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

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fur: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS F'OR FINISHED PRODUCT
cEPTrr@rrKAT AHAJTTI3A IOTOBOIO IIpOAyIffA

1of9/ I ut9
Name ofProduct /
Hallmenoeanlle nDorvKrru[

MOMATRINO
MOMATPIil{O

Generic name /
HenarenrosaHHoe HallMeuoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouerarona t[ypoara MoHorrrpara cnpeft sa3alrHufi ,[o3xDoBaHHhtfi 50 rvrrr

Active Ingredients /
[eft crnyrouue Be[IecrBa

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 coAepxr4r: aeficrsyouee BerqesrBo: Mol4cra3oHa @ypoara MoHorrtJlpar
5 1,72 ruKr s nepecrrere na Mousragosa $ypoar 50.00 rrarr

Strength /.lloruposra 50 mce / 50 raKr Date of Mfg. / .[ara nporceoAcrBa tu202l
Dosage form /
Jlercapcrnennan Qopma

Metered-dose nasal spray /
Cnpefi uataasnrril
aogEposagEHfi

Date ofExp. / IoAen Ao t0D023

Product code / Koa nDoJryKTa SRUO3OOOTEMO4OIDK Date of release I ilara BburycKa 18.12.2021

Batch No. / Cepna J{b 12210711 Qty. Released / Koruqecrso
BbINYIIIEHO

32,100 Bor/
dl-naronon

Batch size / Pa3Mep ceplrlt 34,722 BOT/ r[narouou Mfg.License No. /
Jluuensug Ha nnoflss6asrso (Horren) MNB/10/832

Inspection Lot No. /
Perucrpaur.IoHnuIfi norreo aHaJrn3, 0400003636s I Mfg. License Date /

Jltluexrtlq Ha nootl3Dolrcrso (aara) 30t04t2020

Package size / YnarosKa 120 Doses 1.120 aog
GMP Compliance certilicateDats I
GMP ceorudnrar (aara) 1810612020

Market / Punorc Russia / Poccns GMP Compliance certificate No. /
GMP ceprudurar (norrep) GMP-01556/20m,t

Reference Specilication No. /
Cneur,r$urauus roroBoro
nporyKTa JYb

sPC-CC-063688 Reference STP No. / CruI Ne sTP-CC-040944

LIMITS / TPEEOBAHII' OBSERVATIONS / PE3YJIbTATbI
Description / Onucauue White to off white thick suspension of

semitransparent to non-transparent
consistency. I
Or 6eloro Ao noqrr.{ 6eloro tEera or
no.rrynpospauuofi Ao uenpospauuofi
KOHCI4CTEHUIIA ryCTilI CVC[EH3I4'.

Off white thick suspension of non-
transparent consistency. /
floqrn 6eloro rlBera or nenpospavuofi
roHcr4cTeHlllil4 ryCTafi CycrreH3lrf, .

Identification /
a) Mometasone Fuorate /

MometasoHa Qypoar
The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / Bpeur y1ep)KwBauus
ocHoBHoro ru.rKa Ha xpoMaTorpaMMe
r.{crrErTyeMoro pacrBopa AoJDKHO
cooTBeTqTBOBaTb BpeMeHu yIleplKwBaHufl,

HOBHOTO [r,rKa Ha xpoMaTorpaMMe

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.
/ Bpervrr y,qepxrrBaHra, ocHoBHoro
rfiiKa Ha xpoMaTorpaMMe rrc[brryeMoro
pacrBopa coorBercTByer BpeMeHrz

y4epx(wBavfifl ocHoBHOrO ilUKA HA

xpoMaTorpaMMe cTaH,4apTHOrO
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Glen mark 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{OITKAT AHAJII,I3A TOTOBOTO IPOAyKTA

2oI9l 2nt9
Name ofProduct /
Hauuenoaanre rrDollvKurlu

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe Ha[rMeHoB, Hre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsra3oHa Oypoara MoHortr,(para cnpefi nasamgrIfi .[o3r,tDoBaun6rfi 50 rarr

Active Ingredients /
flefi crnyroruue BeuecrBa

I dose ofthe spray contains: active
calculated for Mometasone Furoate 50.00 mcg
I roga cnpes coaepxur:,Eefic,rayrouee BeulecrBo: Morucra3ona (Dypoara MoHorr{Apar
51,72 rur<r s nepecqsre sa Movsragosa $ypoar 50.00 rurn

Stren gth /,{orr.rpoara 50 mcg / 50 r'{Kr Date of Mfg. /,llara npo[rsotrcrBa tU202t
Dosage form /
JlerapcraenHaa Sopua

