudurar (Horvrep)

GMP-01556/20lrN

Reference Specification No. /
CneuuQuxauuq roroBoro
nooavxra J$:

sPC-CC-06369r Reference STP No. / Ctll{ ,\b srP-cc-040947

"r1b TESTS / IOKA3ATENH LIMITS / TPEEOBAHl,Iq OBSERVATIONS / PE3YJI bTATbI
9. Number of deliveries per

container / Koruqecreo
,II03

Not less than 60 doses i He neHee 60 ao: 90 doses i90 aos

r0. Pump delivery /
Macca ao:sl

Individual dose mass: from 85% to 1l5o
of the theoretical dose mass /
14nausuayarbnaq Macca Ao3br: or 85 0/o

Ao I l5 0/o or reoperraqecKof Maccbl Ao3br;

Average mass of the dose: from 90% to
I l0% of the theoretical rnass of the dose /
CpeAHnn Macca ao3br: or 90 %o to 110 %o

or reoperuqecxofi uacclr no:ur

Minimum / MuHulryu: 96.4Yo

Maximum / Marcnuyr'r: 1093%
Average / Cpeauee: 106.6%

ll Particle size /
Parnaep qacrr.ru

Particles 5 lOpm in size: Not less than 90oh
tlacuru pa3MepoM < l0 n.rru - He MeHee

90 0h;

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

Particles > 30pm in size: Should be absent
tlacrHu pa3MepoM > 30 urmu - ao,'txHbl
oTcyTCTBOBaTb

100.0% t100,0% i r; L--i5- 
Qt",\r'...)

100.0% I 100.0o/o t:t . -r,i" ._.la,ix-,,,:>

Absent / Orcyrcrnyror

Prepared By / floaroroeu,r Checked.By / IIpoaepr.n Approved By / Oao6pun
Signature / [IoAnr.rcs

"P ltl) .

Date / flara "i(l,t\7,1v llt,l.'- -r(lrrl'l'l--
Name / OI{O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /

[o.nxHocrr
Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054i08 00



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

qlenmank Distt' Solan HimachalPradesh 173205, India

Anr*,r.^ ii,rirncu.rq,tlcr Phone: +91-1795249300 Fax: +9 l-179524931 0 email: glsurdlii@!9m2-r,5!fl=net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII43A f OTOBOTO IIPOAYKTA

H3401

Name of Product /
Ha lrmeHoaaHue n DoavKuuH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTosaHHoe HauMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMeracoHa Ovooara MoHorunDara cnpeft uasa,trurtfi rosl4posaunslfi 50 rvtrr

Active Ingredients /
[efi crayrourue BeurecrBa

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

calculated lbr Mometasone Furoate 50.00 mcg
I ao'Ja cnpen co.qepxur: aefictayrcutee BeuecrBo: MovsrasoHa @ypoara MoHorurpar
5 1.72 raxr B neDecqere ua Moverasosa dypoar 50,00 uxr

Strength / Aoruposra 50 mcg / 50 rrrrr Date of Mfe. / Aara npon3BoacrBa t012022

Dosage form /
Jlexapcreexxaa Qoprua

Metered-dose nasal spray /
Cnpeft uara,ruHsrft
ao:HnoeaHHstft

Date of Exp. / foaeu ao 09t2024

Product code / Koa rDo.avKTa sRU030007E04040 1 EJ Date of release / flara oulnycra 29.10.2022

Batch No. / Cepua Ne t2220653 Qty. Released / Kofluqecrso
Bbt]lvIIIeHo

64,320 BOT I
rh,rarouos

Batch size / Parnrep cepun 69,444 BOT / {rnaxoHon
Mfg.License No. /
JIlluex:uq Ha npoH3Boacroo (Hotuep)

MNB/t0/832

Inspection Lot No. /
Perucr-pauuouHsrfi xomeD aHarlt3a

04000042076s
Mfg. License Date /
Jluuexrun Ha npou3Boacrao (aa'ra)

30t0412020

Package size / Ynarcoara 60 Doses I 60 tos GMP Compliance certificate Date /
GMP ceprradlrrcar (aara) 18t06t2020

