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

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEPTrr@[KAT AHAJITBA TOTOBOTO IIPOAyIflA

lot9l tl3

Name of Product /
HauMeuosaHue nDonyKurnu

MOMATRINO
MOMATPIIHO

Generic name /
HenareHrosaHHoe HalrMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mongragoua tbypoara r,aonorHlpaTa cnpefi HasaJIEHHfi AoszposaHHHfi 50 Narr

Active Ingredients /
.(efi crayrouue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I ,[o:a cnpeq coAepxr4T: ,Eefisrs),rouee BerrlecrBo: Morusra3oHa (Dypoara MoHornrpar
51"72 Mrr g fleDecqere Ha MoN.rqrasoHa abyDoar 50.00 uxr

Strensth / -llosunonra 50 mcs / 50 Mxn Date of Mfg. / !,ara nporreoAcrBa 09/2021

Dosage form /
JlenapcrneHuaa Qopma

Metered-dose nasal spray /
Cupefi ua:a.nruufi
notr.lnonanrrrrfi

Date ofExp. / Ioaex Ao 08/2023

Product code / Koa nporvKxa sRU0300075470401DK Date of releas e I Jlara BbrrrvcKa 18.10.2021

Batch No. / Cepnn Ne t2210586 Qty. Released / Konuqecrao
BbtnvlueHo

32,480BOT|
ihnaronon

Batch size / Parmep cepur.l 34,722 BOT/ r[narouoa
Mfg.License No. /
Jluueusns Ha npolr3Bo,rlcreo (Homep) MNB/10/832

Inspection Lot No. /
PerucrpaqnouHufi xonep aHaJru3a

0400003s3604 Mfg. License Date /
Jluuenrns Ha nDou3Boncrso (aara) 30t04t2020

Package size / Ynanosra 120 Doses / 120 tos
GMP Compliance certificate Date /
GMP ceprudnrar (aara) t8t06t2020

Market / Puuorc Russia / Poccu-,
GMP Compliance certificate No. /
GMP cenrradurar (Houen) GMP-O1556/20lIN

Reference Specification No. /
Cneur,rSu rcauus roroBoro
NPOAYKTA J{b

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

.l\l! TESTS / NOKA3ATEJII4 LIMITS / TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI
I Description / Onucanue White to off white thick suspension of

semitranspaxent to non-transparent
consistency. /
Or 6eloro Ao floqrr,r 6eloro uBera or
norrynpospavuofi Ao uenpospavuoft
KOHCLICTeHUI4I4 ryCftuI CYCIIeH3I,Ifl.

Off white thick suspension of non-
transparent consistency. I
floqrn 6eaoro uBera or nenpo:paunofi
KOHCT4CTeHUT{V ry CTAI CyoneH3r4f, .

2. Identification / [f oA.nuuHocrs
a) Mometasone Fuorate /

MoMerasoHa 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. / Bperua yAepxr4BaHrr
ocHoBHoro [r,rKa Ha xpoMaTorpaMMe
r,IcrrbrTyeMoro pacTBopa AoJrxHo
coorBercTBoBaTb BpeMeHV yAeplK,.|BaHL4l,

ocHoBHoro ilvrKa Ha xpoMaTorpaMMe
craH,u,aprHoro pacrBopa

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.
/ Bpeur yAep)KwBaHWfl, ocHoBHoro
[I4Ka Ha XpOMaTOrpaMMe r,rClbrTyeMoro
pacTBopa cooTBeTcTByeT BpeMeHu

yL9p)KVBAHT4A OCHOBHOTO [r4Ka HA

xpoMaTorpaMMe cTaHAapTHoro
DATBODA

6-^'"\
e_:i
,9 )"rl,"lo P
''.l(U.,,,,,"d

Prepared Bv / Iloarorosu,'r Checked Bv / [Iposeprur \ Apnroved Bil0ao6ou.n
Sisnature / lloanucr r*- 6ti''
Date / {,ara z'zllo12\ 2r'\o,J-6r--l )zl to l zeU
Name/ @lIO Atul Kumar Ravinder Ravi Sandeen Semwal
Designation /
no.nxuocru

Officer- QA Executive -QA Sr. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +gl-l7g524g3OO Fax: +91-1795249310 email: glenmark@bom2.vsrrl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTITOI,IKAT AHAJIII3A f OTOBOTO IPOAyKTA

