
gLenmank
A nm, ray for a new vorld

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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII,I3A f OTOBOIO IPOIyKTA

U3ol 9
Name of Product /
Ha[meHosaHlle nDo.rrvKrrut

MOMATRINO
MOMATPI4HO

Generic name /
HenareHroeaHHoe Hat,tMeHoBaHrre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouerasona $ypoarra MoHorurpara cnpefi HasarurHfi .(o3xpoBaunBrfi 50 ur<r

Active Ingredients /
[efi crayrcurue 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 cnpea corepxrrr: Aeftcrayrouree BeulecrBo: Morugra:osa @ypoara MonoruApar
51,72 rr,rrr B rrepecqere ua Moue,ragosa $ypoar 50.00 r"rrr

Strength /.llouposra 50 mce / 50 Mrr Date of Mfe. /.Ilata npo[rsorcrBa 1112021

Dosage form /
Jlerapctoerxaa Qopma

Metered-dose nasal spray /
Cnpefi na:anrurrfi
aoglaposagHHfi

Date of Exp. / Ioaen .qo t012023

Product code / Koa nDolrvKTa sRU030007E040401EJ .Date of releas e I llara BBtnvcKa 29.11.2021

Batch No. / Cepr.ra J{b 12210657 Qty. Released / Kouuqecroo
BbITIYUIEHO

64,800 BOT /
6raronon

Batch size / Paruep ceprra 69,444 BOT / r[rarouon Mfg.License No. /
JluueHruq Ha nDorr3Bonsrso (HoMen) MNB/10/832

Inspection Lot No. /
PerucrpauuouHuft someD agaJr u3a

0400003s97s2 Mfg. License Date /
Jluueurng Ha n Dorr3Bo.trcrso (^[ara) 30t04/2020

Package size / Yuarcoara 60 Doses / 60 aor GMP Compliance certificate Date /
GMP ceorudurar (lara) 18t06/2020

Market / Psrror Russia / Poccr,u GMP Compliance certificate No. /
GMP ceorudurar (nomen) GMP-0r556/20lrN

Reference Specification No. /
CneuuQurcauuq roroBoro
nPoAytcra J{s

SPC-CC-063691 Reference STP No. / C[I4.]\lb STP-CC-040947

.I\& TESTS /NOKA3ATEJIIT LIMITS / TPEEOBAHI4g OBSERVATIONS / PE3YJIbTATbI
Description / Ouucauue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eloro ao floqrr,r 6eloro uBera or
norrynpo:pavnoft Ao uenpospauuofi
KOHCr,rCTeHuuu ry cTafl, cycrreH3l,Ifl ,

Off-white thick suspension of non-
transparent consistency. /
noqrz 6eaoro rrBera or HenporpauHofi
KOHCT4CTeHULId ry CTa, CyCneH3Hr.

2. Identification / [IoaJrrrHHocrb
a) Mometasone Fuorate /

Momerarona Qypoar

fl;ts-"->
o'o

*,^
!

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. / Bperr,rr ylepltuBala:afl
ocHoBHoro flr,rKa HA xpoMaTorpaMMe
r4cnbrTyeMoro pacTBopa AonxHo
cooTBeTcrBOBarb BpeMeHr4 y,4epxr4BaHr,r,
OCHOBHOTO ILIKa Ha xpOMaTOrpaMMe
cTaHIapTHOro pacrBopa

The retention time of the main peak in
the chromatogram of sample
preparation conesponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpeua y4eplruBauus ocHoBHoro
flvKa Ha xpoMaTorpaMMe r,rcnbrTyeMoro
pacTBopa cooTBeTcTByeT BpeMeHX
yI.epx<LrBaHu\ ocHoBHoro IIuKa Ha
xpoMaTorpaMMe cTaH.(apTHOrO
pacrBopa

k,;;,.,,-9

Yogesh Kumar Mehta AjayKumar Garg



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

qlgnmapk Distt. Solan HimachalPradesh l73205,lndia
Anwwayroransvmrrd Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF'ANALYSIS FOR FINISHED PRODUCT
CEPTII@IrKAT AHAJTII3A TOTOBOTO IPOAyKTA

Name of Product /
HaumeHosaHue trDonvKu]r[

MOMATRTNO
MOMATPI,IHO

Generic name /
HenarenrosaHHoe HauMegoBaHtae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouvra:oua ifypoara MoHorr4rpara cnpefi uagaarsufi ro3HDoBaHHErfi 50 rvrrr

