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

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795249300 Fa"r: +91-1795?49310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOIIKAT AHAJITBA TOTOBOTO IIPOTYKTA

Name of Product /
Ha[menoaaH[e nDorrvK[lru

MOMATRINO
MOMATPI4HO

Generic name /
HenareHtosanHoe HauMeHoBaHI{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrgra3oua Oypoara MoHonirpara cnpefi uasaarurrfi Aoer,rpoBaHnsrfi 50 rrarr

Active Ingredients /
[eficroyrcuue BeuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 5l .72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aosa cnpes co.uepxnr: aefimsyrouee BeulecrBo: Morusrasoua @ypoata vouorruIpar
51,72 urr B uepecqere na Mousra:osa ibypoar 50.@ urr

Strength / Aoguposrca 50 mcg / 50 nrcr Date of Mfe. / .llara nporssollcrBa t0D02t
Dosage form /
Jlerapcrnennar Qopma

Metered-dose nasal spray /
Cnpefi naranrHuil
,[ognDoganHrrfi

Date ofExp. / Ioaen ao 09/2023

Product code / Koa npollyrcra sRU030007547040|DK Date of releas e I llara Burnycrca 31.10.2021

Batch No. / Cepur J\b 12210630 Qty. Released / Koruqecrso
BbIIIYIIIEHO

32,400BOT1
6aarogoa

Batch size / Parmep cepr.ru 34,722 BOT/ rfnarconoa Mfg.License No. /
Jl[uenrug Ha nDo[3Bongrso (HoMen) MNB/10/832

Inspection Lot No. I
Perucrpauuonuufi Homeo axaJtu3a 040000356921 Mfg. License Date /

Jllluexrnq Ha noou3Borsrso (aara) 30104/2020

Package size / Ynarosrca 120 Doses / 120 rcz GMP Compliance certificate Date /
GMP ceorudrrar (aara) t8/06/2020

Market / PslHor Russia i Poccr.r.fl GMP Compliance certificate No. /
GMP cenrrbrrar (nouen) GMP-o1556/20lrN

Reference Specification No. /
CneuuQurauur roroBoro
npoaYrra Jlb

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

Ns TESTS / TIOKA3ATEJII,I LIMITS / TPEBOBAHUq OBSERVATIONS / PE3YJIbTATbI
t Description / OnucaHue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eloro Ao rroqrtz 6eloro uBera or
norrynpospa.ruoil Ao uenpospauuofi
KOHCUCTeHUI{U ry Crafl cycleH3urr.

Off white thick suspension of non-
transparent consistency. I
Iloqra 6enoro rlBe'ra or nenpospauuofi
KOHCLICTeHUI,IU ry C'rAfl CyC[eH3LIr.

2. Identilication / IloA.nuHnocrr
a) Mometasone Fuorate /

Monerasona Qypoar

ASs L,-:.:

r) \
'{r\lj

The retention time of the main peak in the
chromatogram of sample prefaration should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpeua yAepxrrBaHr,rf,
OCHOBHOTO ILIKa Ha xpOMaTOrpaMMe
I'rc[brTyeMoro pacTBopa AoJrxHo
cooTBeTcTBOBaTb BpeMeHr4 yAepxr4BaHr.tt
ocHoBHoro nru(a Ha xpoMaTorpaMMe
cTaH.qapTHor-o 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.
/ Bperraa yAepxr,rBaHr4, ocHoBHoro
[r,rKa Ha xpoMaTorpaMMe r,rcnbrTyeMoro
pacrBopa coorBgrcrByer BpeMeHr4

yIlep)KVBaHVg, OCHOBHOTO [r4Ka Ha
xpoMarorpaMMe crarutaprHoro
DATBODA'J 4. l

'.",', o2llt' 1u 1''(k-,n., 
*^"ry

Name/ OIIO
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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{OI,IKAT AHAJII,I3A f OTOBOIO IIPOAyKTA
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Name of Product /
HanmenogaHue nDoryKuurn

MOMATRINO
MOMATPLIHO

Generic name/
HenareHrosaHHoe HauMeHoBaHt.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol{srasoHa $ypoara Mouorurp6a cnDefi uaralrnufi aoguposauurrfi 50 narr

A,ctive Ingredients /
!,efi crryroutlle Be[IecrBa

I dose ofthe spray contains: Active ingreaie
calculated for Mometasone Furoate 50.00 mcg
I Ao:a cnpea co.aepxur: ,qeftcrs)rcuee BerrlgcrBo: Morucra3ona Oypoara MoHorr,rApar
51,72 uxr B [epecqere na Monrgrasosa dyooar 50.00 rur<r

Strength / Aosrposra 50 mcg / 50 rrlrr Date of Mfs. / -llara nno*meo,rcrBa t0/2021
Dosage form /
Jlerapcroeunan Qopma