Market / PsrHor Russia / Poccrlc
GMP Compliance certificate No. /
GMP ceprnOurar (somep)

GMP-01556/20llN

Reference Specification No. i
CneuuQurauufl roroBoro
npoavxra l\!

sPC-CC-06369r Reference STP No. / CIII.{ J\} sTP-CC-040947

"N! TESTS / TIOKA3ATEJI14 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
12. Related Substances / IlocropoHxre npHMecll

lmpurity 8DM /
Ilpr.tvrecu 8DM

Irnpurity DMC /
[Iprauecu DMC

Impurity D /
Ilpuuecu D

Any individual unspecified
impurity I Etuupr.iroit
He uAe Hru 0 14 [r,rpoBa H Ho fi
npuMecu

Total impurity /
Cyrr,tua npr,tuecefi

Not more than 0.15 oh I He 6onee 0, l5 %

Not more than 0.15 oh I He 6oree 0, l5 %

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

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

Not more than 0.60 %o I He 6o.rree 0,60 %

Not detected/ He o6uapyxeuo

Not detected/ He o6HapyNeHo

O.O7YII O,O7% . -.-r-... 
".--,,"..-t 

$rr'v : !'

#"-
0.12% l O,l2% ' t',,. ^.\tl( Pii;;,n"coii.

1

0.02% 10,020
i

fi

t3. Spray content uniformity
(Uniformity of delivery
dose) / OAHopoAHocru
eurceo6ox.qaeMoft ao3br

Not more than 2 of 20 doses ( I 0 initial doses

and l0 final doses from l0 vials) can deviate
more than +25oh from the average value and

not any dose can deviate more than + 35o

from the average value.
If 3 to 6 doses deviate more than + 25oh bul
not more than + 35yo, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Hava,ro:
Minimum / Muuuuyrra: 96.9%
Maximum / Maxcnruyu: 101 .5%
Mean / Cpe.uHee: 100.0%

Prepared By /fl oarotoea.n Checked By / IIpoeepr.n Approved By / Oao6pr"r

Signature / [IoAnucu W\rV, ax
Date / nara '' \ [ltr\1ri't-' tl lnll L tLlrrlr."r't-
Name / <DI4O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
noaxuocru

Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Glenrnark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road,'fehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795249300 Fax:+91-1795249310 email:gleruurk@born2.vsnl.net.itt

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OT,IKAT AHAJII43A IOTOBOTO IPOAyKTA

ol9lC w1

Name of Product /
AaureHosaxre nDonvKur.rH

MOMAT RINO
MOMAT PI4HO

Generic name /
HenateHtosaHHoe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moprera:lona rbyDoara rroHoruApara cnpe[ Ha:aaussrft ro:uponaHustfi 50 rrrrr

Active Ingredients /
!eIcreyrcutue BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I nosa cnpe, coaepxHr: aeficrsyrcqee BeulecrBo: Movera:oua <Dypoara MoHot-l4apar

51.72 rvrrcr- B nepecqere Ha Moueralosa 0ypoar 50,00 ur<r

Strength / Aorupoaxa 50 mcg / 50 r'rxr Date of Mfe. /,[.ara npor3BoacrBa 1012022

Dosage form /
Jlerapcreenuar Qoprua

Metered-dose nasal spray /
Cnpefi ua:ra,rrHurii
AO:HOOAAHHSIfi

Date of Exp. / I-oaen ao 09/2024

Product code / Koa npoavrrra sRU030007804040 r EJ Date of releas e I Lara BblnycKa 29.10.2022

Batch No. / Cepua "\! 12220653 Qty. Released / Konrqecrao
BbrnYueHo

64,320 BOT I
drlaroHos

Batch size / Paruep cepuu 69,444 BOT / (r,rarconoe
Mfg.License No. /
JInuen:us Ha npou3Boacrso (Horuep)

MNB/t0/832

Inspection Lot No. /
PerucrDauuougurfi Honreo aHafl H3a

04000042076s Mfg. License Date /

"rluueHrrs Ha npoli3Boacrso (aara)
30t0412020

Package size / Ynarosra 60 Doses / 60 aor
GMP Compliance certificate Date /
GMP ceorudumar (aara) t8t06t2020