Active Ingredients /
[efi croyrouue BeulecrBa

I dose ofthe spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72rrrcgas
calculated for Mometasone Furoate 50.00 mcg
I .qosa cnper co.(epxltr: Aefimoyroruee BeugcrBo: Morr{qra3ona oypoara MoHorrurpar
51,72 vxr B nepecqerq Ha Mol4gra3oHa <bypoar 50,00 rr,rm

Stren gth / .ll,osr posra 50 mcg / 50 rrarr Date of Mfg. / .[ara nporrsoacrBa tU202t
Dosage form /
JlerapcrneuHar Qopnra

Metered-dose nasal spray /
Cnpefi naralruufi
Ao3upoBaHHErfi

Date of Exp. / Ioaes ao t012023

Product code / Koa [poAyKTa sRU030007E04040 r EJ Date ofrelease I lara BbrrycKa 29.11.2021
Batch No. / Cepun Jtb t22106s7 Qty. Released / Koruqecrso

BbtnyuleHo
64,800 BOT/
daaroHoa

Batch size / Parruep cepuu 69,444 BOT/ r[naroHoa Mfg.License No. /
Jl[uens[q Ha flporr3Boncrso (Ho[reo) MNB/10/832

Inspection Lot No. /
Perucrpaquoxuslfi Honeo aHaJrrr3a

0400003s9752 Mfg. License Date /
Jluuensus Ha [Dou3Bonsrao (aa'r'a) 30/04t2020

Package size / Ynaroera 60 Doses / 60 aos GMP Compliance certificate Date /
GMP ceorudrarar (rara) 18t06/2020

Market / Prruolc Russia / Poccr.rg GMP Compliance certificate No. /
GMP ceorudrra, (uomen) GMP-01556/20nN

Reference Specification No. /
CneunQnrauus roroBoro
npoayrra.l\&

SPC-CC-063691 Reference STP No. / CIIII J\t sTP-CC-040947

.t\tb TESTS / TIOKA3ATEJIT4 LIMITS / TPEEOBAIJI4fl. OBSERVATIONS / PE3YJIbTATbI
Benzalkonium chloride
/ EeHrg*leqryr*-xqopu4

/fit'i r-\s!o'Q*

ii t\

tffi-j
6r',r,^^"rV

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 ucnbrTyeMoro pacTBopa
AOJTXHbT ooHapyNnraftcr flr4Kn, [o
BpeMeHaM yAepxraBaHur cooTBercTByrouue
[r,rxaM toMoJroroB 6eHsalxosur xJropr4.(a
Co u Cv Ha xpoMaTorpaMMe cTaH.{apTHoro
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz

and Crc in the chromatogram of the
standard solution. / Ha xporuarorpaMMe
rrcabrryeMoro pacrBopa
o6uapyxraaalorcfl nunu, no BpeMeHaM
yAepxr{BaHr,r, cooTBeTcrByro[u4e
n[KaM roMoJroroB 6eH:alrosng
xJIopI4Aa Crz n Cru Ha xpoMarorpaMMe
craH,{aprHoro pacrBopa.

3. pH- Eryq! 4.3 to 4.9 / Or 4,3 to 4,9 4.s89 /4,589
4. Density / flnotHocru From 0.950 to 1.050 glcm3 /

Or 0,950 Ao 1,050 r/cu3
1.00 g/cm3 / 1,00 r/cu3

5. Viscosity / Bssrosrs From 30 to 130 cps / Or 30 ao 130 cIIg 55.4 cPs / 55,4 ctls
6. Osmolality /

Ocno.ns;mHocru
From 250 to 350 mOsm/I(g
Or 250 ao 350 uOcu/rr

296 mOsm/I(g
296 vOcilxr

1 Leakage check /
Ilponeprca r[.naroua ua
repMeTuqHocTb

Absence of any traces of leaks / Orcyrcmne
cJIeaoB [poTer{Kl,t

No traces of leaks I Crctst rporeqKra
oTcyTcTByror

8. Net content / Macca
coAepxilMoro d.narosa

Not less than 9.0 g / He rvrenee 9,0 r 9.29/9,2r

Prepared By / floaroroar.ur Checked By / Ilpooepra.r Approlpd By / Oao6pnn
Signature / Iloanracr wuw --P *
Dafe / nara ,E,tL 1v>t otflzlq o8\w\r,sra
Name / <DIIO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
[o.nxuocrr

Oflicer - QA Officer -QA Asst. Manager -QA

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

' Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTrIOUKAT AHAJII,T3A IOTOBOIO tIpOAyKTA

