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

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1195249300 Fax:+91-1795249310 email: :, r:, ,. , ,, ,::, ,

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI{KAT AHAJII43A f OTOBOI O IIPOAyKTA

l|3ol

Name ofProduct/
HaumeuosaHue rrpoayKuntt

MOMAT RINO
MOMAT PI,IHO

Generic name /
HenarenroeaHHoe HatrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mouera:oHa cnDeil na:a,I rHslE aogr'rposaHurrft 50 uxr/ao:a

Active Ingredients /
[efi crayrcutne BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnper corepxuT: leficreyronlee Beu1ecrBo: Movera:osa Qypoara MoHorl'rapar

51,72 uxr B repecqere ua Mouera:osa tpypoar 50,00 **! 

-

Sfrensth / nosunoera 50 mcsidose / 50 Mrcr/ao:ra Date of Mfs. /.llara nporreoAcrBa 0712023

Dosage form /
JlerancmeHsaq dopMa

Metered-dose nasal spray / Cnpeft
na:an u gulfi ro:riDosaHHbril

Date of Exp. / foaes ao 061202s

Product code / Koa nDorvKTa sRU030007E04040 I DK Date ofrelease I flara BLrnycma 17.07 .2023

Batch No. / Cepua J\t 12230653 Qty. Released /
KorHqecrso BbIrlY[leHo

32,800 BOT /
drlaxonog

Batch size / Parruep cepur.r 34,722 BOT / tprarouos
Mfg.License No. / "rIuIreHsuq Ha

n Do rr3BoncrBo ( go ru ep)
MNB/10/832

Inspection Lot No. /
PerucrDaunosxsrft uoruep aHaJrI{3a

040000471 348
Mfg. License Date / Jlr.ruentrq Ha

nnoraseoacrso (aara) 30t0412020

Package size / YnaKosrca 120 Doses / 120 aos
GMP Compliance certificate Date /
GMP ceprlrdnrcar (aara)

18t0612020

Market / Pusorc Russia / Poccuq
GMP Compliance certificate No. /
GMP cep'n.rdnrcar (noruep)

GMP-
0 r 556/20lIN

Reference Specification No. /
(nsqtlQllxauufl roroBoro
npoaYKTa J\b

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

API name / HarnaeHoaaHue A@C
Mometasone Furoate Monohydrate/
Moueragoua Qypoara MoHorrrpar

API Batch No / A<DC cepua J\i
MFM-
23405(JM-01)-
002

Manufactured by / [Iooussoaurers Aarti Industries Limited. India / Aapru Huracrpu: JluvureL Vwus

OBSERVATIONS /
PE3YJIbTATbt

LIMITS / TPEEOBAHT,I.flTESTS / TIOKA3ATEJII4

Off-white thick suspension of
non-transparent consistencY. /
Iloqru 6eloro uBera
Heflpo3paqHoft xoncucreHul{ll

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or 6eroro Ao rloqrl,r 6eloro uBera or
loJryflpo3paqHofi Ao Henpo3par{Ho[ xoHcllcrenquu

Description / Ouucasue

Identification /
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 / Bperrar

yAepxI{BaHI,L OCHOBHOTO nlrKa

Ha xpoMarofpaMMe
rrcnbrTyeMoro pacTBopa

cooTBeTcTByer BpeMeHLI

yaepx[BaHllfl ocHoBHofo rII'IKa

Ha xpoMarorpaMMe

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 (refer

to Assay). / Bpeux yAepxI4BaHI,L ocHoBHoro nHKa

Ha xpoMarorpaMMe ucnblTyeMoro pacTBopa

AOJTXHO COOTBeTCTBOBaTb BpeMeHI,I yAepxl4BaHu,

ocHoBHofo [lllKa Ha xpoMaTolpaMMe craHAapTHoro

pacrBopa (crur. pa3AeJI <KorFIecTBeHHOe

oupeAerenrae>).

a) Mometasone Furoate /
Monerarona Qypoar

PrepargfiBy / [IoArorosun Checked By i flposepn.n Approrled By / Oao6pu.n

Signature / [IoAnncu /{ _. d'
Date / Aara a xlol I r-u) hr"r\t3 ,,tlovw>
Name/ @[IO Yogesh Kumar Mehta Atul Kumar Ajay ltun{ar Garg

Designation /
[o.nxxocrs

Officer-QA Officer-QA Asst. Manager - QA

FCIU/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone:+9|-l795249300Fax:+9l-17952493l0email:.',,,,.........,.'',','::'.,,,,.,:..