Market / Prruor Russia / PoccHq
GMP Compliance certificate No. /
GMP cepruduxar (Horuep)

GMP-01556/2olrN

Reference Specification No. /
CneuuQnxaut,tq roroBoro
npoayxra J\!

sPC-CC-06369r Reference STP No. / C[I,I ]& srP-cc-040947

Ib TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHHfl OBSERVATIONS / PE3YJI bTATbI
more than +25 oh from the average value,
and not any dose can deviate more than
+ 35%o from the average value.
He 6o,ree 2-x ut 20 ao3 (10 HaqarbHbrx no3
tu l0 xoueqHux ao3 u3 l0 Qlarcouoa) rvroryr
HMeTb OTKJ'IOHeHI4e OT CpenHero 3HaqeHl.r'
6o,ree qeN,r t 25 oh. H HH oaHa ,rr.o3a He

AOrxHa HMeTb OTKJTOHeHHe OT Cpe,(HerO

3HaqeHr4fl 6oree qeNr ua+ 35 o/o.

Ecru or 3 ao 6 ,[o3 HMercr orKroHeHufl
6oree .reN4 +25 yo, Ho MeHee .rev + 35 %0, ro
rrcrrbrrblBaror cneayrcuue 20 Q,rarcouoa.
He 6o,'ree 6 wz 60 ao3 Moryr HMerb
orruroHeHue or cpeAHero 3HaqeHu, 6onee
qeM + 25 oh, u HH oAHa ao3a He Aor.rxHa
HMeTb OTKJTOHeHUe OT CpeAHefO 3HaqeHurl

6o,ree qeu r 35 Yo.

END / Koseu:
Minimum I Muauuyu: 97.6%o

Maximum / Maxolvyr,a: 102.5o/o

Mean / Cpeauee: 100.0%

z( ' .ras's'.. >'

o'

',,./,, 
\'-

Prepared By,y' lloaroroaua Checked By i IIposepu,'t Approved By / Oao6pun

Signature / [Ioanucs LFrL) L--.r'/. t
Date / fiara 'ri[ .1'l)oLv It lfilL'.L^ talrrhrry
Name / <DHO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
.[o.nxuocrs

Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00



gLenmank
\ ncs-rvlr 6rr a neru rvr,rld

Glen rnark pharnraceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91- 179 5 249310 email; gler:uqrk-@h9rn2JirlJul,L!1

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OI4KAT AHAJII43A f OTOBOTO IPOAYKTA

6of9/Crn.6ur
Name of Product i
HalrueHoaaHue nooavKurrH

MOMAT RINO
MOMAT PHI.tO

Generic name /
HenaresroaaHHoe HaH MeHoBa Hre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monera:oua tivooara MoHornnDara cnoefi ga:aasHsrfi ao3fiDoaaHnurfi 50 prrr

Active Ingredients /
[eiicrayrourue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51,72 mcg as

calculated fbr Mometasone Furoate 50.00 mcg
I lora cnper corepxxr: aeficrayrcutee BeulecrBo: Mouera:oua Oypoara MoHoruApar
51,72 prr<r B nepecqere ua MouerasoHa dlypoar 50,00 vrr

Strength / !,orrapoarca 50 mcp, / 50 urr Date of Mfg. / Aara npor3BoacrBa t0t2022

Dosage form /
"rlerapcrneHnan Soprua

Metered-dose nasal spray /
Cnpeil Ha:aruHslfi
nO3t'IDOBaHHLIfi

Date of Exp. / Foaeu ao 09/2024

Product code / Koa nDo,uvKra sRU030007E04040 1 EJ Date of release / flara aulnycra 29.10.2022

Batch No. / Cepun Ne 12220653 Qty. Released / Ko,rilqecrao
BbrnvrlleHo

64,320 BOT t
0,raxoHos

Batch size / Parnep cepru 69,444 BOT / <lraaxouoa
Mfg.License No. /
JIuueH:uq Ha nDolr3Boacrso (roMep) MNB/10/832