Name of Product /
HauMeHoaaHlre rr Do]rvrc[un

MOMATRINO
MOMATPI4HO

Generic name /
HenaregroaaHHoe HataMeHoBeHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgrasoHa tbypoara ruononuapata cnpefi HasaJrrgufi -rro3uDoBauHrrfi 50 rr.trr

Active Ingredients /
{eft crayrcurne BetuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgw
calculated for Mometasone Furoate 50.00 mcg
I ,aoaa cnpea coAepxr,rr: aeficrnyouee BerrlecrBo: MoMgrasoHa (Dypoara MoHoruupar
51,72 vxr B flepecqere Ha MoMgrasoHa 6ypoa.r 50.00 rrlrr

Strength /nosuooerca 50 mcg / 50 r'lrr Date of Mfs. / llara nnorasso.trcrBe tU202l
Dosage form /
Jlerapcrnennaa Qopma

Metered-dose nasal spray /
Cnpefi Hasanrnrrfi
AogupoaaHHHft

Date ofExp. / Ioaes Ao l0/2023

Product code / Koa nDoflynTa sRU030007E040401EJ Date of releas e I llara BbrnycKa 29.11.2021
Batch No. / Cepr.ra Ne t2210657 Qty. Released / Ko.nuqecroo

BLINYTUCHO
64,800 BOT /
daaroHos

Batch size / Parruep cepun 69,444 BOT / r[raronoo Mfg.License No. /
JIIaueHst,q Ha nDor,r3Bo/rcrno (norren) MNB/10/832

Inspection Lot No. /
Perugrpauuouurtfi uoneo aHaJrrma

040000359752 Mfg. License Date /
JluueHrrs Ha npolt3Bolrcrao (aara) 30104t2020

Package size / Ynaroara 60 Doses / 60 aog
GMP Compliance certilicateDate I
GMP ceprr.rdurar (aara) 18t06t2020

Market / Punor Russia / Pocczs GMP Compliance certilicate No. /
GMP cenrr.rdr.rrcer (norr en) GMP-O1556/20lrN

Reference Specification No. /
Cneur.rQr,r rauuq roroBoro
npoavrra Jlb

SPC-CC-063691 Reference STP No. / C[I4.]!b STP-CC-040947

.Nb TESTS / IOKA3ATEJII LIMITS / TPEEOBAH}IS OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko;ruqesrno
A03

Not less than 60 doses / He ueuee 60 ao: 78 doses / 78 zLos

t0. Pump delivery i
Macca aosul

Individual dose mass: from 85% to ll5o/o
of the theoretical dose mass /
Ilf.u,.us.u,-yanbuas Macca aosrr: or 85 o/o

Ao I l5 oZ or reopernvecrofi uaccu nosu;

Average mass of the dose: from 90%oto
I l0% of the theoretical mass of the dose /
CpeAnna Macca Ao3bt: or 90 o/o Ao ll} yo

or reoperraqecrofi uaccu ao:rr

Minimum / Mnnrarrayu: 93,4%
Maximum / Marcrarrryrrrl. 109.2%o

Average / Cpeanee: 105.9o/o

lt Particle size /
Pasuep qacr[q

Particles < l0pm in size: Not less thang}yo
9acruq pa3MepoM < 10 rvrrm - He MeHee
90%;

Particles < 30pm in size: 100%
rlacruu pa3MepoM <30 narm - 100%
Particles > 30pm in size: Should be absent
tlacrnu pa3MepoM > 30 urcm -.aoJrxHbr
oTcyTcTBOBaTL

',t:rt*r',":^;e #^
Absent l or.y'"r"y#{&11$4

)/'
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI,IKAT AHAJII,I3A IOTOBOIO IIPOAyKTA

4 oI9 I Cro.4 tz
Name of Product /
HauMerosaHue nDo.nvrcrruu

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe HauMeHoBaHtae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr,rera3oHa 6ypoara MoHor wDara cnDefi ua:aarsnfi aosr4poBaHnufi 50 rvrr

Active Ingredients /
.(efi crnyrcurne BerrlecrBa

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 coAepxrlr: .[eftcrnyouee BerqesrBo: Morusra3ona @ypoara MonorrrApar
51,72 urcr B nepecqere Ha MoMgra3oHa tbypoar 50.00 rrarr

Strength /.lloruposrca 50 mcg / 50 L{rcr Date of Mfg. /,(ara nporrsoAqrBa nl202t
Dosage form /
JlerapcreeHnaa Soprua