Metered-dose nasal spray i
Cnpefi naraarnufi
AostapoBaHgufi

Date ofExp. / Ioaen Ao 1012023

Product code / Koa nDo,lryKra SRUO3OOOTEMO4OlDK Date of release I lla'ra Bulrycra t8.12.2021
Batch No. / Cepur Ne l22t07tt Qty. Released / Kor[.recrso

BblnyrqeHo
32,100 BoT/
tbaaronoa

Batch size / Pa3Mep ceprut 34,722 BOT/r[aaronoa Mfg.Ucense No. /
JluueHlrls Ha nDoutBonsrBo (norvren) MNB/10/832

Inspection Lot No. /
Perucrpa{uonnsrfi nomep aHaJru3a

04000036365 I Mfg. License Date /
JIuueHcHq Ha nDor.BBoncrso (lare) 30104t2020

Package size / Vnaronrca 120 Doses / I20 aos GMP Compliance certificate Date /
GMP ceprudrrar (aara) 18106t2020

Market I Prrnorc Russia / Poccrac GMP Compliance certificate No. /
GMP ceprrdnrar (nomeo) GMP-oI556/20lIN

Reference Specilication NoJ
CnequSunau[r roroBoro
npoAyrra J{b

sPC-CC-063688 Reference STP No. / CtI[.]\lb sTP-CC-040944

Itb TESTS / TIOKA3ATEJM LIMITS / TPEBOBAHI'TS OBSERVATIONS / PE3YJIbTATbI

{",""\

D) Eenzall(onium chloride
xJropr{A

*

The chromatogram@
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
xpoMarorpaMMe [crrHTyeMoro pacrBopa
AOJTXHBT O6UapyxmaBcr illrxJr, no
BpeMeHaM y,4epxnBaHr,rf, coorBeTcTByroque
rrrrKaM roMoJroroB 6eHsanroHr,rf, xJropr{Aa
CD u CA Ha xpoMarorpaMMe craHAaprHoro
pacrBopa.

The chromatograrn of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Crz
and Cr+ in the chromatograrn of the
standard solution. / Ha xpouarorpaMMe
ucrrbrTyeMoro pacTBopa
odnapyxraarorcfl rrr4nn, rro BpeMeHaM
y4ep?xwBaHils, cooTBercTByprqr4e
rMKaM roMoJloroB 6egganrogug
xJropr4[a cn n crq Ha xpoMarorpaMMe

3. pH From 4.3 to 4.9 I Or 4.3 to 4.9 4.581/4,581
4. Density / flnornosrs From 0.950 to 1.050 dcrtl

Or 0,950 ao 1,050 r/crra3
0.99 glcm3 / 0,99 rlcm3

5. Viscositv / Bqsrocrs From 30 to 130 cPs / Or 30 Ao 130 cII3 53.8 cPs / 53,8 ctlr
6. Osmolality /

OcmonqnrHogrr
From 250 to 350 mOsm/fg
Or 250 Ao 350 uOcu/rr

293 mOsm/Kg
293 uOcv/rc

7. Leakage check /
Ilponeprca Q.narona na
repMeTItqHOCTb

Absence of anytraces of tA6TbrcyrcrBrae
cIe.EoB npoTerlKr,r

No traces of leaks I Cnem rporeqKrr
orcyrcTByror

8. Net content / Macca
coAepx${Moro onaroHa

Not less than 18.0 g I He nenee tSp r 18.3 g/ 18,3 r
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Glenmark pharmaceuticats Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal pradesh l73\05,tndia
Phone: 191-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF' ANALYSIS FOR FINISITED PRODUCT
cEpTIroktKAT AHAJII{3A f OTOBOTO IPOAyKTA

Name of Product /
Haunrenosant{e npoAyKuu[

MOMATRINO
MOMATPI4HO

oI9/CIp.3II3

Generic name /
HenarenrosaHHoe HauMeHoR, rrre

Mometasoneruroa@
MoMcra3olra abypoara Mogoruuoara cnnefi Ha?rnlrrnrri psrrfi 5O

Active Irgredients /
[efi croyrouue BeulecrBa

l doqe ofthe spray con
calculated for Mometasone Furoate 50.00 mcg
I roga cnper coAepxur: Aefisrsypuee 

"arta"r"o, 
Mousrarona (Dypoara Mo'ontApar

51,72 rvrrr s nepecqere Ha Molrsra3oHa O)?oar 50,00 rvrrr
Strength /,(oruponra )u mcg/ )u Mr(r Date of Mfg. /.ilara noo[ssorcrBa lu202t
Dosage form /
JlerapcroenHan Qoprvla

Metered-dose nasal spray /
Cnpefi aa:aaruufi
AognposaHHufi

Date of Exp. / Ioaer ao t0/2023

Product code / Koa uDorvKTa SRU030007E040401DK Date ofrelease I llara BbrrycKa 18.12.202r
Batch No. / Ceput Ne 12210711 Qty. Released / Koanqecrao