Inspection Lot No. /
Perucrpaquouuuril soruep aHAJru3a

04000042076s Mfg. License Date /
"rluuesllrs Ha n Do[3Boltcrao (aara) 30104t2020

Package size / Ynaroarca 60 Doses / 60 aor
GMP Compliance certificate Date /
GMP cenrr.rdurar (aara) 18t06t2020

Market / Pulror Russia / Pocolr GMP Compliance certificate No. /
GMP cenrudurar (xonaeo) GMP-0r556/2o/rN

Reference Specification No. /
CneuuSurauuq roroBoro
npoayrra Ns

sPC-CC-06369r Reference STP No. / CtI14 J\b sTP-CC-040947

J\! TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHHfl OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units

/ OaHopoauocrs
ao3rrpoBaHus

Not more than I value fiom l0
measurements can deviate fi'om the average
value more than + 25%o and none can deviate
by more than + 350/o.

If 2 to 3 values deviate more thanr25Yobut
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than*259to and none can deviate
more than * 35Yo.

He 6o,ree I :Ha.ieHHs us l0 onpeaeneHufi
MOXeT OTKJIOHTTC' OT CpeAHerO 3HaqeHH'
6o,ree, qeM Ha +25 o/o, 14 Hr.t oAHoro, 6olee
qeM Ha + 35 Yo.

Elr.r aBa vrn rpH 3HaqeHH, HMercT
oTKroHeHH, 6o,ree .rev t25 9/o, Ho MeHbue,
,{eM + 35 %o, tO ucnbrTbrBatoT cneAyrcluHe
20 Snaxouoa.
He 6o,ree rpex snaqeHuft vB 30
onpeAe,reHuft Moryr orKJroHrrbcf or
cpeAHero 3HarreHlt, 6oaee, qeM Ha + 25 oh, u
HH oAHoro, 6onee qeNa na + 35 o/o.

Minimum / MuHunayu 96.9%
Maximum / Maxcunaynr: 1015%
Mean /Cpeanee: 100.0%

\L, s J/--.

,-l

rQl

riI!

Prepared By / Checked By / flpoaepun Approved By / Oao6pu,r

u.T tltrl LoLLDate / flara Itln lr-
Atul KumarName / tDI,lO

Yogesh Kumar Mehta

Designation /

Ao,rxuocrs
Asst. Manager - QA



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

glenmank Distt. Solan HimachalPradesh 173205, India

Ancu,uavr,rane,vrvortcl Phone: +91-l'795249300 Fax: +9 l-1795249310 email: gl-e11nrAli-@-Uafn2J_!!,1,!etM

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I4KAT AHAJIT43A IOTOBOIO TIPOAyKTA

of 9 I Cro.1 ut 9l.t3

Name of Product /
Hal,lMeHosaH]re n DonvKul.iH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HailMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Movera:oHa Oypoala ilroHorH.qpara cnpeii Ha:a,rrHrrfi rolr.rposaHurrE 50 rtar<r

Active lngredients /
{eft cray ro ullre Be [lecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated tbr Mometasone fruroate 50.00 mcg
I 1o:a cnper coAepxnr: aeiicrnyrcqee BeuecrBo: Mouera:oua Oypoara MoHorurpar
51,72 uxr B nepecqere Ha Moue'raloua dlypoar 50.00 vxr

Strength /,i[oruposra 50 mcg / 50 uxr Date of Mfe. i nara noou3BoacrBa t0t2022

Dosage form /
JlexapcraeuHan Qoprua

Metered-dose nasal spray /
Cnpeii ua:ansHurii
ao:l.roosaHHsrfi

Date of Exp. / I-oaeH ao 09/2024

Product code / Koa nDolrvKTa sRU030007E04040 I EJ Date of releas e I Aara BbrnycKa 29.t0.2022

Batch No. / Cepun L\b 12220653 Qty. Released / KoflHqecrso
BbrnYuleHo

64,320 BO1' t
dt,raxosoa

Batch size / Pa:nrep cepuu 69,444 BOT / Qlarorron
Mfg.License No. /
Jlrueurun Ha npon3BoAcrso (Ho[aep) MNB/10/832

lnspection Lot No. /
Perucrpaquoux slii uoruep aHaJr n3A

040000420765 Mfg. License Date i
Jluueutlrq Ha n por.r3Boacrao (aara) 3010412020

Package size / Ynaxosra 60 Doses / 60 ao: GMP Compliance certificate Date /
GMP ceprndurar (aara) t8t06t2020