2of9 I 2ut9
Name of Product /
Hal,lmeuosaHtle nDoJrvKurrll

MOMATRNO
MOMAT PI4HO

Generic name /
HenareuronaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMera3oHa abvDoara MoHorI4JIpara cnpefi HasanrHsIfi AognpoBaHsrrft 50 urc

Active Ingredients /
.[efi crnyrcurue BelrlecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpeq coAepxr4T:.[eficrnyoutee BetrlecrBo: Monrcra3oHa @ypoara MoHorl4rpar
51"72 urcr B Ilepecqere ua Mone, agoua $ypoar 50,00 urr

Streneth /.lloruooslca 50 mcs / 50 NaKr Date of Mfe. / .llara nporraoacrBa 09/2021

Dosage form /
Jlerapcraennaa Qopma

Metered-dose nasal spray /
Cnpefi uasamurrfi
-uogttoosaHHHfi

Date of Exp. / foaen ao 08/2023

Product code / Koa rDolvKTa sRUo300075470401DK Date ofrelease I Lara BbrnycKa 18.10.2021

Batch No. / Cepuq Ns t2210586 Qty. Released / Korrqecrso
BBINYlllEHO

32,480BOTI
dr nar<oHon

Batch size / Pasmep cepuu 34,722 BOT/ t[naroHon
Mfg.License No. /
Jll,tueHruq Ha npo[3Borcrso (xomep) MNB/10/832

Inspection Lot No. /
PerugroaunoHu ufi gomeo aHaJIu3a

040000353604
Mfg. License Date /
Jluueurus Ha npou3Boasrso (aara) 30104t2020

Package size / YnarosKa I 20 Doses / I 20 aog
GMP Compliance certificate Date /
GMP ceprudnrar (aara) 18t06t2020

Market / Punor Russia / Poccns
GMP Compliance certificate No. /
GMP ceprudurar (Homep) GMP-O1556/20lrN

Reference Specification No. /
CneuuQurauufl roroBoro
nooavrra llb

sPC-CC-040424 Reference STP No. / CIII4 J\! srP-cc-030230

.re TESTS i IIOKA3ATEJII,I LIMITS / TPEEOBAHI{fl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/Bes:aafiffiTnoona

€- 

".5t'\

.(Dg-v:
\ " i/'\t"\* 5

\0.,, ace,ryY

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cv and Cra in the
chromatogram of the standard solution. / Ha
xpoMaTorpaMMe r{crrbrryeMoro pacrBopa

aoJrxHbr o6aapyxraarrca IIllKI4, IIO

BpeMeHaM yAepxr4BaHl4f coorBeTcTByloull4e
[r,rKaM roMoJroroB 6eusarxouug xJIopI,IAa

Cn u Crq Ha xpoMaTorpaMMe CTaH.{aprHOI'o

pacrBopa.

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

and Cra in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
LICIIbITyeMoro pacrBopa

o6Hapyxnearorcfl rrr4Ku, IIo BpeMeHaM

yI3pxuBaHus coorBercrByloune
rII{KaM TOMOJTO|OB 6eUlalronng
xJropr,rAa cn u cu Ha xpoMarolpaMMe
CTAHIADTHOIO DACTBODA,

3. Df, From 4.3 to 4.9 I Or 4,3 to 4,9 4.647 14,647

4. Density / flirorsocru From 0.950 to 1.050 glcm3 /
Or 0"950 a,o 1.050 r/cna3

1.00 g/cm3 / 1,00 r/cur3

5. Viscositv / Bqsnocrs From 30 to 130 cPs / Or 30 ao 130 cfls 49.7 cPs149,7 ctlz
6. Osmolality /

OcMonq.rlunogru
From 250 to 350 mOsm/Kg
Or 250 no 350 uOcu/rr

312 mOsm/Kg
312 uOcu/rr

Leakage check /
llpoeepxa Q.naroHa Ha
fEDMETI,TqHOCTL

Absence of any traces of leaks / Orcyrcrane
cJre.qoB lpoTeqKr4

No traces ofleaks / CreAu rporeqxu
oTcyrcTByrcr

8. Net content / Macca
coreDxr,rMoro dnaKoHa

Not less than 18.0 g / He vrenee 18,0 r l8.2gll8,2r

Prenared Bv / lloaroronu.n Checked Bv / flposeprn \ Anoroved Bv / Oao6pu.tr

Sisnature / lloanucr <r r.E) --2_

Date I Aara r--z I lo lr >_f .to.Io2.-e 2zl to\ )eq
Name/ O}IO Atul Kumar Ravinder Ravi Sandeeo Semwal