BbrrryIIIeHo
32,t00BoT/
ibaaroHos

Batch size / Pa3Mep ceprr 34,722 BOT/ r[narouor Mfg.License No. /
Ir,,,,^,,-,,- ,.- --- MNB/I0/832

Inspection Lot No. /
Per[grpauuonnrrfi nonep auaJrtl3e 04000036365 I Mfg. License Date /

Jluqenrug Ha npormBorcrBo (lare) 30t04t2020

Package size / Ynaronra I 20 Doses / I 20 aog
GMP Compliance certificate Date /
GMP ceprudurar (aara) t8/06t2020

Market / Pulnon Russia / Pocczs GMP Compliance certificate No. /
GMP ceprudunar (norren) GMP-01556/20lIN

Reference Specification No. /
CneuuQr.lraq!{s roroBoro
npoAyrra ilb

SPC-CC-0636S8 Reference STP No. / CIIU Ne sTP-CC-040944

JIb TESTS / IOKA3ATEJII4 LIMITS / TPnnonrrrrzq OBSERVATIONS / PE3YJIbTATbI9. Number of deliveries per
container / Koluqecrno
.ll03

Nor ress man IzU doses / He uenee 120 aos 173 doses / 173 tos

10. Pump delivery /
Macca aosur

Individuat dose mais: from 85%ElB%
ofthe theoretical dose mass /
Vluaur,laIyutbHafl Macca Aoru: or g5 oZ

Ao I l5 oZ or reoperra.recKofi Macchr ,(o3hr;

Average mass ofthe dose: from 90%oto
I l0% of the theoretical mass of the dose /
CpeAHss Macca .[o3br: or 90 %o Ao l1O yo
or reoperuqecrofi uaccrt Aosu

Minimum I Mwuwvryu: 91.2o/o
Maximum / Marcmrayu: 107.9%
Average / Cpeanee: 105.1%

11 Particle size /
Paouep qacrtlu

Particles < l0pm in sizi: NotGss than gOZ
qacrrrrt pa3MepoM < l0 unu - He MeHee
90%;

Particles < 30pm in size: 100%
tlagruq patMepoM < 30 rurnr - IOO %
Particles > 30pm in size: Should be absent
rfacruq pa3MepoM > 30 uxm - lroJrxHhr
oTcyTcTBOBaTb

98.98% /98,980/o

100.0% I l00,0%o -/-
.ldt o

Absent / Or.yr"""yirr$

Prepared.Bv / Iloarorosrr Chseked Bv / [noeen]ilr Approied Bv / Oao6olr.nSignature / rlolnucr /v' qt
Date I lara L-lbl"l i."lr^h" L> l),F^,)4Name / IDIIO
Designation /
.I[ouxHocrr

Akshit Bhardwai Ajay ltumar Garg
Officer - QA Officer-QA AssL Manager -QA
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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
cEpTuoI,IKAT AHAJTII3A TOTOBOIO rIpO.4yKTA

Name of Product /
Haurrenogarue n DorrvKur{[

MOMATRINO
MOMATPI4IIO

Generic name /
Hena'regronaHHoe HanMerroRrrrue

Mometasone Furoate Monohydrate Naml Spray 50 mcg
Mouvrasona r[ypoara MoHorqApara cnpefi sagalrnufi ]Io3[rpoBauHBrfi 50 rr,rrr

Active Ingredients /
.(efi crnyrorque BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone furoAe Monohydrate St.ZZ mcg as
calculated for Mometasone Furoa.te 50.00 mcg
I Aosa cnpes coAepxrrr: Aeficrayrouee Ber{ecrBo: MoMcra3oHa @ypoara MoHonulpar
!!,72 urr B repecqere Ha MoMcra3ona fiyDoar 50.00 rrarr

Strength /,Iloruposra 50 mcg / 50 rr,rrr Date of Mfe. /.IIaT a nponlsorcraa ll/2021
Dosage form /
Jlerapcreeunaa Qopua

Metered-dose nasal spray /
Cnpgft nasaaurrfi
aognposaltgrrfi

Date ofExp. / Ioaen Ao 1012023

Product code / Koa nDoayKra SRUO3OOOTEMO4OIDK Date ofrelease I Aara Bbrnycra 18.12.202t

Batch No. / Cepua Ne t22t07tt Qty. Released / Ko.nllqesrso
BbtnYtueHo

32,100 BoT/
6iraronos

Batch size / Parmep cepur.r 34,722 BOT/ r[aaronoa Mfg.License No. /
Jftluensus Ha lrDo[3Boncrso (HoMeo'l MNB/I0/832

