
Glen mark plharmaceuticals Ltd
Village: Kishanpura, Bad,Ci Nalagarh Road, Tehsil: Baddi,

qlenmank Disr. Solan HimachalPradesh l73205,lndia
Anews"),rbrancwworld Phone: +91-1795249300 Fax: +91-17!15249310 email: glenmark@bom2.vsrrl.net.irr

CERTIFICATE OF ANALI'SIS FOR F'INISHED PRODUCT
CEPTI,I@IIKAT AHAJII4I3A f OTOBOTO IPOAyKTA

Name of Product /
HauMenoeaHue nDoavKuuH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTosaHHoe HauMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.reTa30r.ra 6ypoaTa MoHor-t HA3UIJILHbIH nufi 50 narr

Active Ingredients /
,{eftcreyrcruue BeulecrBa

I dose of the spray contains: llctive ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone FuLroate 50.00 mcg
I .[osa cnpes coAepxr4r: aeficrsyrcuee BeulecrBo: Mo^rera3oHa @ypoara MoHorr{.(par
51.72 rurr a Ha MoMsrasoHa 50,00 urn

Strength /.[ocuposra 50 mce / 50 lrrr Date of Mfg. /,Ilara npousaoAcrBa tt/2022
Dosage form /
JlerapcraeuHan Qoprua

Metered-dose nasal spray /
CnpeE Hara"n*rsrfi

4OSr,rpoeaHnuft
Date of Exp. / foaen ao t0/2024

Product code / Koa npoayrcra sRU030007E04040 I DK Date of release I Aara Bbrrrycra 08.t2.2022

Batch No. / Cepun Jt! 1222074s Qty. Released / Ko.nnqecreo
BbtnYuleHo

33,320BOT|
drnaronon

Batch size / Parruep cepuu 34,722 BOT/ r[raroHoa Mfg.License No. /
JIt.tueHcrrq Ha ]rporl3Boacrso (Ho[,rep) MNB/10/832

Inspection Lot No. /
Perucrpaquonnrrfi nouep aHanu3a

040000427980 Mfg. License Date /
JlrueHgns Ha nDor-r3Boncreo (aara) 30/04/2020

Package size / Vnarosra 120 Doses I 120 z.os
GMP Compliance certificate Date /
GMP ceorltdurar (aara) 18t06/2020

Market / Psruor Russia / Poco.rs GMP Compliance certificate No. /
GMP ceorudurar (nonren) GMP-O1556/20lrN

Reference Specification No. /
CneuuQuxauufl roroBoro
nooavrra -l!i

sPC-CC-063688 Reference STP No. / CII,I J\! sTP-CC-040944

"t\b TESTS / TIOKA3ATEJIIA LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
I Description / Onucasre White to off white thicl< suspension of

semitransparent to non-transparent
consistency. /
Or 6eloro Ao noqrr4 6,:loro uBera or
norynpospavuofi Ao HenpospauHofi
KOHCr{CTeHrIr{u rycTaf, cvcneH3}rf .

Off white thick suspension of non-
transparent consistency. I
Iloqru 6eroro Lpera or uenpospaunofi
KOHCr{CTeHUrIU ry CTAfl CyCneH3rU.

) ldentification / [IoA.nruHocrr
a) Mometasone Fuorate /

MomeraloHa Qypoar
The retention time of the main peak in the
chromatogram of sample pi:eparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bperrar yAepxr.rBaHr.rq
ocHoBHofo nr.rKa Ha xpoMaTorpaMMe
lrcrrbrTyeMoro pacTBopa AoJrxHo
cooTBeTCTBOBaTb BpeMeHrr yAepx14BaHrr.rr

ocHoBHOfO IIUKa Ha XpOMaTOtpaMMe
cTaHAapTHOrO pacTBopa

The retention time of the main peak in
the chromatogram of sample
preparation corresponds to the
retention time of the main peak in the
chromatogram of standard preparation.
/ Bpeua yILep)KuBan:aa ocHoBHoro
Irr{Ka Ha xpoMaTorpaMMe r{c[brTyeMoto
pacrBopa cooTBercrByer BpeMeHr,r

yAep),(vBaHufl ocHoBHoro flr,rKa Ha

xpoMarorpaMMe cTaHAapTHorO

DATBODA

)'t 
';

Qy,l"- j
^-rr't'ry

Prepared. By / lloaroroeuJr Checked Bv / Ilnoaenr.r.l Aoorlved Bv / Oao6ou.rr
Signature / Iloanucu (v- z*Y
Date /.(ara o0tllL l2-z^ .nlr"rl-ra'^- oq l12.ft"n^-
Name/ OI,IO Atul Kumar Akshit Bhardwaj Ajay Krimar Garg
Designation /
no.nxsocru Officer-QA Sr. Oflicer-QA Asst. Manager - QA