Metered-dose nasal spray /
Cnpefi na.sanrnrrfi
.tosupoBaHHHfi

Date ofExp. / Ioaen ao 09/2023

Pioduct code / Koq nporyrTa sRU030007547040LDK Date of releas e I [ara BbrnycKa 3t.10.2021
Batch No. / Cepran Jlb t2210630 Qty. Released / Kbar.rqecrno

BbrnvrueHo
32,4008OT/
ihlaroson

Batch size / Pa*rep cepuu 34,722 BOT/ r[naronon Mfg.License No. /
Jluuenr[g Ha nDor,BBo.trcrno (nopren) MNB/t0/832

Inspection Lot No. /
Perucrpaquosnufi sonep aHan u3a

040000356921 Mfg. License Date /
Jlnuensus Ha nDou3Boncrno (aara) 30/04t2020

Package size / YnarosKa 120 Doses / 120 aos GMP Compliance certificateDats I
GMP ceorudurar (aara) t8/06/2020

Market / Pusorc Russia / Poccus GMP Compliance certificate No. /
GMP ceorradurcar (norren) GMP-o1556/20lrN

Reference Specilication No. /
Cneuu0urau[q roroBoro
nporvrra Jl!

sPC-CC-040424 Reference STP No. / CnU m STP-CC-030230

.Nb TESTS /NOKA3ATEJIII LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
b) Itenzalkonium chloride

/ EeHsamcoHtrfl xJroprrA
z--*- -

)/ ii,-c

,'i' u j /-'-'" '' "'i.'
i.b'

/-t r

lct
(i" #^
xk-'n.* 

^,9

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Crn in the

of the standard solution. / Ha

\poMarorpaMMe r4c[brTyeMoro pacrBopa
'.nblNuur o6uapyNnnarucr ilytKLt, no
*BPeMeHaM yAepxr4BaHr,r, coorBercrByroque

noMoJroroB 6eH:zutrcoHlrg xJropr{Aa
z u Cu Ha xpoMarorpaMMe cTaH.qaprHoro

pacrBopa.

The chromatogram of the sample
solution contain peaks coresponding
to the retention times of peaks of
benzalkonium chloride homologues C rz
and Cr+ in the chromatograrn of the
standard solution. / Ha xporrlarorpaMMe
r,rcflbrTyeMoro ' pacTBopa
o6Hapyxraarorcfl, rrvtKyt, tro BpeMeHaM
yAep)KuBaHnA cooTBercTByrouxe
[]rKaM roMoJroroB 6eu:alrouus
xJIOpIIAa crz U cv Ha XpOMaTOrpaMMe
cTaH.[aDTt{Ot'O nacrBona

3. pH From 4.3 to 4.9 I Or 4,3 to 4"9 4.671/4.671
4. Density / IlrorHocrr From 0.950 to 1.050 !cm3 I

Or 0,950 ao 1"050 r/cu3
0.991g/cm3 10,991rlcv3

r. Viscosity / Bs:rogrs From 30 to 130 cPs / Or 30 ao 130 cIIs 57.1 cPs /57,1 cITz
6. Osmolality /

OclvronqruHosrr
From 250 to 350 mOsm/Kg
Or 250 Ao 350 uOcu/rr

293 mOsm/Kg
293 uOcrr,r/nr

Leakage check /
Ilponepma Q.naroxa na
repMeTuqHocTb

Absence of any traces of leaks / Orcyrcran-
cJIe.4OB npoTeqKil

No traces of leaks / Cle.Eu rporeqKu
oTcyrcTByroT

8. Net content / Macca
coAepxr{Moro $larosa

Not less than 18.0 g / He uenee 18,0 r 18.3 g/ 18,3 r

Atul Kumar
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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:glennrark@bom2.vsnl.net.in

CERTIF'ICATE OF ANALYSIS X'OR F'INISHED PRODUCT
cEpTIr(Dr,IKAT AHAJITBA IOTOBOTO IIPOAyKTA

Name of Product /
Haumenoaanne ttDoJryKur{u

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrosaHHoe HatlMeHoBaHt.re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgrasoua i[ypoata uouoruaDara cnpeft sagalrsufi .rlo3r.tDoBaguhrfi 50 nrrr

Active Ingredients /
[efi croyroutue BetuecrBa

Idoseofthespraycontains:Activeingredient:MometesoneFur@
calculated for Mometasone Furoate 50.00 mcg
I rosa cnper coAepxrr: aeficroyroruee BerqegrBo: Morrlsmsoua @ypoara MoHorr4Apar
51,72 uxr B flepecqere Ha MoMflasoua rbmoa,r 50.00 rvrrr