Inspection Lot No. /
Perugrpauuonuurft uorren aHalrlr3e 04000036365 I Mfg. License Date /

Jluuexrrs Ha nDou3Borrcrso (aara) 30/04t2020

Package size / Ynaroana 120 Dosss I 120 tos GMP Compliance certificateDate I
GMP cenrr,rrbr,r rar (rsrn) t8t06t2020

Market / Prrnolc Russia / Poccr.rs GMP Compliance certificate No. /
GMP cenrrarhrrar lso*ren) GMP-o1556/20irN

Reference Specification No. /
Cneqn0r.rraquq roroBoro
rpoAyKra.lls

SPC-CC-063688 Reference STP No. / CIIU.m srP-cc-040944

Irb TESTS / IIOKA3ATEJII{ LIMITS / TPEEOBAHI,I.fl OBSERVATIONS / PE3YJIbTATbI

(

12. Related Substances / Ilocropourue rplrMeclt
Impurity 8DM /
Ilprnaecu 8DM

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

Impurity DMC /
flpmlecra DMC

Impurity D/
llpnrraecra D

Any individual unspecified
impurity lEatmwuofi.
ueugemraQttIryposaHHofi
[p[Mecr,r

Total impurity /
Cylaua npmraecefi

Not more than 0. 15 o/o / He ilotrce 0,15 %o

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

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

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

Not detected/ He o6napyxeno

0.02% /0,02yo

0.05% I 0,050/o

.1a.

P )--a LJ.- t^,

0.23%/0,23yo

,o fl1p),t

\,r,ce$g
13. Spray content uniformity

(Uniformity of delivery
dose) / Ognopo4nocrr
nH cso 6orrAae*roft Aogrr

more than 6 of 60 doses can deviate
than +25 o/o from the.average value,

Not more that2 of 20 doses (10 initial doses
and l0 final doses from l0 vials) can deviate
more than +25yo from the average value and
not any dose can deviate more than + 31yo
from the average value.
If 3 to 6 doses deviate more than + ZSyo but
not more than*.35Yo, test another 20 vials.
Not
more

Beg / Haua.no:
Minimum I Muwxryu:92.3%
Maximum / Marcurvry'a : I 0 4,6%o

Mean / CpeaHee;101.8%
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal pradesh l73205,tndia
Phone: +91-1795 249300 Fur: +91-179s 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@I,IKAT AIIAJTI,I3A IOTOBOTO IPOAyKTA

5of9/ 5rs9
Name of Product /
HaurreHosague ttooavKul{u

MOMATRINO
MOMATPI4HO

Generic name /
HenareHtosaHHoe HatlMeHoBaHUe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Molrgra3oga Oypoara ruoHorurApata cnpeft nasaaruufigosrpoaansuft 50 rvrrr

Acfive Ingredients /
[eft creyrculue BeulecrBa

l dose ofthe spray co
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpe, coAepx[T: AeficrByrouee aeqecrBo: Monaem:ona (Dypoara Mo,orruIpar
51,72 rMKr g uepecqsre Ha MoMcm3oHa r[ypoat 5O00 rurr

Strength / Aorr.rposra 50 mcg / 50 urr Date of Mfg. / Aara upor.psoacrBa lt/2021
Dosage form /
Jlercapcroeunaa Qqpua

Metered-dose nasal spray /
Cnpefi nasanruuft
IOgr,rDoBaHurrfi

Date ofExp. / Ioaen ao t0/2023

Product code / Koa nDo,lrvKra SRU030007E040401DK Date ofrelease I llara Bbr[ycra 18.12.2021
Batch No. / Cepna Ne l22t07tt Qty. Released / Korrqecrso

BblnyuleHo
32,100 Bor/
6naronos

Batch size / Pa3Mep cepru 34,722 BOT/ rfaarouoa Mfg.License No. /
Jl[ueHcug Ha nDo[3Bollcrso (Homeo) MNB/10/832

Inspection Lot No. /
Perucrpaquounrrft uorreo aHsJrrr3, 04000036365 I Mfg. License Date /

Jluuens[s Ha nDor3BotrcrBo (aara) 30t04t2020

Package size / Ynarosra 120 Doses I 120 Ns GMP Compliance certilicate Date /
GMP ceprudurcar (aara) 18106t2020

Market / Psrxor Russia / Pocczs GMP Compliance certificate No. /
GMP cepmdurar (xorreo) GMP-01556/20lIN

Reference Specification No. /
Cnequ0uraqufl roroBoro
npoayrra J{b

SPC-CC-063688 Reference STP No. / CIIll IE sTP-CC-040944

TESTS / IOKA3ATEJIIA OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate rnore ttran
* 35% from the average value.
He 6olee 2-x ns 20 tos (10 uaqamurx ao:
tr l0 roHequrx Ao3 r43 l0 rfuaronor) ruoryr
LIMeTb OTKIIOHeHVe OT CpeanerO 3HarIeHn
6olee qeu + 25yo, kt Hlr olifta Ao3a He
AOJTXHa ?IMeTb oTKITOHeHUe oT cpelHero
3HaqeHz, 6oree seM Ha + 35 o/o.