Market / PurHorc Russia / Pocorr GMP Compliance certificate No. /
GM P ceorudxxar (uonrerr) cMP-0 t 556/20/tN

Reference Specification No. /
CneuuQrraqHe roroBoro
ntroayxra i\jr

SPC-CC-06369 I Reference STP No. / CtlU Ii sTP-CC-040947

Ib TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHHfl OBSERVATIONS / PE3YJIbTATbI
t5 M icrobiologica I Pu rity / M urcpo6uoJroruqecKafl q ucrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / 06utee .iHc,.ro

aspo6Hbrx 6axrepufi u

apolKxeBbrx H [J]ecHeBbt x
rpH6oB (cyrr,trvapHo)

Not more than 102 cfu per lg (ml) of the
product / He 6o,ree 102 KOE a I r (vn)
npeIapara

Less than l0 cfulml /
Mesee l0 KOE/nn

I -_-
Test for Absence of
Specified Microorganism /
Tecr Ha cfieuHQltqecKHe
MtlnpoopraHu3Mbt:
P s eudoru onas oerug inosa

Staphylococcus aureus

B ile-Tolerant
Enterobacteria /
Xerueycroiiru4Bbte
3Hrep06aKrepu14

Absence per I g (ml) of the product /
Orcyrcraue n I r (trn) npenapara

Absence per I g (ml) of the product /
Orcyrcraue a I r (uu) rperapara

Absence per I g (ml) of the product /
Orcyrcraue a I r(m,r) npenapara

Absent / Orcyrcrayer

Absent / Orcyrcrnyer

Absent / Orcyrcrayer

C/,1r,1.'-
.J,.

lt: i:,.

Prepared By / flparorooun Checked By / flpoeepu.n Approved By / Oao6plra
Signature / [Iornucs ,$'vl--- *-T- d-
Date / lara u%(tpl )av> -1[lrrlt't- t6lrt lrr"u
Name / <DHO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /

flolxHoc'rs
Officer-QA Officer-QA Asst. Manager - QA

FCM/QA0s4/08 00



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

glenmank Distt. Solan Himachal Pradesh 173205, India
A,cuunlrirranc,rrv.rrd Phone: +91-1795249300 Fax: +9 l-1'795249310 email: glqryrlgL@lqmz.yi4h9!._1tf

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I{KAT AHAJII43A f OTOBOTO IPOAyKTA

Name of Product /
HaltmeHoaaHue n DoilvKUrru

MOMAT RINO
MOMA]'P14HO

Generic name /
HenareHrogaxHoe HauMeHoBAHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueratoua Oypoara rloHoru.xDal'a cnoeft Ha:aarrrbrfi ro:Hooaaunurft 50 lrr<r

Active lngredients /
[efi crayrourue BeulecrBa

I dose of the spral' oontains: Active ingredient: Mometesone Furoate Monohl,drate 51.72 mcg as
calculated tbr Mometasone Furoate 50.00 mcg
I aora cnper corepxuT: geficrayrcutee BeluecrBo: Mouera:oHa <Dypoara MoHotr4Apar
51.72 r',tr<r B nepecqere Ha Mouerarosa drvooar 50.00 ,r,lm

Strength / AorupoeKa 50 mcg / 50 vrr Date of Mfg. / flara npo]r3BoAcrBa 1012022

Dosage form /

"rlera pcraeH raa Qopnra

Metered-dose nasal spray /
Cnpefi uarzurrHurfi
.tro314poBaH HLrI

Date of Exp. / l-oaeu ao 09t2024

Product code / Koa npoAyKra sRU030007E04040 I EJ Date of release /:llara aurnycxa 29.10.2022