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@IIKAT AHAJII,I3A f OTOBOI O TIPOAyKTA

2 of8 I aro.2uz8

Name of Product /
HaurueHosaHne npoAYKutttl

MOMAT RINO
MOMAT PI4HO

Generic name /
Hena'reHroeaHHoe HauMeHoBaHlte

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Movera:osa cnDefi sa:a,rruulfi rosrposallnuii 50 tr'trrhosa

Active Ingredients /
Aefi creyroulxe BeulecrBa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.'/2 mcg as

calculated for Mometasone Furoate 50.00 mcg
I gora cnper coaepxr'rr: .4eficrryroutee BellecrBo: Mouera:oHa r[ypoara MoHorilrpar

5l.72urrBnepecIIeTeIraMouera:oga$}?oaT50,00urL
Strensth / nosxposrca 50 mce/dose / 50 Mrn/aosa Date of Mfe. /.llara nponrnoAcrBa 07t2023

Dosage form /
JlerancrseHHas 6onua

Metered-dose nasal spray / Cnpefi
Ha:a.nrnrrfi ao:uDonaHnrtil

Date of Exp. / IoaeH Ao 0612025

Product code / Koa npoAyKTa sRU030007E04040r DK Date of release I lara BbItlycKa 17.07 .2023

Batch No. / Cepun J\! 12230653 Qty. Released /
Koruqecreo BbtnYureHo

32,800 BOT /
ibnaxoHos

Batch size / Parnep cepr.ru 34,722 BOT / SraxoHoa
Mfg.License No. / Jlnqestus Ha

n Do rr3BoacrBo ( uoru ep)
MNB/10/832

Inspection Lot No. /
PerucroaunouHslfi uoruep aHaJIu3a

040000471 348
Mfg. License Date / Jluuesrus ua

noollrsoacrso (aara)
30t04t2020

Package size / Vnarcosxa 120 Doses I 120 tos
GMP Compliance certificate Date /
GMP ceprndurcar (gara)

18t06t2020

Market / Pulnor Russia / Poccus
GMP Compliance certificate No. /
GMP ceprudu rar (sorr.reP)

GMP-
01556/20llN

Reference Specification No. /
QnsuIlQl,trauuq roroBoro
nDonvrffa llt

sPC-CC-063688 Reference STP No. / C[14 Ns
STP-CC-
040944

API name / HarMenoeaHue A<DC
Mometasone Furoate Monohydrate/
Mouera:oua Qypoara MoHorunpar

API Batch No / A<DC cePnn J\t
MFM-
23405(JM-0r )-
002

Manufactured bv / Ilpoussoaurers Aarti Industries Limited. India / Aapru HHAacrpug Jluuuret,VMus

J\! TESTS / TIOKA3ATEJI}I LIMITS / TPEEOBAHIIq OBSERVATIONS /
PE3YJIbTATbI

b) Benzalkonium chloride
/ BensarroH[q xropfiA

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 (refer to Assay). / Ha xpouarorpaMMe
r,rcnbrTyeMoro pacTBopa AoJIxHbI O6HapyxuBaTbc,
IIrrKr,r, IIo BpeMeHaM yAepxI'IBaHI'L

coorBercrBylorll4e nIIKaM T0MoJIOIOB 6eH3arxoHuq

xJIoplIAa Cn t Cv Ha xPoMaTolPaMMe

craHAaprHoro pacrBopa (ct"t. pa3Aen

<KoruqecrseHHoe o[peAeneHue)).

The chromatogram of the

sample solution contain Peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Crz and

Cr+ in the chromatogram of the

standard solution. I Ha
xpoMarorpaMMe I{crlblTyeMoro
pacrBopa o6uapyxnratorcr
Irr,rKI,I, no BpeMeHaM

yaepxI4BaHLL
cooTBercTByIO[lUe nl'IKaM

roMonoroB 6eH:arrouuq
xJlopl{Aa Co u Cv Ha

xpoMarofpaMMe cTaHAapTHoro

DACTBODA.

3. PH From 4.30 to 4.90 I Or 4,30 Lo 4,90 4.73 14,73

4. Density / fhoruocrs From 0.950 to 1.050 glcm3 I
Or 0,950 Ao 1,050 r/cu3

1.017 glcm3 I 1,017 rlcv'

5. Viscositv / Bqsrocrr From 30 to 130 cPs / Or 30 ao 130 cIIs 5l.l cPs/51.1 cIIs

Prepargdf y / floaroro su,'I Checked By / [Iponepu.rI Approv{d By / Oao6pn.n

Signature / Iloanucs /vl --r {,
Date I Aara uitlol I L"y3 1tr''1\t'l AD>lldp'/
Name / OIIO Yogesh Kumar Mehta Atul Kumar ljay K[ma'r Garg

Designation /
{o.nxnocru

Officer-QA Officer-QA Asst. Manager - QA

FCr\4/QA0s4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795249300 Fax: +9l-1195249310 email; : , : :

CBRTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@IIKAT AHAJII43A IOTOBO| O TIPOAYKTA

of E / lr3

Name of Product /
Haunreuogau ue rI Do^uvKuLt r.l

MOMATRINO
MOMATPI4HO

Generic name /
HenareHrogaHHoe HauMeHoBaHl,le

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moue'ragoua cnoefi ua:a.rsurrii .uosr.rDosaHnrrfi 50 rrarr/no:a