Ecma or 3 ao 6 Ao3 r,rMercT orKrroHeHuf,
6olee qena +25 o/o, HO MeHee teu*35 %o,ro
rrc[hrrbrBaror cneAyrou[e 20 Qlarouon.He 6onee 6 r{3 60 ao: MoryT uMerb
oruoHeHr,re or cpeAHero 3HarreHr,rfl 6onee
rIeM + 25 Yo, u Hlr O.U{a AO3a He .4OJDKHa
rIMeTb OTTIOHeHI{e OT CpeAHerO 3HageHLIt
6oree qeu +35 o/o.

END / KoHeu:
Minimum / Mnnnuyrrr: l02,lo/o
Maximum / Marcuuyrral. 105.2o/o
Mean / Cpe4Hee: 103.1%

\, .1. qsvtlu t "t
\r ')\J

'\'l A, t\:\q:9

zt llil",t
Atul Kumar
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v,rage:*,.r""I,T,ff f;Jolliilil'"}f fjli'f 
"*,,,Baddi,Distt. Solan Himachal Pradesh 173205,tndia

Phone: +91-1795 249300 Fil(: +91-17952493t0 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISITED PRODUCT
cEpTLtolIKAT AHAJrlr3A TOTOBOTO IIPOAyKTA

6of9 I
\
6l,;l:9

Name ofProduct /
Ha[MenosaHue nDo,rlynuur.l

MOMATRINO
MOMATP}IHO

Generic name /
HeEarexronaHHoe HatlMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mon4era3oga aDypoara L{oHorr4rpara crrpefr salwl;tr:atfr Aosllpoaannufi 50 naxr

Active Ingredients /
!,eflcrayrculue BeruecrBa

I dose ofthe spray contains: Active ingedieni:
calculated for Mometasone Furoate 50.00 mcg
I Ao:a cupes co.uepxrr: Aeficrnyottlse BeulecrBo: MoMcra3oua (Dypoara MouoptApar
51,72 rvrrr a [epecqere na Mougralona dvooar 50-00 rvmr

Strength /Aorupoara 50 mcg / 50 rr.rrr Date of Mfg. / nara npo[reorcrBa 1U2021
Dosage form /
Jlerapcroennae Qopma

Metered-dose nasal spray /
Cnpeft Hasanrnufi
.rosuposaHHrrfi

Date ofExp. / Ioaer ao t0t2023

Product code / Koa nponyrra SRU030007E04040tDK Date of release I ilara Bbrrrycra 18.12.2021
Batch No. / Cepua Ne 12210711 Qty. Released / Konn.recreo

BLrllyrqeHo
32,100 BoT/
tb.naroson

Batch size / Pasmep cepuu 34,722 BOT/ rf.narouoo Mfg.License No. /
JlllueHlraq Ha nDou3Boncreo (Homeo) MNB/10/832

Inspection Lot No. /
PerncrpauuoHltufi xorreo aHe;ruje 04000036365 r Mfg. License Date /

Jltlqeustls Ha [por.t3Bo.[crso (aara) 30104/2020

Package slze / Vnarosra 120 Doses / 120 aos
GMP Compliance certilicate Date /
GMP ceorndurar (nara'l ta06/2020

Market / Prnrorc . Russia / Poccug GMP Compliance certificate No. /
GMP ceprudwar (uoneo) GMP-o1556/20lrN

Reference Specification No. /
Cneunr[urcau[s roroBoro
npoayrra Ji&

SPC-CC-063688 Reference STP No. / CIII4 ]E sTP-CC-040944

.lrlb TESTS / IOKA3ATEJII' LIMITS / TPEEOBAHU.S OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units

/ O4nopogHocrr
AO3lrpoBaHlrfl

I Not more than I value from l0
I measurements can deviate from the average

I value more than + 25yo and none can deviate

I by more than * 35Yo.
lf 2 to 3 values deviate more than *. 25%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+25o/o and none can deviate
more than t35o/o.
He 6onee I sHaqeHr,r, ra: l0 onpe.qeleunft
MOXeT OTKIIOHf,TCf, OT Cpe.qHero 3HarreHr,r,
6olee, qeM Ha t25o/o, u IM OAHOTO, 6olee
qeu ua* 35 o/o.