Metered-dose nasal spray /
Cnpefi uasaaurrrfi
.[oguDosagHHfi

Date of Exp. / Foaeu ao t012023

Product code / Koa nporvKTa sRU030007E040401EJ Date ofrelease I /1ara BbrnycKa 29.n.2021
Batch No. / Cepna Ne 12210657 Qty. Released / Koiruqecrso

BLIIIYUIEHO
64,800 BOT/
6aaroHos

Batch size / Pa3Mep cepult 69,444 BOT / rpraronoa Mfg.License No: /
Jluuens[s Ha [Dor{3Borcrso (Honeo) MNB/r0/832

Inspection Lot No. /
Perucrpaqnounrrfi nonep anaJr rl3a

0400003597s2 Mfg. License Date /
Jluueurug Ha nDon3Bollcrso (aara) 30/04/2020

Package size / VnarosKa 60 Doses I 60 tos GMP Compliante certificateDate I
GMP ceorrdurar (aara) t8/06t2020

Market / PuHor Russia / Poccur GMP Compllance certilicate No. /
GMP ceorrdrrer lnorven) GMP-Or556/20lrN

Reference Specification No. /
Cneur.rQr,r rauufl roroBoro
npoayrra J\b

sPC-CC-063691 Reference STP No. / CIIII.]lir sTP-CC-040947

TESTS / TIOKA3ATEJII4 LIMITS / TPEBOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
Related Substances / [ocropouuue rpr.rMecr{

Impurity EDM /
Ilprarvrecrz 8DM

Impurity DMC /
Ilpuuecra DMC

Impurity D i
flpuruecu D

Any individual unspecified
impurity / Eannraqnofi
HeraAeriluoI{IupoBaHHofi
npr{Mecr,r

Total impurity /
Cyrr,tva npnnaecefi

Not more than 0.15 %o /He 6onee 0,15 %

Not more than 0.15 Yo I He 6orce 0,15 %o

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

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

Not more than 0.60 o/o /He 6onee 0,60 o/o

Not detected/ He o6uapyxeno

0.008/ 0,008

0$1% /0,01%0

0.05% I 0"05Yo

,'1rll A.e ,]\-
./ ._-.. . J,/ \

/tn

l;, (

v,#^;
{Qrr,*r. 

"rP0.16% / 0,t6yo

Spray content uniformity
(Uniformity of delivery
dose) / OAuopo4uocru
surcso6o(naemofi Aossl

and l0 final doses from l0 vials) can deviate
more than t25oh 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 *, 25o/o but
not more th4nt JJo/o, test another 20 vials.
Not more than 6 of 60 doses can deviate

Not more than 2 of 20 doses (l 0 initial doses Beg / Havano:
Minimum / Murunuw: 100.9%
Maximum / Marcrarrlyu: 104.4o/o

Mean lCpeAnee: 102.9%

Checked By / flponepnn

Ajay Kumar Garg
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone:+91-l795249300Fu<:+9l-17952493l0email:W

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrr@rrKAT AHAJII3A TOTOBOTO IIPOAyKTA

Name of Product /
HauneHonattue n DolrvKlrr,!lr

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHTosaHHoe Hat,tMeHoBaHlre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oHa Oypoara MoHoru4para cnpefi uasaarHufi Aogr.lposauurri 50 rurr

Active Ingredients /
fleft crayrcruue BerlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper corepxl,IT: Aeficrayrouee BeuecrBo: MoMsrasoga @ypoa'ra rvronorr{Jlpar
5lJ2 ttrr B ngpecr{ere Ha Morrrqra3oHa oypoat 50"00 rrarc

Strensth /,llosrrposra 50 mcg / 50 nrr Date of Mfg. / Aara npoursoAcrBa fi12021
Dosage form /
JlerapcraeuHaa Qopma

Metered-dose nasal spray /
Cnpeft na:aarHrrfi
.[O3T,TDOBAHHEIfi

Date of Exp. / foaen ao t0/2023

Product code / Ko.q [poryrcra sRU030007E040401EJ Date ofrelease I Aara BbtnycKa 29.11.2021
Batch No. / Cepraa J\b 12210657 Qty. Released / Konrqecreo

BbINYIUEHO
64,800 BOT /
6aaroHos

Batch size / Parmep cepnu 69,444 BOT / r[aaronon Mfg.License No. /
Jluuexgus Ha nDou3Bollcrao (nomeo) MNB/I0/832