Strength /.Ilosroosrca 50 mcg / 50 vrrr Date of Mfg. /.llara nporssorcrBa l0/2021
Dosage form /
Jlerapcrnennan Qopma

Metered-dose nasal spray /
Cnpeft uasaarunft
Aosl'rposaHHnft

Date of Exp. / foaen ao 09/2023

Product code / Koa npoJryrfla sRU030007547040LDK Date of releas e I llart Bbrnycra 31.10.2021

Batch No. / Cepur jlE 12210630 Qty. Released / Ko.nrqesrao
BbtnvtueHo

32,400BOT|
tbraroHos

Batch size / Paonep cepuu 34,722 BOT/ r[raroHor Mfg.License No. /
Jluuensus Ha npolr3Bo.lrgrao (uomeo) MNB/10/832

Inspection Lot No. /
Perucrpau[oHrufi soueo aHarrr3a 040000356921 Mfg. License Date /

Jluuesgus Ha nDor{sBolrcrao (aara) 30/04/2020

Package size / Ynarosra 120 Doses / 120 aos
GMP Compliance certificateDate I
GMP ceorradnrcar (lara) t8t06t2020

Market / Purnorc / Russia / Pocczs GMP Compliance certificate No. /
GMP cenrndrarar (nonren) GMP-01556/20lrN

Reference Specification No. /
CneurQr,rraufls roroBoro
npoAyrra Jlb

SPC-CC-040424 Reference STP No. / CIIll .]\lb STP-CC-030230

Ns TESTS /TIOKA3ATEJII4 LIMITS i TPEEOBAHI4.g OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Kuruqecrno
ao3.

Not less than 120 doses / He MeHee D0 Ao3 171 doses I 171rcg

10. Pump delivery /
Macca Ao:rr

Individual dose mass: from 85% to ll5%o
of the theoretical dose mass /
Vbtilusu[yailbHaq Macca aoru: or 85 o/o

Ao I l5 oZ orreopenavecxofi MaccLr Ao3br;

Average mass ofthe dose: from 90%oto
I l0% of the theoretical mass of the dose /
CpeaHsq Macca Ao3Lr: or 90 %o Ao ll} yo

or reoper[qecroft uaccu Ao:ur

Minimum / Muawvy-vt: 92.6%
Maximum /Maxcuvrytrr: 109.5 %o

Average / Cpe4nee: 104.8 %

l1 Particle size /
Paruep qasr[u

6'; Assrrotl
/.@'- '" \1{ i,\
-l)t

\;.,nao,g

Particles < 10pm in size: Not less than 90o/o
rlacruq pa3MepoM S 10 rurcm - He MeHee
90 o/o;

Particles < 30pm in size: I00%
9acrru pa3MepoM < 30 mnu - 100 o/o

Particles > 30pm in size: Should be absent
\r{acrrru pa3MepoM > 30 nrcm - AoJrxrbr
J 
orcyrcrnoearr

94.67% I 94,670/o

100.0% I t00,0yo

Absent / Orcyrcmyor



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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOT,IKAT AHAJITBA IOTOBOTO IPOAyKTA

4u3oI9
Name ofProduct /
Hanrregonanue n DorrvKrrlrlr

MOMATRINO
MOMATPI4HO

Generic name /
HenarenronaHHoe HanMeHoBaHrre

Mometasone Puroate Monohydrate Nasal Spray 50 mcg
MoMcra3oHa ibypoara MoHorr,lrDara cupei ualalrnsrfi .[o3uDoBaHHbrfi 50 rvrrr

Active Ingredients /
flefi crayrouue BerrlecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I aoga cnper corepxrrr: Aeficrs)rcuee BerrlecrBo: MorugrasoHa @ypoara Monorrrpar
51,72 urr B flepecqsre sa Mougmgosa $ypoar 50.00 r,rrr

Strength /.lloruponra 50 mcs / 50 r\.rrr Date of Mfe. /.llara noouteotrcrBa t0l202t
Dosage form /
Jlerapcraeunaa Qoprvra

Metered-dose nasal spray /
Cnpefi uasaarnufi
.[O3I,IDOBaHHBIfi

Date of Exp. / Foaen ao 09/2023

Product code / Koa nDo.,ryKTa sRU030007s47040tDK Date ofrelease I nara BbrnycKa 31.10.2021

Batch No. / Cepua Ne 12210630 Qty. Released / Ko.nuqecrno
BbIIIYlIIEHO

32,4008OT/
6rar<oHos

Batch size / Parmep cepuu 34,722 BO? rlraronon Mfg.License No. /
Jluuenluq Ha [Dou3Bo]rcrBo (nomeo) MNB/10/832