Elu ABa vJM Tpr4 3Haqelu, rrrMeror
oTKrroHeHu, 6olee qeN,r *.25 o/o, Ho MeHbrrre,
qeM + 35 %o, ro rcrrBlTbrBaroT cneAyrotrU,re
20 Qnarouor.
He 6olee rpex gnaqexufi u3 30
OIPEAENEHI,Ifi MoryT oTKJIoH,Tbc, oT
cpeluero 3HaqeHr.rf, 6olee, qeM Ha + 25 yo, u
HII oAHoro, 6oree qeM Ha+35 o/o.

Minimum l,Ilnru*rlr.92.3o/o
Maximum / Marcrarrayrr,r : I 04.60/o
Mean /Cpe4Hee:101.87o



qLenmank
A nw wy for a nw rorld

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

Distt. Solan Himachal pradesh 173205,India
Phone: +91-1795249300 Fa:<: +91-l79s24g3lo email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISIIED PRODUCT
cEpTrr@rrKAT ArrAJrrI3A TOTOBOTO IIPOAyKTA

7of9l 7 ns9
Name ofProduct /
Haurrenosagne npojlyrulru

MOMATRINO
MOMATPT{HO

Generic name /
HenarenrosaHHoe HallMeHoBaHlre

Mometasone Furoate Mo@cg
Moi,rera3oga 4ypoara MoHor[Apara cnpefi sa3alrnrrft Ao3r,rpoBauubril 50 nrr

Active Ingredients /
.(efi crayrourue Ber{egrBa

I dose ofthe spray contains: Active inged
calculated for Mometasone Furoate 50.00 mcg
I rooa cupeq coAepxrr: Aeficrayroutee BerrlecrBo: Monagra:oua @ypoara MoHorrrrpar
51,72 rr4rr a nepec.rere Ha Morucra3oHa rfypoar 50,00 rurr

Strength /.{oruporra 50 mcg / 50 rr.rrr Date of Mfg. /.[ara noouraorcrBa tU202t
Dosage form /
JlerapcraeHxan Qopnra

Metered-dose nasal spray /
Cupefi uasaarnnfi
.(otaposaHnufi

Date of Exp. / foaen ao l0/2023

Product code / Koa nDoryKTa SRU030007E040401DK Date of release I llara BbrrrycKa t8.12.2021
Batch No. / Cepua JYb l22t07n Qty. Released / Koruqecrso

BbrrryuleHo
32,100 BoT/
6aaronos

Batch size / Pa3Mep cepru 34,722 BOT/ r[naronou Mfg.License No. /
Jluqeuoua Ha [DorcBorcrso (Horrenl MNB/10/832

Inspection Lot No. /
Per[crpaq[oHnuIfr norreo agrJru3e 04000036365 1

Mfg. License Date /
Jl}fuerslrq Ha nDoq3Rorrcrno (nqrql 30104D020

Package size / Ynarosra 120 Doses I 120 rcz GMP Compliance certificateDate I
GMP ceorudrarcar' (rara) t8/06n020

Market / Prrnor Russia / Poccras GMP Compliance certificate No. /
GMP ceorudsrar (nonren'l GMP-o1555/20lnN

Nererence lrpectltcation NO. /
Cneur,rQuraufis t oroBoro
npoAvKTa J{b

SPC-CC-063688 Reference STP No. / C[I,I J\t sTP-CC-040944

LIMITS / TPEBOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
Microbiological Purity / rrlurpooffi
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6qee.rrcro
aspo6rnx flarrepufiu
,(po)mrcBbrx rI rrJrecHeBbrx
rpr6on (cyurr,rapxo)

Test for Absence of
Specified Microorganism /
Tecr Ha cneqnQn.recrue
Mr.rKpoopraHrr3Mbr:
P s eudon on as aerugino s a
Staplry lo co ccus alrreus

Bile-Tolerant
Enterobacteria /
Xer.reymoftwmue
surepo6arcrepnu

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

Absence per lg (ml) of the product /
Orcytcrnue u I r (un) npempara

Absence per lg (ml) of the product /
Orcyrcmue a I r (un) rpelapara
Absence per lg (ml) ofthe product /
Orcyrcrrae n I r (rran) rperapara

Less than l0 cfrr/ml /
Mesee 10 KOE/ur

Absent / Orcyrcruyer

Absent / Orcyrcrnyer

t zll> )zl
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road Tehsil: Baddi,

Distt. Solan Himachal hadesh l73205,India
Phone: +91-1795249300 Fax: +91-179524931Q email: glenmark@bom2.vsnl.net.in