Inspection Lot No. /
Perucrpauuonnurft ttoueo aHaJru3a

0400003597s2 Mfg. License Date /
Jluuenrrs Ha n oor.t3Bo.ucrso (aara) 30t04/2020

Package size / Ynarosra 60 Doses I 60 toz GMP Compliance certificate Date /
GMP cenrudrarar /ngre) t8106t2020

Market / Psluor Russia / Pocclrs GMP Compliance certificate No. /
GMP ceprudurar (xomeo) GMP.OI556/20lIN

Reference Specification No. /
CneuuQuraunfl roroBoro
npoayrra J\b

SPC-CC-06369t Reference STP No. / CII]I .l\lb STP-CC-040947

TESTS /IOKA3ATEJIII LIMITS /TPEEOBAHIdg OBSERVATIONS / PE3YJIbTATbI
more than +25 yo from the average value,
and not any dose can deviate more than
*35%o from the average value.
He 6olee 2-x ut 20 aos (10 Ha.raruHrx ao:
n l0 xoueqsbrx Ao3 ar l0 QaaroHon) ruoryr
I,IMeTb OTKIIOHeHT4e oT cpe.(Hero 3Har{eHr,u
6olee qeu + 25oA, u Hu oAHa Ao3a He
AOJTXHa r,rMeTb oTxJroHeHue oT cpeAHero
3HaqeHri.f, 6olee qeu rra+ 35 Yo.

Ecla or 3 lo 6 Ao3 LrMeror orKIroHeHLu
6olee qeu +25 yo, Ho MeHee veM + JJ o/s, 19
r.rc[brrbrBaK,T CJreAyroqne 20 snaxonoa.
He 6olee 6 uz 60 Ao3 Motyr hMerb
orxJroHeHr4e or cpeAHeto gra.reHr4q 6oree
qeM * 25 Yo, n Hr,I OAHa Ao3a He ,rloJlxHa
r4MeTb oTKJroHeHlre or cpeAnero 3HaqeHn
6olee qena +35Yo.

END / KoHeu:
Minimum / Mranurraylr: 96,4%
Maximum / Marcnrrayu: 105.5%o

Mean / CpeAuee: 102.9%

.----.----/.'\i rr;- r.-\
-\i':l *tJj'--..
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Yogesh Kumar Mehta Ajay Kumar Garg
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Disft. Solan Himachal Pradesh l73205,lndia
Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS BOR FINISHED PRODUCT
CEPTII@I,IKAT AHAJII,I3A IOTOBOIO IIPOIYKTA

Name of Product /
HauDreHosaHue rrDorrYrcuuu

MOMATRINO
MOMATPI,IHO

Generic name/
HenarexronaHHoe HauMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{cra3ona dyDoara MoHoruaDara cnoefi HasaruHHfi ro3}rDoBagHbrfi 50 narr

Active Ingredients /
flefi crryrouue BerlecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg u
calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coAepx!fl; aeficroyrouree BerrlecrBo: Morracr"3oHa (Dypoara MoHorrutpar
51,72 rrarr B nepecqere Ha MoMsrasoHa oypoar 50.00 rrarr

Strength /Aoruposra 50 mcg / 50 Mr<r Date of Mfe. / llara noorrso.rsrBa lu202t
Dosage form /
Jlerapcraeunan Qopna

Metered-dose nasal spray /
Cnpefi nasanrHrrfi
.[O3Lf DOBaH]rBIfi

Date ofExp. / Foaen ao 10t2023

Product code / Koa nDolryKTa sRUo30007E040401EJ Date of releas e I llara Bbrrvcra 29.11.2021
Batch No. / Cepun Ne 12210657 Qty. Released / Konilqecreo

BbINYUIEHO
64,800 BOT /
6naronos

Batch size / Pasuep cepau 69,M4 BOT / r[narouon Mfg.License No. /
Jluuearuq Ha nDou3Borrcrso (HoMen) MNB/r0/832

Inspection Lot No. /
Perucrpaquonnuft nouep aHaJr !r3a

0400003597s2 Mfg. License Date /
Jlfiuenlllq Ha nDou3Boflcrao (aara) 30104/2020

Package size / Ynarosra 60 Doses / 60 aos
GMP Compliance certificate Date /
GMP ceorudrarcar (rara) t8/06/2020

Market / Psluor Russia / Poccrc GMP Compliance certificate No. /
GMP ceorudurar (someol GMP-01556/2oltN

Reference Specilication No. /
CneuuQuraqr.tq roroBoro
npoAyKra Jlil

sPC-CC-063691 Reference STP No. / CIII,I.]!E sTP-CC-040947

irb TESTS / IOKA3ATEJII4 LIMITS / TPEEOBAIII4.g OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ oAnopoAuocrs
A03r,rpoBaHI|s

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+35%.
lf 2 to 3 values deviate more than + 25o/o but
not more than + 35o/o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than+Z1%oand none can deviate
more than + 35o/o.