Designation /
.lIo.ll:nHocrs

Officer - QA Executive -QA Sr. Manager -QA

FCIWQA054/08.00
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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: glenntark@bom2.vsrrl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOIKAT AHAJILI3A TOTOBOI O IIPO.(yKTA

3 of 9 / It3

Name of Product /
Hau rresonau ue tr po.rlyKur{tl

MOMATRINO
MOMATPI4HO

Generic name /
HenareHroeaHHoe HauMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mou gra.:ona dvooara MoHorr,rrDara cnoeft sa:aaruHft .uo3uDosaHuu fi 5 0 urr

Active Ingredients /
!,efi craymurue BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I .4osa cnper coAepxraT:,teficreyrouee BelqecrBo: Mougragoua Oypoa, a MoHoruapar
5 1.72 rr,rrcr s neDecqere Ha Molrsra3ona dypoar 50,00 r,rr<r

Strensth / nosunosra 50 mcE / 50 urr Date of Mfg. /,llara npournoacrBa 0912021

Dosage form /
Jlerapcrnenuan Qopua

Metered-dose nasal spray /
Cnpefi uasaarurrfi
ao3raDosaHHHft

Date of Exp. / Foaeu Ao 08/2023

Product code / Koa flpoAyrcra sRU030007547040lDK Date of release I llara BbrnycKa 18.10.2021

Batch No. / Cepua Ns 12210s86 Qty. Released / Ko.rrqecrso
BbINYIlIEHO

32,480BOT1
OraroHos

Batch size / Parmep cepuu 34,722 BOTi r[nar<onou
Mfg.License No. /
JIuueHsus Ha nDou3Bo^rrcrno (Homen) MNB/10/832

Inspection Lot No. /
PerucrnauuoHHufi ltonaeo aHaJr r{3a

0400003s3604
Mfg. License Date /
Jl[ueHsus Ha npor{3Boacreo (aara) 30104/2020

Package size / Ynarosra 120 Doses / 120 tos
GMP Compliance certificate Date /
GMP ceprudurar (aara) t8/06t2020

Market / Prrnorc Russia / Poccur
GMP Compliance certificate No. /
GMP ceorudr.rrar (nomep) GMP-01556/20lrN

Reference Specification No. /
CneunQuraut,ts roroBoro
npoavrcra J\it

sPC-CC-040424 Reference STP No. / CIII4 J\t srP-cc-o30230

TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
Number of deliveries per
container / Kolnqesrno
n03

Not less than 120 doses / He uexee 120 tot l7l doses / 171 toz

Pump delivery /
Macca Aorsr

Individual dose mass: from 85% to 115%
of the theoretical dose mass /
Ill.nI.usu[ya;rbHaq Macca Aosu: or 85 oZ

Ao 1 l5 o/o orreopernuecKoft Maccbr Ao3br;

Average mass of the dose: from 90Yolo
I l0% of the theoretical mass of the dose /
Cpeaunn Macca Ao3br: or 90 o/o lo 110 o/o

or reopernqecKofi Maccbr Ao3br

Minimum / MuHunryra: 92,8%
Maximum / Marcuruyru:108,9 %
Average / Cpeg,Hee: 103.8 %

b\
o\o

,g
,b/.-t./

\\v./

Particle size /
Paruep qasrurl

Particles < lOpm in size: Not less than90%o
r{acrllu pa3MepoM < l0 unu - He MeHee

90 o/o;

Particles < 30pm in size: 100%
rlacrru pa3MepoM S 30 rvrru - 100 %

Particles > 30pm in size: Should be absent
rlacruq pa3Mepou > 30 urna - AoJrxHbr
oTc)iTcTBoBaTb

100.0% I 100,0%

100.0% I t00,0yo

Absent / Orcyrcrnyror

Prepared Bv / lloaroroeuJr Checked Bv / [Ipoaeprr Aoproved Bv / Oao6pn;r
Sisnature / [Ioanucr -f @
Date / Aara ->., I lol-r ))-.to,f^6.1-l Lr-\r \)Jtr{
Name / tDllO Atul Kumar Ravinder Ravi Sandeeo Semwal
Designation /
-llo.nrcnosrr

Officer- QA Executive -QA Sr. Manager -QA

FCrWQA054/08.00
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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
ICEPTIIOI,IKAT AHAJIII3A IOTOBOTO IIPOAyKTA