00



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

qtenmank Distt. Solan Himachal Pradesh 173205,lndia
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,TOTTKAT AHAJII4:3A TOTOBOTO IPOAyKTA
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Name ofProduct /
HarrMenosaHue nDo,[vKur.lr-l

MOMAT RINO
MOMAT PI4HO

Generic name /
Hefl aren,t.osaHHoe Hal,lMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.rera3oHa Ovooara MoHorrurDara cnoefi sagarssrrfi aognposaHHufi 50 tr.Ixr

Active Ingredients /
{eficroyrcuue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,uota cnper co,{epxur: Aefic'rnyrcuee Be[IecrBo: Mol,rcra3oHa <Dypoata MoHorlrApar
51.72 r'arr B neDecqere Ha MoMgrasoHa dvooar 50.00 rrrxr

Stren gth /,ll,osr.r ponra 50 mcs / 50 Mrr Date of Mfg. / flara npousaoacrBa tt/2022

Dosage form /
Jlercapcreeuuan Qopnra

Metered-dose nasal spray /
Cnpefi uasarsHrrfi
aoguoosaHHrrfi

Date of Exp. / foaeu ao t012024

Product code / Koa nporlyKTa sRU030007E04040 l DK Date of release I Lara BbtlrycKa 08.12.2022

Batch No. / Cepun Ne t2220745 Qty. Released / Koruqecrso
BbINYUIEHO

33,320BOT|
dlnaroson

Batch size / Pasruep cepulr 34,722 BOT/ gnaxoHon Mfg.License No. /
Jluuexluq Ha nDo[3Bo]rcreo (Homep) MNB/r0/832

Inspection Lot No. /
Perncroaunonnurft norueo aHaJrll3a

040000427980 Mfg. License Date /
Jlnuexlus Ha nDolt3Boacreo (aara) 30/04t2020

Package size / Ynaronra 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceorrdurar (aara) r&t06/2020

Market / Pursor Russia / Poccl.r-s
GMP Compliance certilicate No. /
GMP cenrudxrar (someo) GMP-o1556/20lIN

Reference Specilication No. /
Cnequ0urault, roroBoro
nooavrra J\t

sPC-CC-063688 Reference STP No. / C[I4 Jl! srP-cc-040944

"tlb TESTS / IOKA3ATEJIPI LIMITS / TPEEOBAHI,IS OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

l)

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Cra in the
chromatogram of the stand,ard solution. / Ha
xpoMarorpaMMe r.tcnbtTyeMoro pacrBopa
AoJIxHbI OoHapyxunarrr:r nl,rKrr, [o
BpeMeHaM yAepxI{BaHI{f, c,ooTBeTCTByrcuIrIe

rrrlKaM roMoJIoroB 6eusa.:rxonnr xJlopr,rAa

Co u Crt Ha xpoMarorpaMMe craH.UapTHoro
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 xpouarorpaMMe
r.rcrrbrryeMoro pacrBopa
o6Hapyxuearorcfl r.t4Kvr, no BpeMeHaM

y4eplKllBaHufl cooTBeTcTByloq[e
rrLIKaM TOMOJTOTOB 6engarXOUUr
xJIopI,IAa Ce u Ctq Ha xpOMaTorpaMMe

CTAH,IIADTHOTO DACTBODA.

3. PH From 4.3 to 4.9 I Or 4,3 to 4,9 4.73 t4.73
4. Density / fl.nornocru From 0.950 to 1.050 g/cm3 I

Or 0,950 ao 1,050 r/crra3

l.0l g/cm3 I l,0l rlcu3

5. Viscositv / Bssrocrs From 30 to 130 cPs / Or 30.uo 130 cIIs 54.8 cPs / 54,8 clls
6. Osmolality /

OcMo.[qflsHocru
From 250 to 350 mosm/Kg
Or 250 Ao 350 naOcrra/xr

292mOsmlKg
292uOcu/xr

1 Leakage check /
llponepra Q.narona Ha
TEDMET[lIIHOCTb

Absence of any traces of leaks / Orcyrcrnue
cJreAoB flpoTeqKr4

No traces of leaks I Crclrl rporeqrr
orcyrcrByroT

8. Net content / Macca
co,[eDxrrMoro draKoHa

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

Prepared By / lloarorosun ,ehecked Bv / flooaeor;r Annrovrd Bv / Oao6ou.n
Sisnature / Iloanncu /r) d:
Date / {ara oqlilL2- lryo1 o q lp-,l\oYL-
Name / IDI,IO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation /
no.nxsocrs Officer-QA Sr. Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00



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

qlenmank Distt. Solan Himachal Pradesh 173205' India
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CERTIFICATE OF ANAL\ISIS FOR FINISHED PRODUCT
cEPTprolrKAT AHAJrr4r3A TOTOBOTO IPOAyKTA
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Name of Product /
HauruexosaHue nDoaYKuuu

MOMATRINO
MOMAT PHHO

Generic name /
HenareHt.onaHHoe HauMeHoBaHrle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moraera3oHa 0ypoa'ra MoHoru.[para cnpefi ualaarxufi AosLrpoBaHHutE 50 nxr