He 6oree I sHaqeHr,rr us l0 onpeaetesuit
MOXeT OTKrrOHrrTCf, OT CpeAHefo 3HarreHu,
6olee, qeM Ha *.25 oh, 14 Hr,r oAHoro, 6olee
.{eM Ha+ 35 o%.

Elu .[Ba iltu rpr,r 3HarreHr4, HMeror
oTMoHeHr4, 6olee qeu t25 yo, Ho MeHbrue,
qeM + 35 oh, ro [crrbrrbrBaror cneAyrouue
20 Slaxonon.
He 6oaee rpex sHaqeHr,rfi r,t3 30
onpe.{eleurfi MOryT OrKrorurTbcs oT
cpeAHero 3HaqeHr4f, 6olee, r{eM Ha t25 o/o, u
Hr,r o.(Horo, 6oree.reM Hai35 %o,

Minimum I Muruuuyu 100.9%
Maximum I Maxcurvryu I 04.4Yo
Mean / Cpernee: 102.9o/o

Yogesh Kumar Mehta Ajay Kumar Garg
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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,IOUKAT AHAJII,I3A TOTOBOI O TIPOAyKTA

U3of9
Name ofProduct /
Ha[meHosau[e IrDorvKrluu

MOMATRINO
MOMATPI4I{O

Generic name /
HenarenrosaHHoe HarrMer{oBeHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mo!,rcra3oHa ibypoara Mogorr,rJlpara cnpefi Ha3arunufi aogfiposagnufi 50 rrarr

Active Ingredients /
.I[efi crayrcruue 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 cnpea coAepxtrr: aeftcruyrouee BeulesrBo: Morr{cra3oHa @ypoara MoHonr.qpar
51,72 uxr B nepecqere ua Mongra:oHa dyDoar 50.00 rvrrr

Strength /,llosupoera 50 mcs / 50 Mrr Date of Mfg. / Aara npoursorcrBa tU202l
Dosage form /
Jlerapcraennan Qopua

Metered-dose nasal spray /
Cnpefi nasaarurrfi
,403I,TPOBAHHEIfr

Date of Exp. / foaen ao 10t2023

Product code / KoA npoAyrcra SRUO3OOOTEMO4OIEJ Date ofrelease I llara BbrnycKa 29.tt.2021
Batch No. / Ceprn JIb 12210657 Qty. Released / Ko,nuqecrno

BblIrVrUeHO
64,800 BOTi
ibraroxos

Batch size / Parmep cepun 69,444 BOT / Qnarouoa
Mfg.License No. /
Jluueuluq Ha nDo[3Boncrso (Homep) MNB/10i832

Inspection Lot No. /
PgrrcrpauuouHurfi Hopreo anaJtnsa 040000359752 Mfg. License Date /

Jluuexlug Ha nDou3Bo.rcrso (nara) 30/04/2020

Package size / Ynarosrca 60 Doses I 60 toz GMP Compliance certificate Date /
GMP ceorudurar (aara) t8/06/2020

Market / Psrnorc Russia / Poccr.u GMP Compliance certificate No. /
GMP cenrndrarcar (nonaen) GMP-01556/20ltN

Reference Specification No. /
CneuuQr,rrau?rs roroBoro
npoayrcra Jts

sPC-CC-063691 Reference STP No. / CnlI J\& sTP-CC-040947

J{b TESTS /IOKA3ATEJILI LIMITS / TPEEOBAHIIfl OBSERVATIONS / PE3YJIbTATbI
I5 Microbiological Purity / Munpo6uo.nornrrecKaq qrcrora

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee quclo
aspo6HEx 6axrepuf,r, u
ApolKxeBhrx I{ [JlecHeBbrx
rpr6or (cyr'uraapHo)

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

npenapara

Less than 10 cfir/ml /
Meuee l0 KOE/un

A-s SU;\
qb\

c)
rD

\lY

Test for Absence of
Specified Microorganism /
Tecr na cneunSuuecrue
Mr.rKpoopraHn3Mbr:
P s eudom onas aeruginos a