Name ofProduct /
Han [reHo gaHue n Do.lYKrrrrr.r

MOMATRINO
MOMATPI4HO

Generic name /
HeuareHro gaHHoe HquMeHoBaglle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoNrera3oHa Oypoa.ra MoHorruIDara cnpefi na:aruurrfi aoguoosaHuufi 50 rum

Active Ingredients /
Aefisrsyrcque BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as
salculated for Mometasone Furoate 50.00 mcg
I Aosa cnpeg coAepxr,rr: aeficrnyrouee BeuecrBo: MoMcra3oua <Dypoara MoHonrApar
51,72 rum g rtepecqere na MoMsra3oga dvooar 50.00 r'arr

Strensth / -Ilosroosra 50 mce / 50 rarr Date of Mfe. / nara npouceotrcrBa 09/2021

Dosage form /
Jlercapcraenuaa Qopma

Metered-dose nasal spray /
Cnpefi ua:a.nruufi
IOSI,IDOBAHHTIfi

Date of Exp. / foAeu ao 08/2023

Product code / Koa nporyr(ra sRU030007547040lDK Date of releas e I nara BbtnycKa t8.14.2021

Batch No. / Cepun Jllr t2210586 Qty. Released / Koruqecrso
BbInY[leHo

32,4808OT/
6aarosoB

Batch size / Parruep cepun 34,722 BOT/ r[naroHon
Mfg.License No. /
Jlruexgug Ha trDor,r3Borrcrso (nonaen) MNB/10/832

Inspection Lot No. /
Perucrpaquouuufi sonep aHaJr ll3a

040000353604 Mfg. License Date /
JlrlueHsns Ha nDo[3Bonsrso (aara) 30/04/2020

Package size / Ynaronrca 120 Doses / 120 tos GMP Compliance certilicate Date /
GMP ceorudnrcar (nara) 18106/2020

Market / Puxor Russia / Poccl'rc GMP Compliance certificate No. /
GMP cenrudrarcar (Houen) GMP-or556/20irN

Reference Specification No. /
CneuuQuraur.rs roroBoro
npoAYrcra J{!

sPC-CC-040424 Reference STP No. / C[]I .I!lb srP-cc-o30230

TESTS / TIOKA3ATEJII,I LIMITS ITPEEOBAHrI.g OBSERVATIONS / PE3YJIbTATbI
Related Substances / IlocropouHrre nplrMecr,r

Impurity 8DM /
Ilprrr,recn 8DM

Not more than 0. l5 %o /He 6onee 0,15 7o Not detected/ He o6uapyxeuo

Impurity DMC /
Ilpurraecz DMC

Impurity D /
Ilpuuecr,r D

Any individual unspecified
impurity lElurip"l.woit
ueuAenrronryrpoBaHHoft
npr.rMecr4

Total impurity /
Cyunaa uprauecefi

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

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

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

Not more than 0.60 Yo /He 6orce a,60 Yo

Below LOQ/ Huxe LOQ

0.05 % / 0,050/o

0.06% I 0,06yo

5il'w 
6ssE

i dfr^
%r.,,,,us

'2\
o\
(D

E

.t^ )
o/

Spray content uniformity
(Uniformity of delivery
dose) / Ognopoguocrr
surcsoSoxAaeMofi Ao:br

Not more than 2 of 20 doses (l 0 initial doses
and l0 final doses from 10 vials) can deviate
more than +25%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 t 25Yo but
not more than* 35%o, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 % from the averase val

Beg / Haualo:
Minimum / Mnnrarrayu: 99,4%
Maximum / Marc rzrrayrra : | 06.0o/o

Mean /Cpeanee:103.3%

END / KoHe[:
Minimum / Mnuauyu: 96.0%
Maximum / Maxcrzruwr: 105.3o/o

-uu\trlq >>,1o.)-ofl L)-\ t6 \ 2/q



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

qlenmank Distt. Solan Himachal Pradesh 773205,rndia
Anwwayroranewmrld Phone: +91-1795249300 Fax: +91-1795249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOI4KAT AHAJITBA IOTOBOIO IIPOAYKTA

of9/Cro.5us
Name of Product /
HanueHonax ue n poayKuur.l

MOMATRINO
MOMAT PI4HO

Generic name /
Henat.eH'rosaHHoe Hal,tMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMsrasoHa Sypoam MoHorlrpara cnpefi Hasa.nruufi .qogupoBauHurfi 50 rr,rrcr