Active Ingredients /
lefi crryrcrque BerrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4o:a cnpe.n coAepxnr: .qeilcreyrcuee BeulecrBo: Movera,sona $ypoara MoHorl{.qpar

5 1,72 urr B nepecqere Ha Mouera:osa Sypoar 50,00 urr
Strensth / noruposxa 50 mce/dose / 50 uxr/aosa Date of Mfs. /.llara nooursoacrBa 0712023

Dosage form /
JIercapcrsegHaq doprua

Metered-dose nasal spray / Cnpefi
Ha:a,rsu srfi ao:H DoeaHuttfi

Date of Exp. / foaen ao 06t2025

Product code / Koa npoAyKTa sRU03 0007E04040 1 DK Date ofrelease I nara Bblnycxa 17.07.2023

Batch No. / Cepun J\lb 122306s3 Qty. Released /
Konr.rqectgo BblnvureHo

32,800 BOT /
ibraronos

Batch size / Parnaep cepNr.r 34,722 BOT / Qnar<ouon
Mfg.License No. / Jluuenrus sa
n porr3Bo,IcrBo (HorrleP)

MNB/10/832

Inspection Lot No. /
PerucrpauuouHsrfi uorrrep aHaJrr{3a

04000047 l 348
Mfg. License Date / "rluuenrus ua
nooursolcrso (aara) 30t04t2020

Package size / YnaroeKa 120 Doses / 120 z.os
GMP Compliance certificate Date I
GMP ceornduxar (aara) 18t0612020

Market / Punorc Russia / Poccuq
GMP Compliance certificate No. /
GMP ceorudurar (uorrrep)

GMP-
0 l 556/20lrN

Reference Specification No. /
CnequQuraqufl roroBoro
nnoavrcra.l\!

sPC-CC-063688 Reference STP No. / Cm'I JG
STP-CC-
040944

API name / HaumeHoeanue AIDC
Mometasone Furoate Monohydrate/
Mouerasoua Qypoara MoHorrulpar

API Batch No / A<DC cepr.ra .Ilt
MFM-
2340s(JM-01)-
002

Manufactured bv / [Ioo]rssoaurers Aarti Industries Limited. lndia / Aaprr.r Llqnacrpus lluuurer'Vr:0.us

OBSERVATIONS /
PE3YJIbTATbI

LIMITS / TPEEOBAHI,I.flTESTS / TTOKA3ATEJII4

291 mOsm/Kg
291 vOcru/xr

Osmolality /
OcNrorqrsHocrs

From 250 to 350 mosm/Kg
Or250 ao 350 uOcna/xr

l8.l g/ l8,l rNot less than 18 g / He ueuee 18 rNet content / Macca
coAepxrrMoro QraKoHa

170 doses I 170 l.ozNumber of deliveries per
container / Kornqecreo
IIO3

Not less than 120 doses (discard the first pumping)
/ He nlenee 120 aos (ue cuuT aa repBI.Ir{HyIo
npoxavxy)

Minimum / Mnuuuyrrl: 92.60

Maximum / Maxcuuyu :107 .9o/o

Average / Cpe4Hee: 104.6%

-l r '-,i7.,.'..,
,\' ' '\41 \.

'{
'r!

-- I a-1,

'4tq)" ,f:i

Individual dose mass: from 85% to I l5% of the
theoretical dose mass /
Vltusw\yaJrbHa, Macca Ao3br: or 85 o/o lo 115 %
or reoperfiqecrofi vaccu 4o:u;

Average mass of the dose: from 90oh to ll0oh of
the theoretical mass of the dose /
Cpe4uar Macca ao3bl: or 90 Yo no 1 l0 7o or
Teoper[qecKofi lraccrr 4osrr

Pump delivery /
Macca nosrr

PreparefBv / lloarororua Checked By / flponepu,'t Approved Sy / Oao6pur

Signature / [IoAnucu /Y-. d c ,a

Date / Aara I Slot I L.t) t9\"1\al t?b/:r2
Name / @I{O Yogesh Kumar Mehta Atul Kumar Ajay Ku*ar'Garg

Designation /
[o.nxuocrr

Officer-QA Officer-QA Asst. Manager - QA

FC[WQA054/08.00



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

Distt. Solan Himachal Pradesh 1'73205,lndia

Phone: +91-1195249300 paa; +91-1195249310 email: ,, ,, ,, ,r r, ,':,
qflca"rmamk
.\ ,:eri w,r,- lirr l gcrv s'odti

CERTIFICATE OF
CEPTI{OI,IKAT

ANALYSIS FOR FINISHED PRODUCT
AHAJII43A TOTOBOIO IPOAyKTA

MOMATRINOName of Product /
HaurueHonau ue tr PoAYKIIL II

Von er*ne Metered-dose Nasal Spray 50 mcg/dose

Mouera:osa cnpefi ua,:a.nsubrfi lorupoeaHHstil 50 NaKr/.qosa
Generic name /
HenareHroeaHHoe HauMeHoBaHIre