Active Ingredients /
.(efi crnyroutlre BeulecrBa

I dose of the spray contains: l\,ctive ingredient: Mometesone Furoale Monohydrate 51.72 mcg as

calculated for Mometasone FuLroate 50.00 mcg
I .(ora cnper coAepxr.rr: .ueftcrsylouee BeurecrBo: Morr{grasoHa @ypoar:a MoHorruIpar
51.72 rrrxr B flepecqere Ha MoMsla3oHa tbypoa'r 50.00 urr

Strength /,Iloruponra 50 mcg / 50 r'{xr Date of Mfe. / .llara npoursoacrBa rt/2022

Dosage form /
Jlerapcroerxan Qopua

Metered-dose nasal spray /
Cnpeft na.ralrurrfi
aosttposaHHrrfi

Date of Exp. / foaeH ao r0t2024

Product code / Koa nDorryKra sRUo30007E04040 I DK Date ofrelease I llara BbrnycKa 08.12.2022

Batch No. / Cepna .l\& 12220745 Qty. Released / Korxqecreo
BbtnYuleHo

33,320BOT|
rhlaronon

Batch size / Parmep ceprlr 34,722 BOT/ r[naronon
Mfg.License No. /
JluueHluq Ha nDon3Borcrso (HoMeo) MNB/10/832

Inspection Lot No. /
PerucrpaunoHuurfr aouep aHanll3a

040000427980 Mfg. License Date /
Jluueugus Ha nDon3Boacrno (aara) 30/04/2020

Package size / Vnaroara 120 Doses I 120 z.os
GMP Compliance certificateDate I
GMP ceprr0urar (aara) t&t06t2020

Market / PuHox Russia / Poccr.rc
GMP Compliance certificate No. /
GMP ceorudurar (Honreo) GMP-ot556/20lIN

Reference Specification No. /
CneunQuraulrfl roroBoro
nooavxra .ll!

sPC-CC-063688 Reference STP No. / CIII,I Jlb srP-cc-040944

IU TESTS / IOKA3ATEJIH LIMITS / TPEEOIBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.nuqecrno
A03

Not less than 120 doses / He ruesee 120 aos 147 doses I 147 toz

10. Pump delivery /
Macca.[osur

Individual dose mass: frorn 85% to ll5Yo
of the theoretical dose mass /
I,IHa[s[Ayarbnaq Macca,ro3bt: or 85 o/o

Ao I l5 0Z or reoperuqecKof Maccbr .rlo3br;

Average mass of the dose: from 90%oto
I l0% of the theoretical mass of the dose /
Cpegurr Macca Ao3br: or 90 Yo \o 110 oh

or reoperr.rqecxofi uaccu .u,osrr

Minimum / Muuulrryt'l: 97.1%
Maximum / Marcnuyu: l08.2oh
Average / Cpeauee: 1042%

._-- ---'l\_
,/ , '\SSt

it:

ll Particle size /
Paruep qacrrru

Particles < l0pm in size: I,lot less than90oh
rlacruu pa3MepoM < 10 rrrru - He MeHee

90 o/o;

Particles < 30pm in size: 100%
tlacruu pa3MepoM < 30 m rcru - 100 %

Particles > 30pm in size: Sihould be absent
{acruu pa3MepoM > 30 urru - AoJrxHbr
oTcyTcTBoBaTb

100.0% tl00,0Vo:! )-., Qrt''\"-
100.0% /loo,oo '" :r- 

,,.' . , ?tt;r269r_r\..--/,
Absent / Orcyrcrnyror

red Bv / floarorosur Che&ed Bv / llnoeenrrr Aooroved Bv / Oao6ou.n
Signature / [Ioanucs .'tT /n 4
Date I [ara o9)tal u- -ac,\rwf^zc' 6t l>luo'r.-^
Name / OI{O Atul Kumar Akshit Bhardwaj Ajay Kurhar Garg
Designation /
-lIo:rncsocrs Officer-QA Sr. Officer-QA Asst. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
Phone: +91-1795249300 Fax: +91-17!t5249310 email:glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANAL}'SIS FOR FINISHED PRODUCT
CEPTIIOIIKAT AHAJII4:3A TOTOBOTO IPOAyKTA

4t"4ol
Name ofProduct /
HaunaeHoeaHue nDorvKuutl

MOMATRINO
MOMAT PHHO

Generic name /
HenareuronaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoN,l cra3oHa $ypoara MouoruApara cnpefi uasaruHrrfi ,[ogt{poaaH Hrrfi 50 rr,rxr

Active Ingredients /
.{eft creyroutue BeulecrBa

t dose of the spray contains: ltctive ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Fu.roate 50.00 mcg
I lota cnper co.qepxnr: aeficrnyrcuee Ber[ecrBo: MotrlsraloHa @ypoara MoHor[rpar
51,72 v,xr B nepecqere Ha Moncra3oHa $ypoar 50,00 trrxr