CERTIFICATE OX'ANALYSIS FOR FINISHED PRODUCT
CEPTIIOI,IKAT AHAJII{3A TOTOBOTO IPOAyKTA

8of9/ Ers9raEE O Ul 7, VlP.'o nJ

Name ofProduct /
Haunenorauue nDolryKu!{ll

MOMATRINO
MOMATPI,IHO

Generic name /
IIenareHrosagHoe HauMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMgra3oHa dvDoara MoHonuroara cnoefi uaga.nrsufi -tro3taDoMHHbtfi 50 urr

Active Ingredients /
{efi crnyrcruue BetIlecrBa

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 coAepxr.m: AefisrBytoulce BerrlecrBo: Motrlcra3oHa Oypoara MoHon4rpar
51"72 Mrr s rreDecqere na MoMqrasoHa rbypoat 50.00 urr

Strensth / Jlocrposrca 50 mcs / 50 ruKr Date of Mfs. / Jlara nporseorcrBa rU2021

Dosage form /
Jlerapcrrenuaa Qopma

Metered-dose nasal spray /
Cnpefi uaralruni
.uoguoogal+rufi

Date ofExp. / foAer Ao t0/2u3

Product code / Koa nDoryKTa sRU030007E@040tDK Date ofrelease I llara Bbrnycra 18.12.2021

Batch No. / Ceprn Ne l22t07tt Qty. Released / Korraqecrso
BbINYIIIEHO

32,100 Bor/
ih-naronon

Batch size / Pa3Mep ceplrrl 34,722 BOT/ rfaaronoa Mfg.Llcense No. /
Jl[ueHrtls Ha rrnorr3Borlcrso (HoMep) MNB/I0/832

Inspection Lot No. /
PertlcrDauuoHHtrfi Honceo anaJru3a

0400003636s I Mfg. License Date /
JluueHrus Ha noo[3Borrcrao (aara) 30t04t2020

Package size / Ynarosra 120 Doses / l20.uog GMP Compliance certificate Date /
GMP ceorudurar (aara) 18t06t2020

Market / Psrsor Russia / Pocczs GMP Compliance certilicate No. /
GMP cepru6urar (Houep) GMP-olss6/20lrN

Reference Specification No. /
CneuuQurauus roroBoro
nooavrcre Jt&

SPC-CC-063688 Reference STP No. / C[I,I ]l] sTP-CC-040944

J\lb TESTS / IOKA3ATEJIII LIMITS I TPEBOBAHI{fl OBSERVATIONS / PE3YJIbTATbI
16. Assay / Ko.nuqegrsennoe orrpeAeneHue

a) Mometasone Furoate /
Mouerasona rpypoara

From 85 %oto ll5 % ofthe labeled content/
Or 85 % Ao I l5 oZ or sagreHHoro
COIEDXAHI'C

t01.9% I t0t,gyo

b) Benzalkonium chloride /
Eernanroru.rs uopura

From 80 o/oto 120 o/o of the labeled cont€nt /
Or 80 % N 120 oZ or ga.ssreHHoro

coAepxaHr4,

94.9% /94,9%0

17. Package Size / Ynanosra

rti*u 
n*"4:

o?r
a)\

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. / [Io 60 r.nrra 120 tos
cyc[ercu]I ro Qnaxoue I,I3 [oJ[rgTrIJreHa
arrcoroft rurorHocrtr c Ao3r{pyroqm,t
ycrpoficrrorra z rpuueuroft u3
noJII,IgrI4JreHa sHcoKoft ruroruocru. flo I
Snaxony BMecre c zncrpyruneft tro
MeII,rqr{HcKoMy [puMeHeHr{rc B IIaqKe
xaDroHnofi.

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 tos cycreH3r{}r ro Qlaxone ze
noJIugrIa.IIeHa sgrcorofi IIJIorHocrL c

Ao3r4pyrour,ilr,l ycrpoficrrorrr v
rprnueuroft rc floJrrrrgrrrJreHa sucorofi
[.,rorHocrkt. IIo I Qlarouy BMecre c
uucrpyruzefi rto Me.uruflrcxoMy
rrprrMeHeHulo B naqre xaDronuoft.

18. Labelinc / Maornnosna According to ND / B coorBercrBr.ru c HI
19. Storage conditions /

Xnagenrae
Protected from light, at temperature from 15 "C to 25 oC. Do not freeze. /
B :aqraueuHoM or cBera Mecre rrpu reMneparype m 15 ao 25 "C,He 3aMoparrsmarb.