Staplrylococcas aureus

Bile-Tolerant
Enterobacteria /
Xenueycroftvmue
3Hrepo6aKrepnr

Absence per lg (ml) of the product /
Orcyrcrnue n 1 r (un) rperapara
Absence per 1g (ml) of the product /
Orcyrcraue n I r (rran) rpeuapara

Absence per lg (ml) of the product /
Orcyrcrrne r I r (rran) nperapara

Absent /

Absent / Orcyrcrayer

Absent / Orcyrcrayer

Checked By / flpoeepr,r.n

dyllL tlr?,t
Yogesh Kumar Mehta
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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.irr

CERTIT'ICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTLTOTTKAT AHAJrrr3A TOTOBOTO UPOAyKTA

Name of Product /
HaumeHogaxne n DorrvKurau

MOMATRINO
MOMATPI4HO

Generic name /
HenarernonaHuoe HauMeHoBant,re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra3oHa r[ypoara rrronoru4para cnpefi HasalrHrrfi,[o3[poBaHHbrft 50 rrarr-

Active Ingredients /
flefictnyrcuue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I .{ota cnpea coAepxr,rr:.Eeficreyouee BerlecrBo: Mor,rsra3ona tDypoara MoHorr,rrpar
51,72 ur<r s nepecqere Ha MoMgra3oHa dypoar 50.00 urrr

Strength / Aornposra 50 mce / 50 Narr Date of Mfs. /]lara noonrsoncrBa tt/2021
Dosage form /
JlerapcraenHaa Qopna

Metered-dose nasal spray /
Cnpefi naeaarnufi
aoguoosaHHrrfi

Date of Exp. / foaes ,uo I0/2023

Product code / Koa nDoryrcra sRU030007E040401EJ Date ofrelease I llara BbrnvcKa 29.11.2021
Batch No. / Cepua Jt{b 12210657 Qty. Released / Ko.nuqecrso

BbINYTUEHO
64,800 BOT /
draKoHos

Batch size / Pasnep cepru 69,444 BOT / Saarouoo
Mfg.License No. /
JluueHcus Ha nDolr3Boncreo (Homeo) MNB/10i832

Inspection Lot No. /
Perucrpaqnoxsslfi nonep aHaJr tl3a

0400003s9752 Mfg. License Date /
JluueHlus ua nDolr3Boncreo Orara)

30/04t2020

Package size / YnarosKa 60 Doses / 60 aos GMP Compliance certificate Date /
GMP ceprudnrar (aata) 18t06t2020

Market / Punor Russia / Poccuc GMP Compliance certificate No. /
GMP ceprudurcar (nomen) GMP-o1556/20lrN

Reference Specilication No. /
CneuuQnraurlf, roroBoro
npoAyrra.Itlg

SPC-CC-063691 Reference STP No. / CIII4 J\t sTP-CC-040947

.t\lt TESTS /TIOKA3ATEJI}I LIMITS / TPEEOBAHUq OBSERVATIONS / PE3YJIbTATbI
16. Assay / KoruqecrsenHoe onpeAerreHr{e

a) Mometasone Furoate /
MoNaerasoHa Qypoara

From 85 ohto ll5 Yo of the labeled content /
Or 85 % Ao I 15 oZ or gagsaeHHoro

coAepxaHr4rr

102.8o/o I l02,8%o

b) Benzalkonium chloride /
Bessalrorua.s xJropu,[a

From 80 %oto 120 o/o of the labeled content /
Or 80 % Ao 120 oZ or:arsreHHoro
coaepxaH14,

88.5% l88,5yo

17. Package Size / Vnaxonra

,-ff-f'.tX/;" %

L*:,

60 or 120 doses of suspension per boftle
made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One

lbottle together with the package insert per a
pardboard box. / IIo 60 wwl 120 tot
pycneHsrara ao Qlaroue fl3 noJru3THJreHa

/eurcorofi rurorHocrr,r c Ao3r{pyoulr{M
ycrpoficrnou u rpuuevxoft t43

[oJrr,DTrdreHa srrcorofi ruornocrz. llo I
Snarony BMecre c zscrpyxuraefi tto
Me.[r4ur,rHcr(oMy flpr,rMeHeHr.{rc B naqKe
rapronuofi.

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.
/ 60 toz cyc[eH3rn4 no Slaxoue ur
[oJrr4gTr4JIeHa sHcorofi [JlorHocrr4 c
Ao3rpyoqrM ycrpoficrnou n
rprrruevxofi I,rl [oJrragTuJreHa sHcorofi
rurorHocrrr. IIo I Qaarony BMecre c
ancrpyrunefi tto MeAr,rq]rHcr(oMy

[puMeHeHr4ro B naqKe raprousofi.
18. Labeling / Maprrooara According to ND / B coorsercrsnu cHA
19. Storage conditions /

XpaHenne
Protected from light, at temperature from l5 oC to 25 .C. Do not freezeJ
B gauluureHHoM or cBera Mecre rrpu reMneparyDe or l5 ao 25 oc. He 3aMoDaxr4Barb.