Inspection Lot No. /
Perucrpauuonnufi nonep auaJru3a

040000356921 Mfg. License Date /
Jluuenrlrs Ha rroorr3Bo]rsrao (rara) 30104/2020

Package size / Vnaroera 120 Doses I 120 tog
GMP Compliance certificateDate I
GMP ceorndurar (aara) t8/06/2020

Market / Puluorc Russia / Poccnc GMP Compliance certilicate No. /
GMP ceorndurcar (soueo) GMP-O1556/20lrN

Reference Specification No. /
Cneqr,r0nraqus roroBoro
npoavrra Jt&

SPC-CC-040424 Reference STP No. / CIIII.]!b STP-CC-030230

.r& TESTS /NOKA3ATEJIII LIMITS / TPEEOBAHI,Iq OBSERVATIONS i PE3YJIbTATbI

('r

*

J
tb/

.,'o"/
u\./'

12. Related Substances / flocropouuue rpuMecr{
Impurity 8DM/
Ilpmrecra 8DM

Not more than 0.15 o/o /He 6olee 0,15 % Not detected/ He o6napyxeno

Impurity DMC /
flpnuecrz DMC

Impurity D /
flpmraecu D

Any individual unspecified
impurrty lEataawrrofi
He r4leriluQuul,Ip osaHHo fi
npr4Mecr{

Total impurity /
Cyurraa npr,naecefi

Not more than 0.15 Yo I He 6orce 0,75 Yo

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

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

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

Not detected/ He o6napy:reuo

Sl\'"")'

Ass0.005 % I 0,0050A

0.05 % / 0,05yo

(a

b.6lnt"
%nu,r.,0.17o/o / 0,l7Yo

13. Spray content uniformity
(Uniformity of delivery
dose) / O4nopoguocrr
BbrcBo6orr(Aaemofi Aosrl

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than t25o/o 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 +Z|o/obut
not more thant 35yo, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 yo from the averase value-

Beg / Ha.ra.no:
Minimum / Mranrarrayru: 92.5%
Maximum / Marcranyrrat 103.1%
Mean / CpegHee: 100.2o/o

Prepared Bv / [Iolroronrr Chelkeld Bv / llposepur Aooroven Bv / Oao6ou.n
Sienature / [oanrcs )- ( f>--- f
Da&lnara a2l.4/-l:c. swllvlrya^ o>llvl\i\^
Name/ @lIO Atul Kumar Akshit Bhardwai Aiav Kumar Garp
Designation /
.llo.nxnocrs

Officer - QA Olficer -QA Asst Manager -QA

FCIWQA054/08.00



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

qlenmank Disu. Solan Himachal Pradesh l73205,lndia
Anwvayroranewvorld Phone: +91-1795 249300 Fa:<: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{OIIKAT AHAJII,I3A IOTOBOIO IIPOIYKTA

Name ofProduct /
HallmenosaHrre rrDo,trvKUUrl

MOMATRINO
MOMATPI4HO

Generic name /
HenarenroaaHHoe HatlMeuoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMfla3oua $ypoara MoHoru,[para cnpefi sagalrnufi ,[o3r,rDoBaHgBrfi 50 urr

Active Ingredients /
[eficrnymuue BerqecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I .[osa cnpea CoAepxr4T:.[efiCrayrouee BerqeCrBO: MOrr,rCra3Ona @ypoara MoHorrutpaT
51,72 rrarn a nepecrrcre sa Mouqagoua $ypoar 50.00 rvrrr

Strength /,llorupoana 50 mcs / 50 Mrr Date of Mfs. /.lfara noorrsorrcrBa t0/2021

Dosage form /
Jlerapcrrenuaa Qopnra

Metered-dose nasal spray i
Cnpefi Haranruufi
aoguposaHHHfi

Date ofExp. / foaen ao 09/2023

Product code / Koa nDoryKTa sRU0300075470401DK Date of release I nara BHnycKa 31.10.2021

Batch No. / Cepur Ne t2210630 Qty. Released / Korrqecreo
BbIIIYUIEHO

32,400BOT1
thnarorron

Batch size / Parmep cepr.ru 34,722 BOT/ r[aaroHon Mfg.License No. /
Jluueurua Ha nDot,t3Bolrcrso (Houeo) MNB/10/832

Inspection Lot No. /
Perucrpaquonuslft HomeD aHaJru3a

04000035692 I Mfg. License Date /
Jluuesrus Ha nDou3Borrcrso (aara) 30t04/2020

Package size / YnarosKa 120 Doses / 120 ao: GMP Compliance certificate Date /
GMP ceprudurcar (aara) t8/06/2020

Market / Punor Russia / Pocczc GMP Compliance certificate No. /
GMP cenrurhurar lnomen) GMP-or556/20lrN