Active lngredients /
fiefi crnymuue BelrlecrBa

@;tg..dt."t'. M"*.t.r"* Furoate Monohydrate 51.72 mcg as

calculated for Mometasone Furoate 50.00 mcg

I .qora cnper coaepxl'tr: ,4eficrnyrculee BelrrecrBo: Moueragona Qypoata MoHorllApar

51,72 urr B nepecr{ere Ha MoMerai}oua Oypoar 50,00 tn{Kr , - -.- - - -

Streneth /,Ilost'rPosra 50 mcg/dose i 50 vrr/aora Date of Mfg. /,Il,ara nPouraoAcrea 0712023

Dosage form /
.IlerancrseHHaq dopMa

Metered-dose nasal sPraY / CnPefi

ua:a.n uH ulfi ,[03Hpo BaHHbtfi
Date of Exp. / foles ao 0612025

Product code / Koa nPoAYKTa sRU030007E04040 I DK Date of releas e I fiata BbIqY!I(4- 17.07.2023

Batch No. / CePnn J\! 12230653
Qty. Released /
KOJ!U.IeCTeO BblnyueHO

32,800 BOT /
dlraroHos

Batch size / ParmeP cePun 34,722 BOT i Srar<ouoe
Mfg.License No. / JIuueHruq Ha

n no rr3Bo,ucrBo ( Horu ep)
MNB/r0/832

Inspection Lot No. /
Perucrnauuouustfi nouep aHaJrI{3a

04000047 I 348
Mfg. License Date / JluueHruq Ha

nnoureoacrno (aara)
3010412020

Package size / Vnaroara 120 Doses I l2O aoz
GMP Compliance certificate Date /
GMP cep'ru0lr ra'r (qara)

1810612020

Market / Putnor Russia / Pocclrq
GMP Compliance certificate No. /
GMP cePtr.ldu xar (norr.reP)

GMP-
01556/20/IN

Reference Specification No. /
(n6qnQurcaufis roroBoro
nooavrcra Ng

sPC-CC-063688 Reference STP No. / Cru'I JA
STP-CC.
040944

API name / HaranaeHoaaHue A<DC
Mometasone Furoate MonohYdrate/
Mol,tera:osa t[ypoara N.roHoruApar

API Batch No / A<DC cePnn.ll!
vlr lvr-
23405(JM-01)-
o02

Manufactured by / IlPoussoAurers Aarti Industries Limited, India / Aapt

nt TESTS / TTOKA3ATEJII,I LIMITS / TPEEOBAHI,T.fl OBSERVATIONS /
PE3YJIbTATbI

10. Particle size /
Pasuep rracrllu

Particles < l0pm in size: Not less than 90Yo

f,lacrnu pa3MepoM < 10 lrrru - He MeHee 90 %o;

Particles < 30pm in size: 1007o
gacruq pa3MepoM < 30 lrrru - 100 %

Particles > 30pm in size: Should be absent
rlacr11qur pa3MepoM > 30 nrclr - AoJIxHbI

orcyrcTBoBaTb

100.0% ll00,Uyo

100.0% I 100,0yo

Absent / OrcyrcruYrcr

1t Sedimentation StabilitY
CeAnuenraqlroHHafl
ycrofirrr.rBocrb

Not less than 5 min / He ueuee 5 uun. Complies /
CoornercrnYer

i,:irt'
,j ,.,",

Prepay,e$ By / llogroroeu.n Checked By / [IPosePun Approved By / Oao6pul

Signature / [Ioanucs k { A.
Date / [,ara I 9lor \L,t: txFl h) is\d4\ar)'>
Name / @I{0 Yogesh Kumar Mehta Atul Kumar .tjay *umhr Garg

Designation /
!,o.nxuocru

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: +gl-17g5249300 Fax:+91-1795249310 email: , , ,, ::, , :

CERTIFICATEoFANALYSISFoRFINISHEDPRODUCT
CEPTI,I@UKAT AHAJII43A f OTOBOTO IPOAyKTA

Name of Product /
Har.rrueHoeaH ue n poAYl(utt lr

MOMAT RINO
MOMAT PI4HO

il"
f, r^..--^^rr- ^-6a; rro'a rLUrrir nnaunnpaHqrrfi 50 wrr/no:a

Generic name /
HenareuroeaHHoe HauMeHoBaHI{e

Active Ingredients /
[eilcrnyrcuue BeruecrBa I .qosa cnper coaepxur: .qeficrsyrcuee BeurecrBo: Movera:oua ipypoara MoHoruApar

51,72 vrr B nepecqere *ra Moryrera:oua rDypoar 50,00

I dose ofthe spray contains: Active lngredlent:

calculated for Mometasone Furoate 50.00 mcg
ruroatc lvlulrurlyul r[!5

Strensth / norflpoerca 50 mcddose i 50 vxriaora Date of Mfe. / [,ara nPouraoAcIEa 07t2023