Strensth / noruooaxa 50 mcg i io "rr fnatu or Nrrs. I n^ra nporr3BoacrBa I tttZOZZ

Dosage form /
JlerapcreeuHan Qoprua

Metered-dose nasal spray /
Cnpeft Haranunufi
IOgttposaHHsrfi

Date of Exp. / folex ao t0/2024

Product code / Koa rDoayKra sRU030007E04040 I DK Date of release I [ara BblnycKa 08.12.2022

Batch No. / Cepua J\b 1222074s Qty. Released / Kofluqecrso
Bt'tnvl|reHo

33,3208OT/
draxoHoa

Batch size / Parnrep cepur.r 34,722 BOT/ i[naxoHon Mfg.License No. /
Jluuexlua Ha nDorr3Boacrso (xomep) MNB/10/832

Inspection Lot No. /
Perucroaunougufi norueo aHarrl3a

040000427980 Mfg. License Date /
Jluueu:ns Ha n por.r3Boacreo (aara) 3010412020

Package size / Ynarcoarca 120 Doses I 120 l.os
GMP Compliance certilicate Date /
GMP ceprudnrar (aara) t&t06t2020

Market / PsrHor Russia / Poccu.r GMP Compliance certilicate No. /
GMP ceorrdnrar (Horuep) GMP-o1556/20/IN

Reference Specification No. /
CneunQurauus roroBoro
npoavrra.llt

sPC-CC-063688 Reference STP No. / CIIlt.ll! srP-cc-040944

.llb TESTS / TIOKA3ATEJIH LIMITS / TPEEOIBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
12. Related Substances / llocroponnre np[Mecrr

Impurity 8DM /
llpuueor 8DM

Not more than 0. l5 o/o I He 6onee 0, I 5 oZ Not detected/ He o6napyxeuo

Impurity DMC /
llpnrr,recu DMC

Impurity D /
Ilpuuecra D

Any individual unspecified
impurity / EAunuqHofi
HeuaeHua$uqu ponannofi
npI1IMecr,r

Total impurity /
Cyrr,trr,ta npuuecefi

Not more than 0.15 oh I He 6otee 0,15 %o

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

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

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

Not detected/ He o6uapyxeHo

; i*I)
/' ''i-r

0.04% / O,O4Yy ^
')
.:"

'i
0.10% / 0,t0yo

13. Spray content uniformity
(Uniformity of delivery
dose) / OqHopo4uocru
surcso6orlcIae*rofi Aoru

Not more than2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than t25yo from the ilverage value and
not any dose can deviate rnore than + 35Yo
from the average value.
If 3 to 6 doses deviate more than +25o/obut
not more than + 35o , test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 o/o from the average value,

Beg / Hava.no:
Minimum / Mr.rHruyu: 98.9%
Maximum / Maxcruyu : I 02.0%o

Mean / Cpeanee:100.07o

ln Checked Bv / llnogeorn Aoorlved Bv / Oao5nr.ur
Sisnature / [Ioanucr ( 8;-- (X
Date / lara @lttltr- oq\tvV- fih24v\'
Name/ OIIO Atul Kumar Akshit Bhardwaj Ajaf Krfmar Garg
Designation /
.ilorxnocrs Officer-QA Sr. OIIicer-QA Asst. Manager - QA



Glenmark plharmaceuticals Ltd
Village: Kishanpura, Bad,Ji Nalagarh Road, Tehsil: Baddi,

qlenmank Distt. Solan Himachal Pradesh 173205,lndia
Anewrvaytbranewworld Phone: +91-1795 249300 Fax: +91-171)5249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANAL'I'SIS FOR I'INISHED PRODUCT
CEPTIIOIKAT AHAJI}II3A TOTOBOTO IIPOAYKTA

ol 9 lr3

Name of Product /
Har,lueHonan ue fl DolrvKUrru

MOMAT RINO
MOMAT PHHO

Generic name /
HenareuronaHHoe HauMeHoBaHlre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNlsra3oHa HasarsHrrfi nnfi 50 rr,rrr

Active Ingredients /
.{,eilcrnyroutue BerrlecrBa

I dose of the spray contains: ttctive ingredient: Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Fuuoate 50.00 mcg
I .qosa cnper coaepxur: .qeEcrnyrculee BeruecrBo: MoNrsrasoHa @ypoara MoHorr.rJlpar
5 1.72 nrxr n Ha Moue, agoua Oypoar 50,00 urr

Strensth /.lloruoosra 50 mcg / 50 rurr Date of Mfg. /,ll,ara nporraoacrBa nt2022

Dosage form /
JlexapcreeHHan Qopnra

Metered-dose nasal spray /
Cnpefi ua"aaarurrfi
aoguoosagHsrfi

Date of Exp. / foaeH ao 1012024

Product code / Koa rpoayKra sRU030007E04040 I DK Date of release I Aara BbrnycKa 08.12.2022