Active Ingredients /
{eficrayrcune BeulecrBa

I dose of the spray contains: Active ingredienl Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aosa cnpeq corgpxr,rr: aeficrnyrouree BerrlecrBo: Morvcra3oHa @ypoara MoHorr.[par
51,72 uxn B nepecqere sa Mousmgoua tbvpoar 50.00 urcr

Strength /,[osuponra 50 mce / 50 rvrrc Date of Mfg. /.[ara npournoAcrBa 09/2021

Dosage form /
Jlerapcraeuuar Qopnra

Metered-dose nasal spray /
Cnpefi uaraarurrfi
AosupoeaHHHfi

Date of Exp. / foaen ao 08/2023

Product code / Koa npo,flyrcra sRUo30007547040 I DK Date ofrelease I llara BbrnvcKa 18.10.2021

Batch No. / Cepun Ne 122t0586 Qty. Released / Kourqecrso
BbINYTUEHO

32,480BOT1
6aaroHos

Batch size / Parrvrep cepuu 34,722 BOT/ gaarconon Mfg.License No. /
Jluuensus Ha nDo[3Boncrso (HoMeo) MNB/10/832

Inspection Lot No. /
Perr.rgrDauuonnuft uoneo aHaJrlr3a

040000353604 Mfg. License Date /
JluueHstlg Ha rrDou3Boncrso (aara) 30/04t2020

Package size / Ynarosna 120 Doses/ 120 l.os
GMP Compliance certificate Date /
GMP ceorudurar (aara) t8/06/2020

Market / Psruorc Russia / Poccrc GMP Compliance certilicate No. /
GMP cenrrdarar (nonaen'l GMP-o15s6/20lrN

Reference Specification No. /
Cneur.rQurautlfl roroBoro
npoavrra J\!

sPC-CC-040424 Reference STP No. / C[I4.]Ys STP-CC-030230

.l\lb TESTS /NOKA3ATEJII{ LIMITS / TPEBOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35% from the average value.
He 6onee 2-xut20 tos (10 naqanrnux Aor
n 10 ronequbrx Ao3 ras l0 Qnarouoa) uoryr
HMeTb OTKJrOHeHlre OT CpeAHero 3HAqeH},fl
6olee qeu * 25Yo, u Hn )IIHA Ao3a He

AOnXHa lrMeTb oTKJroHeHUe oT CpeAHerO
3HaqeHr,rfl 6olee qeu Ha+35 yo.

Eclu or 3 ao 6 Ao3 uMeror orKrroHeHr4t
6onee .reM *.25 yo, Ho MeHee uena * 35 oZ, ro
I,IcrrrrrbrBaror cneAyroque 20 Qnarouoa.
He 6oaee 6 uz 60 aos MoryT r4Merb
oTKJrOHeHrre oT cpeAHero 3HaqeHr4, 6oree
qeM 1 25 o/o, u Hr4 OAHa Ao3a He AOJTXHa
r4MeTb oTKIrOHeHI4e OT Cpe,(Herc 3HaqeHarr
6oree ,{eM + 35 %o.

Mean I Cpe.EHee: I 01.7o/o

^-/r.J C)
r.(D
g)-i
\ !f1tul1 3

eo*"b

?\,r- .h

&our, ace\)q

Preoared Bv / lloarorosrr Checked Bv / [Inoaeou.n \ Approved Bv / Oao6ou.n
Signature / [Ioanucr -f (t: L
Date /{,ara nal 1o la\ l: t<t .l"s 5-l 2)-lto l2rU
Name/ @[IO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation /
.Ilolxsocrx

Officer- QA Executive -QA Sr. Manager -QA

FCIWQA054/08.00



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

qlenmank Distt. Solan HimachalPradesh l73205,lndia
Ano,wayroranervrcrld Phone: +91-1795249300 Fax: +91-1795249310 email: glennrark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPT}IOtrIKAT AHAJII,I3A f OTOBOTO IIPOAYICTA

Name of Product /
Ha uueHooan ue n DoryKrrr.tI,t

MOMATRINO
MOMAT PI4HO

Generic name/
HenareHrosaHHoe HerrMeHoRe Hue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monrerasoua $ypoara MoHorr,rApara cnpefi uasaarurri no3upoBaHHBrft 50 urr

Active Ingredients /
[,efi crayroque BerrlecrBa

ldoseofthespraycontains:Activeingredient:Mometesone@
calculated for Mometasone Furoate 50.00 mcg
I Aoga cnpes coAepxr,rr: aeftcrnyrouee BerrlecrBo: Morr{cra3oHa @ypoara MoHonrApar
51,72 rr,rrr B nepecqere Ha Movera3oHa tbypoa.r 50"00 urm