Checked By / II

Yogesh Kumar Mehta
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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
CEPTIIOUKAT AHAJITBA TOTOBOTO IIPOTYKTA

Any deviationAncidenUOOs: Not applicable
Orruro uen uqMH ur,lAenrul/OOC : He rrpr,rMeHr.tMo
Declaration of certification: "I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality 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-003870-28ogl6,Amend. No I dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMp..
3arnrcqeune o coorBercrBlru: HacrorullrM floATBepx.qarc, qro [peAcraBJreHHarr Bbrrue nnQoprraaurar f,BJIf,ercfl
Aocronepuofi u roqHofi. ,{annar cepua 6una [por,BBe.qeHa (nurcuaa ynaxoary/rraapKr,rpoBKy 14 Kormporb rauecrna) Ha
yxasanuoft Bbrrrre npousaorcraeHuofi rurollaAre B rroJrHoM coorBercrB[r4 c rpe6oaauurrran Ha.urexaueft
flpot'tsuoAcrneuuoft flparrnru (GMP) JIoKaJrbHbrx peryJrrropHbrx oprauoB n rpe6oaauusMn HopMarugHofi aoKweHraur4r4
JIII-003870-280916, I4sN{. Ng I or 15.04.2019, I4su..ltl! 2 or O5.O2.2O2O,uu pbrHKa Poccuu.Ilpororoln rpou3BoAcrBa,
ynaKoBKll u noKalareJII'I KaqecrBa Aaunofi cepuu 6ttnu [poaHaJrr,r3r{poBaHbr }r c.{eJraHo 3aK,rroqeHr,re, qro oHr4
coorBercrByror rpe6oaauuru Ha.urexaqeft flpousrogcTBexuoft rlpaxrurrz (GMp).

u39of
Name ofProduct /
HaaMeHosanue noonyKuun

MOMATRINO
MOMATPIIHO

Generic name /
HenareHrosaHHoe Hat.tMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oHa abyDoara MoHorulruara cnpefi ualaasuufi aosr4poBaHnufi 50 rurr

Active Ingredients /
!,efi crayrouue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I rora cnper coAepxr4T: Aeficrsyouee BerrlecrBo: Morvrsrasona (Dypoara MoHorurpar
51,72 uxr B nepecqere Ha Motvrsr?3oHa $ypoar 50,00 rurr

Strength /,iloruponra 50 mcg / 50 Nrrr Date of Mfs. / -llara noourso.,rsrBa tU202t
Dosage form /
JlerapcraeHuaa Qopma

Metered-dose nasal spray /
Cnpeft uataarusrfi
.tro3I,tDOBaHrrr,lfi

Date of Exp. / foaen ao t012023

Product code / Koa nDorrvrcra sRU030007E040401EJ Date of releas e I llara BbrnycKa 29.1t.2021

Batch No. / Cepua J\b 12210657 Qty. Released / Koruqecrao
BbITIYUIEBO

64,800 BOT /
rh.naroHon

Batch size / Parruep cepuu 69,M4 BOT/ Qnarouoe
Mfg.License No. /
JltlueHsag Ha n DormBollcrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perucrpauuoxuufi xomeo aHaJrlr3a

0400003597s2 Mfg. License Date /
JlnueHlus Ha [Dor43Bo]rcrso (aara) 30/04/2020

Package size / Ynaroara 60 Doses / 60 tos GMP Compliance certificateDate I
GMP ceorndurar (aara) 18t06t2020

Market / Punorc Russia / Poccuc GMP Compliance certificate No. /
GMP ceoru6nrar (nomeo) GMP-01556/20lrN

Reference Specilication No. /
CneuuQurauus roroBoro
npoavrra J\b

SPC-CC-063691 Reference STP No. / C[I4 I! sTP-CC-040947

Ir! TESTS /IOKASATEJII,I LIMITS /TPEEOBAHTIfl OBSERVATIONS / PE3YJIbTATbI
20 Shelf-life / Cpor ro.rruosru 2years /2rcna

(l
&,

_U

'91

Signature / llornucu

Yogesh Kumar Mehta Ajay Kumar Garg