Batch No. / Cepun Jllr 12220745 Qty. Released / Korrqecrso
BbtIIvureHo

33,320BOT1
drnaroHon

Batch size / Pasuep cepur.l 34,722 BOT/ rpnaxouou
Mfg.License No. /
Jluuexrus Ha nDou3Bo.rrcrao (rorreo) MNB/10/832

Inspection Lot No. /
PerucrpauuouHslil xomeo aHan u3a

040000427980 Mfg. License Date /
Jluuexlus Ha nDo[3Borcrso (aara) 30t04t2020

Package size / Ynaroera 120 Doses / 120 z.os
GMP Compliance certilicate Date /
GMP ceprudurcar (rara) t8t06/2020

Market / Puluor Russia / Poccur GMP Compliance certificate No. /
GMP ceprudxrar (romeD) GMP-01556/20/IN

Reference Specification No. /
CneuuQurauur roroBoro
nnoavrra.]t&

sPC-CC-063688 Reference STP No. / CIIII .ll] srP-cc-040944

.l& TESTS / IIOKA3ATEJII,I LIMITS / TPEEOIBAHI,IS OBSERVATIONS / PE3YJIbTATbI
and not any dose can dr:viate more than
t 35Yo from the average value.
He 6oree 2-x uz 20 Ao3 (10 HaqarbHbrx Ao3
r,r 10 xoHeqsbrx Ao3 u: l0 ,QlaxoHoB) Moryr
I4MeTb OTKJIOHeHI,Ie OT Cpr9.{H€rO 3HaqeHlrq
6oree qeM r. 25 yo, r,r Htr oAHa Ao3a He

AOJIXHA I{METb OTKJIOHEHI'IE OT CPE.(HETO

3HaqeHr,rf, 6oaee .reN,r lera* 3;5 o/o.

Eclu or 3 ao 6 Ao3 r,rMenr orxJroHeHr{f,
6oaee .reN,r *25 yo, Ho MeHee .reru + 35 oZ, ro
r,rcrrbrTbrBaror cJreAylotufie 120 QnaxoHon.
He 6olee 6 tz 60 .(o3 Moryr lrMerb
orruroHeHr{e oT cpeAHero 3HaqeHr,r, 6oJree
rIeM + 25 o/o, u Hr,t oAHa Ao3a He AoJrxHa
r,rMeTb oTKJIOHeHI,te OT CpeAHerO 3HaqeHU'
6oree ,{e\a * 35 o/o.

END / KoHeu:
Minimum / MuHn'ryu: 98.9%
Maximum / Maxcurrapr: l02.lo/o
Mean /CpeAnee: 100.0%

A \'.1

Prepared By /. llo4rororu.n Ghecked Bv / llooeeoun Aoolbved Bv / Oao6ou.n
Sisnature / [Ioanucs .-F (E k
Date I lara i?/tt /tz- oq\t'vl*r' r4lr>,{ \Dw
Name / TDIIO Atul Kumar Akshit Bhardwaj Ajaf Kutnar Garg
Designation /
-llo.rxsocru

Officer-QA Sr. OIIicer-QA Asst. Manager - QA

FCIWQA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
Phone: +91-1795249300 Fax: +91-179t5249310 email: glenmark@bom2.vsnl.net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTIO}IKAT AHAJII4 3A TOTOBOIO IPOAYKTA

H3601

Name of Product /
HanilrenosaHHe n Do.rrvrurrH

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarexrosaHHoe HarlMeHoBaHrle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Movgra.rona dvooara MoHorlulDara cnoefi HagalgHrtft aognDoaaHgufi 50 urr

Active Ingredients /
.(eft crayrcurue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coaepxrlr: leficruyrcutee BetrlecrBo: Motrlsra3oHa Oypoara MoHorllilpar
5 1.72 nr<n B flepecqere Ha MoMcra3oHa dypoar 50,00 rrlxr

Streneth /.iloupoera 50 mcs / 50 Nrrr Date of Mfs. /,llara nporssoAcrBa rr/2022

Dosage form /
JlerapcraeHHaa Qopna

Metered-dose nasal spray /
Cnpefi uasa.nrurril
rogaoosaHrirrfi

Date of Exp. / foaes ao 10t2024

Product code / Koa npoAvKra sRU030007E040401DK Date ofrelease I Aara Bbrrycra 08.12.2022

Batch No. / Cepur J\E 12220745 Qty. Released / Korxqecroo
BbINYUIEHO

33,3208OTt
rhlaroson

Batch size / Pasmep cepr.rr 34,722 BOT/ rlnaxoHoa
Mfg.License No. /
JIuueHrus Ha rrDon3Borlcrso (xoMep) MNB/10/832

Inspection Lot No. /
Perucrpauuonuurfi xomep aHar u3a

040000427980 Mfg. License Date /
Jluuexlun Ha npo[3Boacrso (aara) 30t04t2020

Package size / Ynarorr'ca 120 Doses / 120 l.os
GMP Compliance certificate Date /
GMP ceorudura'r (aara) 18t06t2020