Dosage form /
.Ilerca ncrserrsaq donMa

Metered-dose nasal spraY I CnPeiz

ua:a,rrgufi aogilposaHHrtfi
Date of Exp. / foaen Ao 06t2025

Product code / Koa nDo.tIYKTa sRU030007E040401 DK Date ofrelease I fiata BbqrycKa 17.07.2023

Batch No. / CePnx JII 12230653
Qty. Released /
Ko.[r.r qecreo Bbr nylqeHo

32,800 BOT /
ibraxouos

Batch size / Parruep cePnu 34,722 BOT i iP.rraxonon
Mfg.License No. / JIuueHrus ua

nDolr3BoacrBo (Horu eP)
MNB/t0/832

Inspection Lot No. /
PerucrnauuouHuft xorueD aHaJrll3a

04000047 I 348
Mfg. License Date / JluueHrI'Is sa
noollraoacreo (aara)

3010412020

Package size / Ynaroera 120 Doses I 120 l.oz
GMP Compliance certificate Date /
GMP ceprr.rdurcar (Aara)- t8t0612020

Market / Psruorc Russia / Pocctls
GMP Compliance certificate No. /
GMP cepru$urcat (HorueP) 

-

GMP-
0 I 556/20/IN

Reference Specification No. /
CneulrQuxaurlr roroBoro
npoayrra J\!

sPC-CC-063688 Reference STP No. / C[lI Jt]
STP-CC.
040944

API name / HauDrexoeanlle A@C
Mometasone Furoate MonohYdrate/
Mouerasoua Sypoara MoHorI'IrPar

API Batch No / AOC cePna.llir
MFM-
2340s(JM-o1)
002

Manufactured bv / [IPorrsoAurerL A".ti Ird*t.i.t Limited, India / AapruAulac'rput llulaunexVututs

OBSERVATIONS /
PE3YJIbTATbI

LIMITS / TPEEOBAHI4.flTESTS / TIOKA3ATEJII4

Impurities / Ilpuuecn
0.003%10.003%

Not Detected/ He o6uaPYxeuo

0.01%/0,0lyo

0.04%10,040h

,. -'\
o.l5o /0,,(5-l{' , "r- irr, 

,

,/(..:) 'ri: 
-

Not more than 0. I 5 %6 I He 6onee 0, I 5 7o

Not more than 0.15 o/o I He 6olee 0' l5 %o

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

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

Not more than 0.60 o/o I He 6onee 0,60 7o

Impurity 8 DM /
flprarrlecr,r 8 DM

Impurity DMC /
flplrrraecra DMC

Impurity D /
Ilpurraecu D

Any individual unspecified
impurity / EArnuqnofi
He lrAeHTI,o I4ULIpOBaHHOfi

rrpnMec14

Total impurities /
Cyrururr upl,IMecefi

PrepaFd By / flosroronu,r Checked By / fIPoeePn.l Approvqd By / 0ao6Pn.n

Signature / llognucu ----7D k,
Date I na'ra " I gl o') l\/ru) rlt'1lt-l ,{\r'> )P)>

Name / @UO Yogesh Kumar Mehta Atul Kumar 4ay xhmal Garg

Designation /
.ll,o.nxnocrs

Officer-QA Officer-QA Asst. Manager - QA

7C)A054/08.00



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

Distt. Solan Himachal Pradesh 173205,lndia

6lemrnanla 
Phone: +91-179s 249300 Fax: +91-179s 249310 email: i , , ,

l\ ncrv rrtr iiii a tei,., .,"oilti

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I,IKAT AHAJII{3A IOTOBOIO IPOAyKTA

6oltJ 6 rr3

Name of Product /
Hal.rrueHoeaHUe npoayxulru

MOMAT RINO
MOMATPI4HO

Generic name /
HenarenroeaHHoe Har{MeHoBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mouera:osa crDefi Haga.rusrrfi lognposaHusrfi 50 N,rrr/aosa

Active Ingredients /
flefi creyrouue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I go:a cnper co.qepxlrr: .qeficrsyrculee BeulecrBo: Monera:ona Qypoara MoHoruApar
51,72 rrarr B nepecqere ua Mouera:osa 0ypoar 50.00 urr

Strensth / nornooerca 50 mce/dose / 50 Mxr/aosa Date of Mfs. I Ilara rroousso.llcrBa 07t2023
Dosage form /
JlerancreeHxac dooMa

Metered-dose nasal spray I Cnpeir
ua:a.nrssrfi AognposaHHrrfi

Date of Exp. / foaeu Ao 06t2025

Product code / Koa nDo.qvKra sRU030007E04040 l DK Date ofrelease I Lara Bbrnycra 17.07.2023