Refere.nce Specification No. /
CneuuQurauus roroBoro
npoavrra Ns

sPC-CC-040424 Reference STP No. / ClU.ltls STP-CC-030230

J\& TESTS / TIOKA3ATEJIT,T LIMITS / TPEBOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35Yo from the average value.
He 6onee 2-xus 20 aos (10 naqarsnHx Aos
u l0 xoHe.rHbx Ao3 rtg l0 Q.rraroHon) rvroryr
r{MeTb oTK,IOHeHr,re oT cpe.4Hefo 3HaqeHV.f
6olee qeu * 25 o/o, t4 Hu oAHa ,{o3a He

AOJTXHa r,rMeTb oTKIroHeHue oT cpeAHero
3HarreHraf, 6oree qeM Hat 35 o/o,

Ecrn or 3 ao 6 ro3 uMeror orK,roHeHu,
6olee qeu *25 o/o, HO MeHee Vena * 35 o/0, ro
r,rcnbrTrrBaror cnelyrcque 20 $naxoaoa.
He 6olee '6 r,r3 60 Ao3 Moryr r.rMerb
oTKrroHeHr,re oT cpeAHero 3HaqeHr{, ooJree
qeM + 25 o/o, n Hrr oAHa Ao3a He AoJrxHa
IIMCTL OTKJIOHEHI'IE OT CPEAHEIO 3HAIICHI4i
6oaee qeu *35o/o.

END / Koueq:
Minimum / Muuwtya: 100,3o/o

Maximum / Maxcuuyrr,r : 104.2%
Mean lCpe4uee: 102.3%

,,.1a861

#,^ J
"*.fl

{-r,dlirrl>r

Prepared Bv / [oarorosr.ilr Checked Bv / Ilnosenilr Aoprovr Bv / Oao6ou.r
Signature / Iloanucr rT
Date I [ara o-2..1/lr,l,>\ @ 1o4*- olrt-hp>l
Name / @IIO Atul Kumar Akshit Bhardwai A.iay KuhrarEare
Designation /
.llo.nxuosrr

Officer- QA Olficer -QA Asst. Manager -QA



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

qlenmank Distt. Solan Himachal Pradesh 173205, India
Anwwayroranewmrld Phone: +91-1795249300 Fa"x: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII{3A IOTOBOTO IIPOAYKTA

6 of9 u3
Name ofProduct /
Hau ilreHosaHue tl DorrvKrrlrrn

MOMATRINO
MOMATPI4HO

Generic name /
HenareuronaHHoe HanMeHoBEHue

Momet4sone Furoate Monohydrate Nasal Spray 50 mcg
Morrasra3oua abyDoara MoHoruaoara cnoefi sasalruufi -tro3r,rDoBagHlrfi 50 urcr

Active Ingredients /
{eficruyrcuue 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 cnpes coAepxtrr: Aefic"rByorqee BsuleqrBo: MoMflasoHa @ypoara MoHor-r4rpar
51,72 uxr B flepecsere na Morusra:ona dvooar 50.00 rurr

Strength /.n[ocuposra 50 mcg / 50 rvrrr Date of Mfg. /,llara npoureoacrBa t0/2021

Dosage form /
JlerapcreeHnaa Qopnra

Metered-dose nasal spray /
Cupeft nasaarnrrfi
losunonanHrlfi

Date of Exp. / Ioaen ao 0912023

Product code / Ko.q nporyrcra sRU030007547040 IDK Date of release I llara BbrnycKa 31.10.2021

Batch No. / Cepua Ne 12210630 Qty. Released / Ko.nuqecrro
BblNYIUEHO

32,4008OT/
ihlaronon

Batch size / Parmep cepr.lu 34,722 BOT/ r[narouon Mfg.License No. /
Jluuenrus Ha nporr3Boacrao (Homep) MNB/10i832

Inspection Lot No. /
Perucrpaquonnclfi Hortep agaJru3a

040000356921 Mfg. License Date /
Jllluenlllc Ha nnorrcBoncrso (naral 30/04/2020

Package size / Ynarcorra 120 Doses / 120 tos GMP Compliance certificate Date /
GMP cenrudurar (aara) t8/06/2020

Market / Punor Russia / Poccru GMP Compliance certificate No. /
GMP ceprudurar (Hor,rep) GMP-O1556/20lrN

Reference Specification No. /
CneuuQurauur roroBoro
npoayrra J\b

sPC-CC-040424 Reference STP No. / CnI{.ltl! STP-CC-030230

Ib TESTS /IOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ O.qnopo4uocrr
AO3}IpoBaH[ls

Not more than I value from 10
measurements can deviate from the average
value more than+ 25o/o and none can deviate
by more than+35Yo.
lf 2to 3 values deviate more than + 25%but
not more than+ 35Yo, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than+25Yo and none can deviate
more than *.35o/o.