Market / Purnor Russia / Poccur GMP Compliance certilicate No. /
GMP ceorudurar (xomeD) GMP-or556/20llN

Reference Specification No. /
CneuuQuraufir roroBoro
nooavrra.lt&

sPC-CC-063688 Reference STP No. / CIIII Jt! STP-CC-040944

J\& TESTS / IIOKA3ATEJII4 LIMITS / TPEEOIBAH}IS OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage

/ OAHopoauocru
AO3r.rpoBaHr{fl

units Not more than I l'alue from l0
measurements can deviate from the average
value more than + 25Yo aniL none can deviate
by more thant35oh.
lf 2 to 3 values deviate more than + 25%o but
not more than t 35Yo, test a.nother 20 bottles.
Not more than 3 villues from 30
measurements can deviate from the average
value more than+ 25Yo and none can deviate
more than + 35Yo.

He 6olee I sHaqeHua us 10 onpeaeleHufi
MOXET OTKJIOH'TC' OT CPi.'AHETO 3HAqEHI,I'

6olee, qeM Ha f 25yo, I{ rI}I oAHoro, 6olee
r{eM Ha r35o .

Eru ABa urlt rplr 3t{aqeHr.rf, r4Meror

orKJroHeHn l 6oree .{eM + 2:5 Vo, Ho MeHbue,
qeM + 35 o/o, ro uclbtTbrBaror cJreAyrcrqHe
20 Qraronor.
He 6oree rpex guaqennfi u3 30
onpe4ereunft MoryT orKJroHrrbcr or
cpeAHero 3HaqeHr.r, 6olee, qeM Ha +25 o/o, n
Hl4 oAHoro, 6oaee qeru ld,al. 35 o/o.

Minimum /Munuu98.9%
Maximum / Maxcuuylrr: lO2JYo
Mean / Cpeanee:I00.0%o
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Name / IDI{O
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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Badcli Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +91-179t5249310 email: glenntark@bom2.vsnl.net'in

CERTIFICATE OF ANALI'SIS FOR FINISHED PRODUCT
CEPTIIOIIKAT AHAJII,I 3A f OTOBOTO IPOAyKTA

LIMITS / TPEEOBAHI,I.fl
Microbiological Purity / Mnxpo6uoJrorrqecrafl qrsrola

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

nperapara

Absence per
Orcyrcrnue

Absence per
Orcyrcraue

Absence per
Otcyrcrnue

lg (ml) of the product /
n I r(ur)rperapara
lg (ml) of the product /
a I r(rvrn)rperrapara

I g (ml) of the product /
a I r(rr,u)rperapara

ll3oT

Name of Product /
HauMeHosaHHe nDorlvxuxrr

MOMATRINO
MOMATPI,IHO

Generic name /
HenareHrogaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr.rsrasoHa dvooa'ra MoHoprnDara cnoefi uala.nrsstfi aolltDosaHHufi 50 urn

Active Ingredients /
[eficrayrcurre BeuecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .qota cnper corepxr4r: leficrayrcuee BeruecrBo: Motr{grasoHa @ypoara Mouol'fi.[par
51.72 rtrrn B neDecqere na Moraera3oHa dvooar 50.00 rurr

Strensth / -llosuoonna 50 mcg / 50 uxr Date of Mfe. / Aara npoucaoacrBa fit2022

Dosage form /
JIercapcraeHHan Qopnra

Metered-dose nasal spray /
Cnpefi HaraarHuft
aoguoogaguttfi

Date of Exp. / fo.uen Ao t0t2024

Product code / Koa nponyrcra sRU030007E040401DK Date ofrelease I llara BbrnYcKa 08.12.2022

Batch No. / Cepun Ne 12220745 Qty. Released / Koruqecrso
BBINVt|IEHO

33,3208OTt
rbraxoHog

Batch size / Parnrep cepuu 34,722 BOT/ rfnaxouoe
Mfg.License No. /
Jluuexlug Ha nDo[3Bollcroo (xonrep) MNB/10/832

Inspection Lot No. /
Perlrcrpauuouurril noueo aHar u3a

040000427980 Mfg. License Date /
Jluuexrxq Ha nDorr3Bo.lrcrso (aara) 30t04/2020

Package size / Ynarosrca 120 Doses / 120 l.os
GMP Compliance certilicateDate I
GMP ceprx0urcar (aara) t8/06t2020

Market / PuHor Russia / Poccus
GMP Compliance certificate No. /
GMP ceorudurcar (soueo) GMP-o1556/20lIN

Reference Specification No. /
Cnequ0uraurlq roroBoro
nooavrra J\ir

sPC-CC-063688 Reference STP No. / C[lI JtlE sTP-CC-040944

TESTS / TIOKA3ATEJIH OBSERVATIONS / PE3YJIbTATbI

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee quclo
aspo6nux 6arrepafi u
ApoxxeBblx lr IrJIecHeBbIx
rpu6on (cpluapHo)