20 Shelf-life / Cnorc roruosru 2 years / 2rota

Prepared Bv / [oanorosnr CheckodBv / [poseoru Aoprov d BY / Oao6prn
Signature / Ilolnucr /V c t-
Date /[ara 'zzil > )+t yrtt^h-_ e;l-,l\),\lPX
Name / IDIIO Atul Kumar Akshit Bhardwai Alav KuinarGarg
Designation /
IIo.rncwos.rr, Officer- QA Officer- QA AssL Manager -QA

FCr!4/QA054/08.00
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Glen mark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roa4 Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR TINISHED PRODUCT
CEPTTI@r,rKAT AHAJrrr3A TOTOBOIO IPOAyKTA

u?of9
Name of Product /
Ha[Megosanr're tr Do.tryKtrflu

MOMATRINO
MOMATPI,IHO

Generic name /
HenarexrosauHoe HauMeHoBaHr,re

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mol,rcra3olra abyDoara MoHorraoara cnoefi uasaaurufi .ro3r,rDoBauqErfi 50 urr

Active Ingredients /
.(efi crayrourue BerqecrBa

I dose ofthe spray contains: Active ingredient Mometesone Furoate Monohydrate 5l.72mcgas
calculated for Mometasone Furoale 50.00 mcg
I Aosa cnpes coAepxrr: aeftcrryroruee BeruecrBo: MorugrasoHa @ypoara Mouorr4Apar
51,72 rurr B nopecqere na Monasragona dypoar 50.00 rurr

Strength / noct{posna 50 mce / 50 Lrrr Date of Mfe. /.Ilara npot,ltsolrsrBa ttD02t
Dosage form-/
JlerapcrnenHria Qopnra

Metered-dose nasal spray /
Cnpeil naranrnrlfi
.NO3I.IDOBAHIiEI,

Date of Exp. / foaen ao 1012023

Product code / Koa rpolyKTa SRUO3OOOTEMO4OIDK Date of rel'eas e I llata BurrycKa t8.12.2021

Batch No. / Cepur Ns 12210711 Qty. Released / Korrqecrao
BbINYIIICHO

32,100 BoT/
ibraronos

Batch size / Patuep cepr.ru 34,722 BOT/ rfaarconoa
Mfg.License No. /
JI[ueH:]rq Ha rrDotr3Bo.flcrao (Homen'l MNB/10/832

Inspection Lot No. /
PerlrcrDauuouurrft Homeo aHar ni, 0400003636s l Mfg. License Date /

JluueHr[s Ha nDorr3Borrcrso (lara) 30t04t2020

Package size / Ynaroara 120 Doses/ 120 tog GMP Compliance certificate Date /
GMP ceorudurar: (aara) t810612020

Market / PcrHor Russia / Poccrac GMP Compliance certilicate No. /
GMP ceorudnrar (nopreo) GMP-o1556/20lrN

Reference Specification No. /
CneuuQnrauus roroBoro
npoayrra JYb

SPC-CC-063688 Reference STP No. / C[]I Jtlb sTP-CC-040944

Any deviationAncident/OOS: Not applicable
OrK[oneHuq/I4Hq[IeHTrr/OOC: ne upmraeHnrao
Declaration of certification: "I hereby certrfy that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality contol at the above mentioned site in full compliance *iti, ttte Cnap
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-286gl6,Am9nd. 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.',
3arurrcqenue o coorBergrBru: HacrorrqraM [oATBepxAarc, rITo rrpeAcraBJregHa, Bbrrue ranrpoprvraruaa f,BJrf,ercf,
Aocrorepuofi a roqnofi. fiar,naa cepw 6utla lportBereHa (anmouar yuarorrqy/rraapKr4poBKy r{ Korrrponb xavecraa) Ha
yrarauuofi Bbrrue npor[lBoAcrBeHHofr [noqaAKe B [oJrHoM coorBercrB[u c rpe6oBaHr,rflMu HaAlexaueil
lqol?I9{.oenuofi flparrrnrra (GMP) JIoKaJrbHErx peryn ropnbx opraHoB urpe6oearuurr, ,opra*sHofi AoKyMeHTawu
JIII-003870-280916, HsM. llb I or 15.04.2019, I4rrvr. J\! 2 oi Os.oi.2O2O.{ru p"rr*a poccuu. flporororu npor,r3BoAcrBa,
y[aKoBKlI I{ [oKtBaTeJIu KarIecTBa AaHHofi cepun 6ulu [poaHanIBI{poBaHbI 14 cAeJraHo 3aKJrroqeHue, qro oHr4
coorBercrByror rpe6onanraxu HaAnexaqefi flponeroAcraexnofi flparrrarra (GMp).

Prepared Bv / lloarorosrr Checke6Bv / ffnoeeorarl Approv d Bv / 0ao6ou.n
Sienature / ffoanncs (v ,2,
Date / flara -'>'r?)ul q ry'r,{tnln"* )rlxlr>'t
Name/ @IIO Atul Kumar Akshit Bhardwai Aiav Kumar Gars
Designation /
.l[orxuosrs Officer- QA Olficer - QA AssL Manager -QA

FCrU/QA054/08.00