He 6olee I gHaqeHuq r,rs l0 onpeaeneHr,rfi
MOXeT OTKITOHf,TCf, OT CpeAHerO 3HaqeHr,t
6olee, qeM Ha +25yo, r{ Hu o.[Horo, 6oaee
qeM Ha +.35 yo.

Elu ABa vJtu rpr,r 3HarreHI,L uMeror
orKIroHeHI4.rI 6oree .rer4 L25 o/o, Ho MeHbIrIe,
IICM + 35 YO, TO VCIIbITbIBAIOT CJIEAYIOUNE

20 Snaxonon.
He 6o.lee rpex ssaqeuufi u3 30
onpeAeleuafi MoryT orrJroHrrbcs or
cpeAHero 3HarreHr.{r 6oree, qeM Ha + 25 o/o, u
Hr{ oAHoro,6olee qeu rra+35%o.

Minimum /iV4urrxtr92.5%
Maximum / Maxcuuyrrl: 103.1o/o

Mean / Cpetaee:l 00.2o/o

Prepared By / Iloaroroan.n Check6BBv / llposeprr Aporofoed Bv / Oao6or.r.n
Sienature / Ilonnucr -k ( ry;-' r
Daft I nara orlfu l.vt ollvy*- ol.'lt>hP)-t
Name/ @LIO Atul Kumar Akshit Bhardwai Aiav Kumai Gars
Designation /
.ILo.nxnocru

Oflicer - QA Oflicer -QA AssL Manager -QA

FCI\,I/QA054/08.00



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

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

CERTIFICATE OI'ANALYSIS FOR FINISHED PRODUCT
CEPTIT@r4KAT AHAJTTBA TOTOBOTO IPOAyKTA

7of9l 7nz
Name of Product /
Ha[meHosaHne nDonvKuuu

MOMATRINO
MOMAT PI,[HO

Generic name /
HenareHrosaHHoe HanMeHoBaHrie

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moueraloua rbypoam MoHorr,ulpara cnpefi uagaaruufi rosr,rDoBaHHErfi 50 rvrrr

Active Ingredients /
[eilcroyrouue 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 cupeg coAepxr.rr: AeficrByrouee BerrlecrBo: Mol{flagoua @ypoara MoHorrr.qpar
51,72 urr B flepecqsre Ha MoMcra3oHa ftyDoat 50.00 urr

Streneth / lloruoosra 50 mce / 50 N{rr Date of Mfg. / Aara npoucsoAcrBa 1012021

Dosage form /
Jlerapcrnennaa Qopnra

Metered-dose nasal spray /
Cnpefi Hasanrnslfi
Aogtrposagnrrfi

Date of Exp. / Ioaen ao 09D023

Product code / Koa rporyKTa sRU030007547040|DK Date of releas e I llara Bbrnycrca 31.10.2021

Batch No. / Cepnn Ns 12210630 Qty. Released / KoJruqecreo
BHNYUIEHO

32,4008OT/
tbraroHos

Batch size / Pa:mep cepuu 34,722 BOT/ r[raroHoa Mfg.License No. /
Jluuerrns Ha nDolt3BoJrcrso (Ho[teo) MNB/r0/832

Inspection Lot No. /
Perncrpaunognrrfi noueo aHaJrr{3a

0400003s692 I Mfg. License Date /
Jluuensus Ha nDormBorrcrno (aara) 3A/0412020

Package size / YnaKosrca 120 Doses / 120 l:og
GMP Compliance certificateDate I
GMP ceprudurar (aara) t8/06t2020

Market / Puuor Russia / Poccu-s GMP Compliance certificate No. /
GMP ceorudurar (soneo) GMP.OI556/20lIN

Reference Specification No. /
CneuuQurau[s roroBoro
npoavrra Jlb

sPC-CC-040424 Reference STP No. / CIII4.l\t STP-CC-030230

J\& TESTS / NOKA3ATEJITT LIMITS /TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
15 Microbiological Purity / Mnrcpo6no.nornqecKaq qrsrora

Total aerobic microbial
count and total combjned
yeast and moulds count
(combined) / O6qee qucro
a:po6rux 6amepufi u
ApoxxeBhlx rr [JrecHeBbrx
rpta6o B (cyrvrrr,rap uo)

Test for Absence of
Specified Microorganism /
Tecr na cnequQn.recrcue
MrrrcpoopraHu3Mbr:
P s eudomonqs aeruginos a

Staphylococcus cwrew;