Test for Absence of
Specified Microorganism /
Tecr ua cneuuQuuecrue
MHr(poopraHr{3Mbr:
P s eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xerueycroilq14Bbre
eHrepo6amepuu

Less than l0 cfu/ml /
Mesee l0 KOE/t'st

i c; "i,,
l*. (L

/ 
^ \.t' )i

' :! ,.'t)i^ C/y"|''' J
(1., - ' 

.,r..ryAbsent/OrcyiEtl i .,...)t

Absent / Or"yr.rry.,

Absent / Orcyrcrsyer

Prepared By / llo4roronu.n Chscked Bv / Ilposepun Approvr I Bv / Oro6or.n
Sisnature / llornucu _J- ( tr}. 4

Date I Aara i7 /tr-/t-',-- o1ll,*-r*' 0q I b)\.oryv
Name / OI{O Atul Kumar Akshit Bhardwaj Ajay Kunfar Garg
Designation /
.Ilorxsocrs Officer-QA Sr. Olficer-QA Asst. Manager - QA

FCI!,I/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +9 l - 179t5 249310 email: glenmark@bom2.vsnl.net.ir]

CERTIFICATE OF ANALI'SIS FOR FINISHED PRODUCT
cEPTrr@rrKAT AHAJrr4 3A IOTOBOIO IPOAyKTA

ll3uol
Name of Product /
HaurueHoaaune tr ooayKurttl

MOMAT RINO
MOMAT PHHO

Generic name /
HenarexroeaHHoe HarlMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MovsrasoHa dypoara MoHor?L[Dara cnpefi sagarusuft ,[osupo saHnrrfi 50 rurr

Active Ingredients /
flefi croyrourue BeuecrBa

I dose of the spray contains: y'rctive ingredient: Mometesone Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg
I aosa cnper coAepxur: AeIc'rnyrcuee BeulecrBo: Morrrsra3oHa @ypoara MoHorurpar
51.72 urcr B nepecqere Ha MoMera3oHa dypoar 50.00 rrrrr

Strensth / -lloruooera 50 mcg / 50 Nrxr Date of Mfe. /.llara npoulsorcrBa 1U2022

Dosage form /
Jlerapcroenraa Qoprua

Metered-dose nasal spray /
Cnpefi HararuHufi
.[03I,lDOBAHHEIfi

Date of Exp. / Fo.qex ao t0/2024

Product code / Koa npoAyrfla sRU030007E04040 I DK Date ofrelease I lla'ra BbrnYcKa 08.t2.2022

Batch No. / Cepun J\b t2220745 Qty. Released / Korxqecrso
BbINYUICHO

33,320BOT1
thnarorron

Batch size / Parruep cepuu 34,722 BOT/ r[aaxouon
Mfg.License No. /
Jluuenous Ha nDou3Boacrno (xoruep) MNB/10/832

Inspection Lot No. /
Perucrpauuonnurft norueo aHaJr tt3a

040000427980 Mfg. License Date /
Jlnuerrug Ha rtpofl3Boacrao (aara) 3010412020

Package size / Vnaronxa 120 Doses I 120 noz
GMP Compliance certificate Date /
GMP ceprudurar (aara) 18t06/2020

Market / Puruorc Russia / Poccnr GMP Compliance certificate No. /
GMP ceorudnxar (xoneo) GMP-O1556/20lIN

Reference Specification No. /
CneunQuraullr roroBoro
npoavrra.lt&

sPC-CC-063688 Reference STP No. / CnU.ltlb srP-cc-040944

TESTS / TIOKA3ATEJII4 LIMTTS / TPEEOBAHI,I' OBSERVATIONS/P
Assay / KoJrlrqecraeHHoe orrpeAqrreHr,re

a) Mometasone Furoate /
MolaerasoHa $ypoara

From 85 Yo to ll5 o/o of the labeled content /
Or 85 o/o Ao I I 5 %o or safln.neHHoro

t033% I t03,8yo 
t

i r)
b) Benzalkonium chloride /

EeHsaJxoHas xJrop r,raa

From 80 Yoto 120Y, ofthe labeled content /
Or 80 % ao 120 oZ or garsrreuHoro

Package Size / Ynarosrca 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 nnr,r 120 aos
cycleH3r,ru no Slaxoue t,t3 [oJrH3TrrJreHa
srlcorofi rrJroruocrn c Ao3lrpyroulraM
ycrpoficrnou a xpuue.rxofi v3
IIoJIT{gr[JreHa strcoxoil n.lrornocru. flo I

Sranony BMecre c uucrpyruuefi rto
MeAnur.rHcKoMy aprrMeHeHHro B naqKe

120 doses of suspensiod" ippl"$gffle
made from high-density pbfye*yte-ne
equipped with a metering device and a

cap made from high-density
polyethylene. One boffle together with
the package insert per a cardboard box.
I 120 tos cycll,en3trLt ro Qraxoue u:
noJrr,rgTr,r,rreHa srrcorofi lulorHocrr.r c