Batch No. / Cepun J\ir t22206s3 Qty. Released / Ko,rrqecrao
BbrnYrueHo

64,320 BOT t
rh,qarcoHoa

Batch size / Parrrrep cepnu 69,444 BOT / (rnaxouoe Mfg.License No. /
JIuueH:us HA n Dor.r3Boncrao (Hon'reo) MNB/10/832

Inspection Lot No. /
Perucrpaqllouu urii Horuep aHar'r u3a

04000042076s Mfg. License Date /
"rluuesrvR Ha nDou3Boacrso (aara) 30/04t2020

Package size / Ynarcosra 60 Doses / 60 ro:t
CMP Compliance certificate Date /
GMP ceorrdurar (aara) 18t06t2020

Market / PsrHor Russia / Poccus GMP Compliance certificate No. /
GMP ceprudurcar (Honreo) GMP-01556/20lrN

Reference Specification No. /
CneuuQHrauHs roroBoro
npoayrra J\!

sPC-CC-06369 t Reference STP No. / C[]I{ }t sTP-CC-040947

J\! TESTS / tIOKA3ATEJII,I LIMITS i TPEEOBAHHfl OBSERVATIONS / PE3YJIbTATbI
16. Assay / Ko,rlr.lecrneH Hoe ortpeaeJreHHe

a) Mometasone Furoate /
Monera:oHa <!ypoara

From 85 o/oto l15 % ofthe labeled content /
Or 85 % no I l5 %o or :asa,leHHoro
CO,[CD)KAHHfl

t04.3% I 104.3%

b) Benzalkonium chloride /
EeHsarxoHuq xnopHAa

From 80 oh to 120 o/o of the Iabeled content /
Or 80 % Ao 120 o/o or :assreHHoro
coAepxaHlrfl

93.3% 1933%

17.

t

Package Size /

:6ii] 
-''

Ynarcosxa

,s:)" .

l.^,\.

'; -.

(rtr^\"t-

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. / tlo 60 vtu 120 ,qor
cycneH3HH eo Saaxoue h3 noJrHSTr{JreHa

eurcoxoil nJ'roTHocrH c ,qo3hpyloulHM
ycrpoftcraorrl u rpurureuroft A3

noJrlr3Tr{reHa BbrcoKoft n,rorHocru. flo I

SnaxoHy BMecre c uucrpyruneft no
MeAHUHHCKOMy trpHMeHeHHrc B [aqKe
xaprouuofi.

60 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 60 loz cycneH3nu eo SraxoHe ur
noJI14?THJIeHa surcoKofi nJ'rorHocrrl c

Ao3apytorurrM ycrpoftcrnov u

KpbruetrKoil l43 noJ]H3THJrerja surcoroil
nnorHocra. flo I QnaxoHy BMecre c

uHcrpyxuuefi IIo Mear.ruHHcr(oMy

npHMeHeHHrc B naqKe raDrouHoI.
18. Labeline / ManKuoosxa According to ND / B coorsercrn vn c Hil
I9. Storage conditions /

XpaneHue
Protected frorn light, at temperature from l5 oC to 25 "C. Do notfreeze. I
B saunuleuuoM or cBera Mecre nDll reMneDarvDe or l5 lo 25 'C. He 3aMoDaxuBarb.

Prepared gf / loaroroeu.r Checked By / [poeepn,r Approved By / Oao6pu,r
Signature / [Ioanncu

'px4) ---+- *
Date / nara ' 

ui (,ltrt ) x Lw tlltl 't't- lAltrlfrt -

Name / @I,lO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /

!o,rxnocru
Officer-QA Officer-QA Asst. Manager - QA

FCM/QA0s4/0tt 00



glenmank
r\ ncu wl tirr a ntrv rvoril

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

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +9 l-1795 249310 email: glsnt:.s&@b-UnZ.vsld.nglJn

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII43A TOTOBOI O IIPOAyKTA

Any deviation/lncident/OOS: Not applicable
Orr,rouenus/l4squAeursl/OOC: He npHMeHuMo