Bile-Tolerant
Enterobacteria /
XemeycrofivmHe
gHrepo6arrepru.r

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

Absence per 1g (ml) of the product /
Orcyrcraue n I r (rvr.n) npenapara

Absence per 1g (ml) ofthe product /
Orcyrcrnne a I r (r,al) npempara

Absence per lg (ml) of the product /
Orcyrcrnue n I r (rral) rpenapara

Less than l0 cfrr/ml /
Menee l0 KOE/ul

i;
-; ,-i

,:J l-,i. $nl^ ,;'.. ,\ ..o:,..nf L
Absent I o'cvrcrnveQg$#Z

Absent / Orcyrcrnyer

Absent / Orcyrcrsyer

Prepared By / lloarorosur Checl(eiLBv / llooseorur ApproVid Bv / Oao6ou.l
Signature / [Ioanncu f-r- /E +
Date I [ara ozl tz l.r,r o1^\vw ov l)4nzU
Name / IDIIO Atul Kumar Alchit Bhardwai A.iay Ku'ma/Gars
Designation /
,I[o.nxxocrs

Officer - QA Officer -QA Asst Manager -QA

.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTKI OIIKAT AHAJII,I3A TOTOB Of O IIPOAYKTA

u or9 E rr3

Name of Product /
Har,I meHosaH tle n Do]rYKrr[[

MOMATRINO
MOMATPI4I{O

Generic name /
HenarenroaagHoe HalrMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monasrasona dyDoara Mouorrapara cnpefi nalaarsrrft ,(o3HDoBaHHbIfi 50 turr

Active Ingredients /
.n[,efi crayrcuue BeutecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoa.te 50.00 mcg
I Aosa cnper coAepxrrr: Aeficrayouee BeulecrBo: MoMcra3oHa @ypoara MoHorr,rApar
51,72 trrrcr B nepecqere Ha Mol4cra3oHa 6yDoar 50.00 prrr

Strength /.lloruposKa 50 mce / 50 rvrrr Date of Mfg. /.Ilara npoursoacrBa t0t202t

Dosage form /
Jlerapcroenuan $opma

Metered-dose nasal spray /
Cnpefi uasaaruufi
aoglroosaHrturfi

Date of Exp. / foaen ao 09/2023

Product code / Koa nDoryKra sRU030007547040lDK Date of releas e I Ilara BHnYcKa 31.10.2021

Batch No. / Cepua N! 12210630 Qty. Released / Koruqecrgo
BbINYIUEHO

32,4008OTt
ibraxoHos

Batch size / Pasmep cepur.r 34,722 BOT/ rpnaronoa
Mfg.License No. /
JlU[enlus Ha [Dor{3Bo,rlcrao (souep) MNB/r0/832

Inspection Lot No. /
Perucrpa[uonnurfi Homen aHoJr rr3a

04000035692 I Mfg. License Date /
JluneHlus Ha nDon3Bo.rcrao (aara) 30t04t2020

Package size / Ynaroera 120 Doses / 120 tos GMP Compliance certificate Date /
GMP cenrrdrrar (nara) r8t06t2020

Market / Punor Russia / Poccras
GMP Compliance certificate No. /
GMP ceprudnrar (uomep) GMP-01556/20ltN

Reference Specification No. /
CnequQr.rraqus roroBoro
npoavKra Jlil

SPC-CC-040424 Reference STP No. / CIII4.ll! STP-CC-030230

Ilb TESTS /NOKA3ATEJII4 LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
16. Assay / Kon[qecrseHuoe o[peAerreHue

a) Mometasone Furoate /
Mouerasoua Qypoara

From 85 Yoto ll5 % ofthe labeled content /
Or 85 % Ao I 15 %o or lagsreHHoro
coaepxaHlfi

t03.7% / 103,7%o

b) Benzalkonium chloride /
Eessarronus xJropura

From 80 Yoto 120 o/o of the labeled content /
Or 80 % Eo 120 7o or sa.rsreHHoro
coAepxaHx.fl

93.8% l93,8yo

t7. Package Size / Ynarosra 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. / llo 60 wtu 120 tos
cycneH3r{[ no Qlarone r,rs [oJrr4grr.rJreHa
nucoxofi rrlrorHocrr,r c ro3npyroruaM
ycrpoffcrnou u rpnuevrofi u3
[oJrrz3Trr;reHa Bbrcorofi morsocru. flo I
Qnarony BMecre c uncrpyrurzefi ro
MEAI'UI,THCKOMY IPI,IMEHEHIZIO B NAqKE

rapronuofi.

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 tot cycnemlru ro $aarone rs
uoJrHSTr4JreHa aucoKofi rulorHocrr4 c
Ao3r4pyrour,{M ycrpoficrBoM u
rpumevrofi ra3 [oJrrr3Trurena sucorofi
rurorHocrrr. IIo I $aaxoxy BMecre c
uucrpyrquefi IIo MeAuwHcKoMy
[pr{MeHeH}rro B naqKe rapronnofi.

r8. Labelins / Manrcunosrca According to ND / B coornsrcrnnu cHil
19. Storage conditions /

XDaneuue
Protected from light, at temperature from l5 oC to 25 oC. Do notfreeze.l
B gauluureHuoM or cBera Mecre [pr4 TeMlreparype or l5 ao 25 oC. He 3aMopoKr,rBarb.