Ao3r,rpyour,rM ycrpoficrnou 14

rprrureuxofi r,r3 [oJrr3TLrJreHa BbrcoKotr

rrJrorHocrn. [Io I r[naxor{y BMecre c
aucrpyxuueft rro MeAlrqr,rHcroMy

I,IMEHEHI,IK) B IIAqTE KADTOHHOI,

According to ND / B coorsrrcrsru c
Protected from light, at temlperature from I 5 "C to 25 oC. Do not freeze. I
B sau[ueHHoM or cBera Mr3cre [Dr,r reMneDaryDe or 15 ao 25 oC. He 3aMoDaxr,rBarb.

Preoared Bv / lloaroroer.r.n Clracked By / [Iposepur Approred Bv / Oao6pua
Sisnature / [Ioanncu (/D ,.4,--
Date I lara -Ql>|tz^ oq\r"lnl o4lvlww
Name / IDI{O Atul Kumar Akshit Bhardwa.i Aia{ Kdmar Gare
Designation /
-llo.rxsocrs

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

FCrWQA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax:+91-179t5249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALI'SIS FOR FINISHED PRODUCT
CEPTII@IrKAT AHAJII4 3A' TOTOBOTO IPOAyKTA

]f3of
Name of Product /
Hannaenonaxue npoayKunH

MOMATRINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HauMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr,t erasona Sypoara MoHorllqpara cnpefi nalaruxufi .(o3I,rpoBaHHBIfi 5 0 urr

Active Ingredients /
flefi crayrcurue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnper coAepxnr: .qeficrnyrouee Ber.uecrBo: Morr.rcra3oHa <Dypoata MoHorl,rlpar
51.72 mrcr B nepecrrere Ha MoMsrasoHa dypoar 50.00 rurr

Streneth / lloruoonra 50 mcs / 50 Nrxr Date of Mfe. /.Ilara nporraoacrBa tt/2022

Dosage form /
Jlerapcroeunan Qopnra

Metered-dose nasal spray /
Cnpefi Hasa,rrnufi
aolupoeanHrrfi

Date of Exp. / foAes ao t0/2024

Product code / Koa nDorvKra sRUo30007E040401DK Date ofrelease I Lara Bbrrycra 08.12.2022

Batch No. / Cepux J\b t222074s Qty. Released / Konuqecrso
BbtnYuleHo

33,320BOT|
ibraroHos

Batch size / Pasnrep cepuu 34,722 BOT/ QnarcoHor
Mfg.License No. /
JIllueuuq Ha nDort3Bo]Icrso (Homep) MNB/10/832

Inspection Lot No. /
Perucroauuonxufi uomeo aHaril3a 040000427980 Mfg. License Date /

Jluuexlur Ha nDou3Bollcrso (aara) 30t04t2020

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

Market / PslHor Russia / Pocors GMP Compliance certificate No. /
GMP ceorudlrrar (nomeo) GMP-o1556/20lIN

Reference Specification No. /
Cneur.rQurauufl roroBoro
nooavKra Ns

sPC-CC-063688 Reference STP No. / CIIII.ll] srP-cc-040944

Any deviation/Incident/OOS: Not applicable
OrraoHenHq/I,IuunAenrul/OOC: He lrpr.rMeHr.rMo

Declaration of certification: "I hereby certify that the above in;lormation is authentic and accurate. This batch of product has
been manufactured, including packaging and quality contol ar the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3aKnroqeHtle o coorBercrBur{: Hacrof,ulr,rM noarBepxAarc, qro npeAcraBJreHHafl Bbrrue uaQopr"rauua fiBr,flercr
AocroBepHofi u ro.IHofr. ,(auuaa cepua 6rtaa npon3BeAeHa (axlrc.rar yuaxonry/uapKr,rpoBKy H r(oHTponb KarrecrBa) Ha
yKa3aHHofi Bbl[Ie [pott3BoAcrBeHuofi [JrollaAKe B noJrHoM coorBercrBr.rfi c rpe6oBaHr.rtrMr.r HaArexaueft
flpousnoAcroennofi flparrrarra (GMP) JroKzurbHbrx peryJrrropHbrx opraHoB n rpe6oBaHr,rrMu HopMarr,rBHofi aoKyMeHrarrru
JIfl-003870-221221 wts pbIHKa Poccru. flporoxolu rporr3BoA{)rBa, yraxoBxr,r r nor(a3areJrr{ KaqecrBa AaHHoft cepm 6brJrr,r

rIpoaH€IrII,t3I4poBaHbI I,I cAeJIaHo 3axJrrorreHr4e, qro oHr,r coorBercrBylor rpe6oBaHxflu HaA.uexaueft flpolr3BoAcrBeHHoft
flpaxruxn (GMP).
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Name / IDI{O Akshit Bhardw