Batch No. / Cepua Jl! 12230653 Qty. Released /
Korltqecreo BbrnyuleHo

32,800 BOT /
drnaronon

Batch size / Pasnrep cepuu 34,722 BOT / r[rarouor Mfg.License No. / JIHueHruq Ha

nDou3Bo,rcrBo (Houep) MNB/10/832

Inspection Lot No. /
Perr.rcrnaur.roHnttfi nouen aHaJu3a

040000471 348
Mfg. License Date / Jlr.ruessus Ha

n oor,rr eoncreo (.trara) 30t04t2020

Package size / Ynaxoera 120 Doses I 120 lot GMP Compliance certificateD^te I
GMP cepru0urar (aara) t8/06/2020

Market / Psrnorc Russia / Poccuc
GMP Compliance certificate No. /
GMP ceorndnrcar (uoruep)

GMP-
0r 556/20/rN

Reference Specification No. /
CneuuQurcauur roroBoro
nnoavrcra.llir

sPC-CC-063688 Reference STP No. / C[I,I Jt]
STP-CC-
040944

API name / HaunaenosaHue AOC Mometasone Furoate Monohydrate/
Mouera:ona Qypoara rraoHorra,4par'

API Batch No i AIDC cepun .l\i
MFM-
2340s(JM-01)-
002

Manufactured trv / flnonreoanrens Aarti Industries Limited, India / Aapru hn.(acrpus Jluv:r,rel' VgAus

J\b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4-g OBSERVATIONS /
PE3YJILTATbI

13. Average Delivered Dose
and Uniformity of
Delivered Dose / CpegHaa
AOCTaBrqeMaR AO3a r{

oAHOpOAHOCTb

nocraBJrqeMoft tro3br

Not more lhan2 of 20 doses (10 initial doses and 10 final doses

from 10 vials) can deviate more than + 20%o from the average
value and not any dose can deviate more than + 257o from the
average value. The mean should not exceed { 15 % of label
claim
If 3 to 6 doses deviate more than + 20yo blt not more than +
25Yo,test another 20 vials.
Not more than 6 of 60 doses can deviate more than + 20 % fiom
the average value, and not any dose can deviate more than
+25o from the average value. The mean of each determination
should not exceed + 15 oh of label claim.
He 6olee 2 uz 20 aoz ( 10 HavansHsrx ao: u 1 0 KoHe'iHbrx ,1o3)
Mor)"T uMerb orKJroHeHHe or cpeAHero 3HarieHll, 6olee qeu
+20o/o, tt Ht.l O,U,Ha AO3a He AOJU(Ha UMeTb OTKIOHeHT.Ie OT

cpeAHero 3HaqeHr.r, 6oree .reM +25o/o. Cpeanee 3HaqeHHe He

aoJIxHo npeBbrurarb * I 5 o/o or sarsreHuoro.
Eclu or 3 ao 6 ao: r4MercT orxJroHeurll 6o.nee qeu +20Yo, no
MeHee qeM + 25 yo, To lrcrrbrTbrBaroT cJrea],]ouue 20 Qraxouoa.
He 6oree 6 u: 60 Ao3 Moryr uMsrb orxroHeHr,re or cpeaHerc
3HaqeHr4, 60,ree ,reM + 20 yo, u HH oaHa ao3a He aoJ'D(Ha r4MeT6

orKroHeHr.re or cpeaHero 3HaqeHr.r, 6olee qeu t25 o/o. Cpeaaee
3HaqeHI{e KtunAoro olpeAeneHn, He AoJrxHo [peBbr[]arb + l5 7o

OT 3AfBJIEHHOfO-

Beg / Ha.ra.no:
Minimum / MuHrEmyna: 96.9%
Maximum / Marcuuytr,rl0l .6Yo

Mean /Cpeauee:100.0%

END / Koueu:
Minimum / Mnnuuyu: 95.5%
Maximum / Maxcrluyu: I 01.0%
Mean lCpe4Hee: l00.0Yo

PrepSrld By / [Io4roroen.n Checked By / flpoeeplr.n Approve By / Oao6pu.rr

Signature / lloqnucr H_- {r a \-'
Date / [ara ut,tlo'llLt3 tlb1lL\ r(\d4)p, >
Name/ @lIO Yogesh Kumar Mehta Atul Kumar Ajay Kuina/ Garg

Designation /
.(o.nxuocrr

Officer-QA Officer-QA Asst. Manager - QA

FCI\4/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone:+9l-l195249300Fax:+9l.l1952493l0email:.l',.,,'l.'...:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOTIKAT AHAJII43A f OTOBOTO IIPOAYKTA

l{3 tlol

Name of Product /
HauNreHoeaHUe npoayKuHr,r

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenroeaHHoe H a14MeHoBaH ue

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MoveraroHa crpefi sa3amnsrfi ao:rposaHnuil 50 Narrhosa

Active Ingredients /
fleilcrayrcurue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 4osa cnper coaepxxr: leficrsyrculee BeurecrBo: Mouera:osa Qypoara MoHorl4apar