20 Shelf-life / Cpor ronHocrr{ 2years l2rola

Prepared Bv / IloarorostlJr Check8rl Bv / Ilnoaeorur Aporovr Bv / Ono6nr:r
Signature / ffoanucu A ( P-- *
Date / flara ozlrwl,r^ "dtrr}.^c- DV r})w
Name / IDIIO Atul Kumar Akshit Bhardwai Aiav Kr tnaf Gare
Designation /
no.rxsogrr

Officer- QA Oflicer -QA AssL Manager -QA

FCM/QAo54/08.00
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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
cEpTr,rorrKAT AHAJrrr3A IOTOBOIO IIPOAyKTA

9oI9l 9 nt9

Any deviation/IncidenUOOS: Not applicable
Orruouenus,Illnuureum/OOC: He npr,MeHraMo

Declaration of certificatiol: ool hereby certifi that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality confrol at the above mentioned site in full compliance wit'tr *re C114p
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-21dgl6,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.,,
3annroqeune o coorBercrB[rr.: Hacrof,[Ir.rM rroATBepxrtuo, qro npeAcraBneHHru Bbrrrre rraQoprraaunr f,BJrrerc,
Aocrouepnofi u roqsofi. flauuat cepua 6ula [poI,EBeAeHa (axrrcuar ynaxonry/uapKrapoBKy r4 Korilponb rauecrna) ua
yra:aHuofi Bbrrue npor:rorcreeuHofi ruollaAre B [oJrHoM coorBercrBr.r]r c rpe6onannalau Haarexauefi
flpousroAcrrenuofi flparrltrn (GMP) JIoKaJrbHbrx perynf,ropHhx opraHoB u rpe6oaauaf,Mr{ HopMarr,rnuoil goryue HTa\uu
JIII-003870-280916, I4sn. J'{b I or 15.04.2019, I,Isrra. j\! 2 oi 05.0i.2020 Arrf, pbrHKa poccus. [pororoau rrpo.r.roAc."u,
y[aroBKrr vl rrorctgareJrr,l KaqecrBa Aausofi cepwu 6rtlu [poaHilrrz3r.rpoBaHbr u cAeJraHo 3aK,rroqeHr,re, qro oHvI
coorBercrByror rpe6ouauzxru Haalexaruefi flponsro4crneuuofi rlpamurrz (Gup).
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Name of Product /
HaumeHosatrtle nDo]ryKlrrru

MOMATRINO
MOMATPI4HO

Generic name /
HenareuroraHHoe Hat.rMeHoBaHrne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouvrasona $ypoara MoHorr,rrpara cnpefi uasaarHrrfi ,[osr4DoBauHufi 50 rvrrr

Active Ingredients /
{efi creyrourue BeulecrBa

t dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Ao:a cnper coAepxr4T: aeilcrryrouee BeruecrBo: Morr,rcra3oHa Oypoara MoHorr{rpar
51,72 urr B repecqere ua Mousrasoua dypoar 50.00 r"rrr

Streneth / lloslroosKa 50 mcg / 50 rr.rrr Date of Mfs. / llara nnorrso.trcrB, t0/2021

Dosage form /
Jlerapcraeuuar Qopnra

Metered-dose nasal spray /
Cnpefi uaraarnufi
,[O3I.tDOBaHHLIfi

Date of Exp. / IoAen ao 09/2023

Product code / Koa nDo.rrvKTa sRU030007s470401DK Date ofrelease I llara Bbrnycna 31.10.2021

Batch No. / Cepna J{b 12210630 Qty. Released / Koruqecreo
BblNVIUEHO

32,4008OT/
rhlaronon

Batch size / Parmep cepuu 34,722 BOT/ Qaarouon
Mfg.License No. /
JluueHrus Ha npou3Boncrao (uomeo) MNB/r0/832

Inspection Lot No. /
PerncrpauuoHuurft uouep ananll3a 040000356921 Mfg. License Date /

Jluuertsus Ha npolr3Bolrcrso (aara) 30t04/2020

Package size / Ynaroara 120 Doses / 120 tos GMP Compliance certificateDate I
GMP ceorndnrcar (nara) 18t06/2020

Market / Pulsor Russia / Poccrg GMP Compliance certilicate No. /
GMP cenrudurcar (Horrenl GMP-01556/20lIN

Reference Specification No. /
CneunSr.rrcau[q roroBoro
npoayKTa JIb

sPC-CC-040424 Reference STP No. / CIII4.ll! STP-CC-030230
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