Declaration of certification: "l hereby certif,/ that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementioned site in full compliance with the CMP
requirements of the local Regulatory Authority and with the normative document no. JIII-0038'70-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3arclrcqeune o coorBercrBHrr: HacrorrurlM noATBepxAaro, rrro npeacraBneHHar Bbrue raHQopnrauun sBJIflerct
aocroaepHofi tl roqHofi. .{auuan cepur 6st,ra npoH3BeaeHa (ar,rrovar ynaroexy/ruapKupoBlry H KoHTponb xauecraa) Ha
yxa:auuofi Bblule npon:noacreeHuoft rtnouaAKe B noJrHoM coorBercrBt4H c rpe6onaHurrran HaAlexauleil
flponssoAcrseuHoil flpaxruru (CMP) JrorilrrbHbrx perynflropHbrx opraHoB H rpe6onaHrzflMH HopMarHnHoft aoxyveHrauuH
nfl-003870-221221 tlts pbrHKa Poccuu. Ilporoxonsr [pou3BoacrBa, ynaKoBKu H noKa3areJrH KaqecrBa LaHHoit cepun 6ur,ru
npoaHanlr3HpoBaHbt H c,[enaHo 3aKJrroqeHHe, qro oHH coorBercrByror rpe6oeauulv Han.nexaureft flpon:aoacraeHHoii
llparrnxn (GMP).

u1ol
Name of Product /
HalrlrexoaaHue n DorvKuHH

MOMAT RINO
MOMA'f PHHO

Generic name /
HenaleHroeaHHoe HarlMeHoBAHrle

Mometasone Furoate Monohydrate Nasal Spra1, 50 mcg
MovelaLoHa Ovooara NtoHor-HrDara cnoeil ga:a,rurrt tfi ao:uoonasHsrfi 50 uxr

Active Ingredients /
{eft croyroutue BeulecrBa

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

calculated lbr Mometasone Furoate 50.00 mcg
I 1o:a cnper colepxHT: AefrcrgyrcLuee BeuecrBo: Movera:osa tDypoara MoHort4,[par
51,72 rrrr<r B nepecqere sa Mourerasosa fiypoar 50,00 r'lrr'

Strength /.llosnpoera 50 mcs / 50 r"rxr Date of Mfe. / nara rpou3BorcrBa t0t2022

Dosage form /

"rlerapcraeuHan Qopnaa

Metered-dose nasal spray /
Cnpefi Hara,ruusrfi
;lOrtlPCraaH Hrtfi

Date of Exp, / foaeH ao 09/2024

Product code / Koa nDotrvrcra sRU030007E04040 I EJ Date of releas e / [a'ra Bblnycxa 29.10.2022

Batch No. / Cepua J\! 12220653 Qty. Released / Ko.nriqecrso
BblnyuleHo

64,320 BOT t
dl,raKouoe

Batch size / Parruep cepur.r 69,444 BOT / (r,rarcouon
Mfg.License No. /
"rluueulrrq Ha nDoHlBo.trcrao (HoMeo) MNB/10/832

Inspection Lot No. /
PerucrpaqnoHuulI uouep aHafl u3a

04000042076s Mfg. License Date /
JluueHrnq Ha npou3Boacreo (aara) 30104t2020

Package size / YnaKoara 60 Doses / 60 ,ror GMP Compliance certificate Date /
GMP ceoruduxar (aara) t8/06t2020

Market / Psruox Russia / Poccur GMP Compliance certificate No. /
GMP ceorndurar (sonaen) GMP-0r 556/20il N

Reference Specification No. /
CneurQlttcaqre roroBoro
nooavrra J\!

sPC-CC-063691 Reference STP No. / Ctll.I J\! srP-cc-040947

l\b TESTS / IIOKA3ATEJI14 LIMITS/TPEEOBAHHf I OBSERVATIONS/PE3YJIbTATbI
20 Shelf-life / Cporc rotrHocru 2years l2rota

Prepared By /7flo4roroeu,r Checked By / IIpooepn.n Approved By / Oao6pr,r
Signature / fioanncu

"!rt4.:' (--l 4-
Date / lla-ra {- tt lt,t loLV I t lttltt- l4lrt y?r-
Name / OI4O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /

[onxHocrs
Officer-QA Officer-QA Asst, Manager - QA

A054/08.00MiQ