5 1,72 rr,rr<r B nepecrrere Ha Movera:otta tbypoar 50,00 r,axr

Strensth / -llorunosrca 50 mcg/dose / 50 lrxr/aosa Date of Mfs. / nara npoutsoacrBa 07t2023

Dosage form /
JleraocreeHHaq donMa

Metered-dose nasal spray I Crrpeit
na:a,r rnufi ,[o:nposaHHr,rfi

Date of Exp. / foaeH ao 06t202s

Product code / Koa nDoryKra sRU030007E04040 I DK Date ofrelease I nara BbInYcKa 17.07.2023

Batch No. / Cepur J\! 12230653 Qty. Released /
Ko.nuqecrno BblnvureHo

32,800 BOT /
draroHos

Batch size / Parruep cepr.rr.r 34,722 BOT / Q,raronon
Mfg.License No. / JIHueHruq Ha

nporr3BoAcrBo (Honaep)
MNB/10/832

Inspection Lot No. /
PerucroaurogHrrfi uouen aHaJIu3a

04000047 I 348
Mfg. License Date / Jlnuenrus Ha

nDou3Bo.ucrBo (aara) 30t04t2020

Package size / Ynarosrca 120 Doses I 120 lloz
GMP Compliance certificate Date /
GMP cenruduxar (aara)

18t06t2020

Market / Psrsorc Russia / Poccnq
GMP Compliance certificate No. /
GMP ceorudurcar (uouep)

GMP-
01556/20lIN

Reference Specification No. /
CneuuQnrcaurrq roroBoro
npoayrra.Il!

sPC-CC-063688 Reference STP No. / CtlI4 J\i
STP-CC.
040944

API name / Har.rrrresonasne A<DC
Mometasone Furoate Monohydrate/
MoMgra3oHa Qypoara MoHorrarpar

API Batch No / A@C cepur .Il!
MFM-
23405(JM-01)-
002

Manufactured bv / [Iponssoaureflu Aarti lndustries Limited. India / Aaprn HHracrpus Jluv,ureL,Vttaus

OBSERVATIONS /
PE3YJTbTATbI

TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,Tfl

Microbiological Purity / Mnrcpo6uofloruqecKaq qrrcrora

Absent / Orcyrcrr

Less than l0 cfu/ml /
Meuee 10 KOE/rr,rn

.,-. i,1 ,- L ;] '.."
'/ - "r r''o' \!

Less than l0 'cfuf,"i'l -'t.',r'

Meuee l0 llpd/nar ti

'd 6njAbsenr,",T;L 

^""9

Not more than 102 cfu per 1ml of the product / He
6oree 102 KOE s I nan npenapara

Not more than 101 cfu per I ml of the product / He
6oree l0rKOE e I nal npenapara

Absence per I ml ofthe product / Orcyrcrnue n I
MJr flpeflapara

Absence per I ml of the product / Orcyrcrer.re s 1

MJr [peflapaTa

Total aerobic microbial
count / O6qee .{Ltcro

aepo6urx
Mr4KpOOpraHrr3MOB

Total yeast and moulds
count / O6ulee.{ucro
ApoxxeBblx LI IrJIecHeBbIx

rpu6on

P s eudomonas aeruginos a

St ap lqt I ococ cus aur eus

Assay / Ko.[IaqecrseHHoe o[peAeJreHHe

l02.7Yo I l02,7Yoa) Mometasone Furoate / From 85,0 % to 115,0 oh of the labeled content / Or
0Yo lo 115.0 yo oT 3arBJIeHHoro coAepxaHlL

98.1% l98,lyob) Benzalkonium chloride / From 80,0 oh to 120,0 Yo of the labeled content / Or
80,0 % ao 120,0 oh or zaqsreHHoro coAepxaHl,L

Prepar@ By / Ilogroroeu.n Checked By / Ilponepu.rl Approve{ By / Oao6pu.rI

Signature / IIoAnucs v .1- G'
Date / Aara 4 g7o1l l-u3 r ?1"11T-l .$\olPVe
Name / <DI{O Yogesh Kumar Mehta Atul Kumar ljay ru*ralcare

Designation /
.{o.nxuocrs

Officer-QA Officer-QA Asst. Manager - QA

/08.00N,r/QA0s4
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Phone: +91-1795 249300 Fax: +91-1795 2493 l0 email;

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

Distt. Solan Himachal Pradesh 173205,lndia

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI{KAT AHAJII{3A f OTOBOI O TIPOAYKTA

u3olU

Name of Product /
Hal,lrr.reHogaH ue n DonvKultH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HaIrMeHoBaHue

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monerasosa cnpefi ua:a,rruLIii AoslaposaHuslfi 50 narcr/aosa

Active Ingredients /
{efi crryrcutne BeutecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnper coAepxl4T: aefrcrnyrculee BeulecrBo: Mouera:ona <pypoara MoHorl4apar

5 1,72 nrr B rrepecqere Ha Mouerasosa $ypoar 50,00 urr
Strensth /,llorrposrca 50 mcs/dose / 50 larriao:a Date of Mfs. / -llara nooltsoacrBa 07t2023

Dosage form /
JIera ocreeH Haq doorvla

Metered-dose nasal spray I Cnpeia
na-:altnstfi lolaoogaHHsrfi

Date of Exp. / foaeH ao 0612025

Product code / Koa rpo,rlvKra sRU030007E04040 I DK Date of releas e I Lara BbInYcKa 17.07.2023

Batch No. / Cepun Jl! t2230653 Qty. Released /
Kofl r.r qecrso BbI rIYueHo

32,800 BOT /
drnaroson

Batch size / Parnrep cepulr 34,722 BOT / tfunaronon
Mfg.License No. / JIrqeHruq Ha

nooH3Bo.rlcrBo (Homeo)
MNB/10/832

Inspection Lot No. /
Perr,lcrnauuougulfi nonaen aHaJru3a

040000471 348
Mfg. License Date / Jlr.lues3uq Ha

nnournoncrno (nara) 3010412020

Package size / YnarcoaKa 120 Doses l l20 loz
GMP Compliance certificate Date /
GMP ceprudnxar (aara)

18t06/2020

Market / Pstuorc Russia / Poccus
GMP Compliance certificate No. /
GMP ceprudnrcar (non'rep)

GMP-
01556/20/IN

Reference Specification No. /
CneuuQurauur roroBoro
nnonvrcra Jl!

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

API name / Ha[NreHoeague AIDC
Mometasone Furoate Monohydrate/
Mor.rera3oHa $ypoara MoHorllrpar

API Batch No / A@C cepun.l\!
MFM-
23405(JM-01)
002

Manufactured bv / [IpoureoaureJrr Aarti Industries Limited, India / Aaprlr kluaacrpuz Jluvt:area,Idrlp.us

J\T TESTS / TIOKA3ATEJII,I LIMTTS / TPEEOBAHI4fl OBSERVATTONS /
PE3YJIbTATbI

16. Package Size / Ynarosra @densitypolyethylenevialwithadosingdeviceanda
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack' /
IIo 120 qor cycneH3rH Bo SnaKoHe u3 noJIl4lrl'lJleHa Bblc-ox{frTtflQf Hocru c

Ao3upyrour.tM ycrpoilctrorra H KoInaqKoM il3 norlr?r,.lrleHa Bb/x,g\d$ nml&bc\ tlo-l
dlaxonv BMecre c l,tHcrDvKtrtlefi no lte.4uul4HcKoMy npHMeHgE[b B naqKe l(ap4qlryol4'

Any deviation/Incident/OOS: Non-applicable
OrrcroneHllq/Hecoorsercrn[q/OOC : He npuMeHtrMo

Declaration of certification: "I hereby certify that the above information is authentic and accur
ffi"

*,i
'1)

-t?1 !

batch of t has

been manufactured including packaging and quality control at the abovementioned site in full GMP

requirements of the local Regulatory Authority and with the normative document no. JIII-NI( Pr-RU) dt.

23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing,

packaging and analysis reviewed and found to be in compliance with GMP."
3axlrcqenue o coorBercrBr{tr: Hacroru{t4M noATBepxAaro, qro [peAcraBJleHHafl BbluIe uH$oprvraqua f,BJlrercf,

AocroBepHofi r,r ror{Ho[. fiaauat cepnr 6rua nporr3BeAeHa (euro.rar ynaKoBxy/MapKupoBKy I{ KoHTponb KaqecrBa) Ha

yKa3aHHofi Bbrule npor{3BoAcrBenHofi flnouIaAKe B TIoJIHoM coorBercrB].Il4 c 'rpe6oBaHlrrMu Ha.uexauef
flpou:ao.ucrreHHoft npaKrraru (GMP) JroKrrJrbHbrx perynrropHbrx opraHoB I4 rpe6oBaHl'ltMl4 HopMarI'IBHofi AoKyMeHrau[[

n[-Ne(00171Q)-(P|-RU) or 23.01 .2023 tls pbrHKa Pocclrlr r,r yrBepxAeHHoil cneurQuxauuefi Ns SPC-CC-063688.

flporoxoltr npor,rsBoAcrBa, yrraKoBKlr u rroKa3areJrr4 Kar{ecrBa AaHHofi cepul4 6brllu [poaHiIJII{3I4poBaHbI I{ cAeJIaHo

3a6JrroqeHr,re, r{To 9HI,I cooTBeTcrByIoT Tpe6oBaHlrflna Ha4lexaqefi fIpou3BoACrBeHHOfi llpaxruxr4 (GMP).

Approve$ By / Oao6pn.nChecked By / [Iponepu.n

Signature / [Iornucr

\ ?1.1\1-JI ltlol lL.u3
Atul KumarYogesh Kumar Mehta

Asst. Manager - QA