Strength / Aorr,lpoara 50 mcg / 50 rvrrr Date of Mfe. / .llara noon:so.lrcrBa 09t2021

Dosage form /
Jlerapcrnenuan Qoprvra

Metered-dose nasal spray /
Cnpefi Ha:alrHsrft
AOSr,rposaHHrtfi

Date of Exp. / foAes ao 08/2023

Product code / Koa npo/Iyrcra sRUo30007547040lDK Date of releas e I Ilara BbrrycKa 18.10.2021

Batch No. / Cepua J\b 12210s86 Qty. Released / Ko.ruqecrno
BbITIYUIEHO

32,4808OT/
6rar<ouon

Batch size / Parnrep cepuu 34,722 BOT/ gaanonou Mfg.License No. /
JltlueHrns Ha nDo[3Bo]rcrso (Horren) MNB/r0/832

Inspection Lot No. /
Perucrpaquonusrfi nomep anaJru3a

040000353604 Mfg. License Date /
Jluuenstlg Ha n por,r3Borcrso (aara) 30/04/2A20

Package size / Vnaroarca I 20 Doses / I 20 aos
GMP Compliance certificateDate I
GMP ceprrdurar (aara) 18t06t2020

Market / Prrnor Russia / Pocczq GMP Compliance certificate No. /
GMP cenrudurcar (nouen) GMP,ol556/20lrN

Reference Specification No. /
Cneur.rQuraurrr roroBoro
npoayrra J\!

sPC-CC-040424 Reference STP No. / ClI4.l\l! sTP-CC-030230

.lls I TESTS/IIOKA3ATEJII{ LIMITS / TPEBOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
t4 Uniformity of dosage units

/ OAnopoAuocrr
A()3[rpOBaHr{fl

Not more than 1 value from l0
measurements can deviate from the average
value more than r 25%o and none can deviate
by more thant 35Yo.

lf 2 to 3 values deviate more than t 25Yo but
not more than + 35o/o, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
vafue more than t 25o/o and none can deviate
more than +35Yo.
He 6oaee I sHaqenra, zs 10 oupe4eleHufi
MOXeT OTKJTOHTTC' OT CpeAHerc 3HaqeHI,L
6olee, qeM Ha t 25 yo, tr Hr,r oAHoro, 6olee
qeM Ha t 35 %.
Elu ABa uru rprt 3HaqeHr{, raMeK,T
orKJroHeHrar 6olee qeu *25yo, Ho MeHbrrre,
rreM + 35 Yo, ro ucrrbrTblB:uoT cJreAyroutre
20 $naxonou.
He 6onee rpex gnaqesufi vt3 30
orrpeAeneHr,rft Moryr oTKJroHf,Tbc' OT
cpeAHero 3HaqeHr,rrr 6olee, qeM Ha t 25 yo, LI

Hu oAHoro,6oaee qen,I Ha+35o ,

Minimum /Muuuu99.4%
Maximum I Maxcwuyvl I 06.0%
Mean / Cpetuee:l}3.3%o

a
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Prepared.By / [foarororu.n Checked Bv / llooseorur \ Apnroved Bv / Oao6nu.n
Signature / [Ioanucr {r 1w +
Date /[ara -u=1 ls ltt )!-lo.)arJ.\ >z\ re\Wu
Name/ ID}IO Atul Kumar Ravinder Ravi Sandeep Semwal
Designation /
.IIo.nxnocrs

Officer - QA Executive -QA Sr. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTII@I,IKAT AHAJTT{3A TOTOBOTO IPOIyKTA

Name of Product /
Hauueronanue nDotrvKrrnu

Il3ol
MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe HallMeHoBarrtae

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monlera3oHa aDypoara MoHorurpara cnpefr Ha3anrHnfi .qogrtposaHHufi 50 Mrr

Active Ingredients /
{eftcrnyrcure BeruecrBa

I dose of the spray contains: Active ingredient: M"
calculated for Mometasone Furoate 50.00 mcg
I ,10sa cuper co,(epxar: AeficT s)'louee BeulecrBo: MoMgra30Ha @ypoara MoHorr,rApar
51,72 Mr<r s nepecqere Ha MoMsrasoua t[ypoat 50,00 rrlm

Strength / Aoruponra 50 mcg / 50 Mrr Date of Mfg. /Aara npougeorcrBa 09/2021
Dosage form /
"rlerapcreenxaa Qoprvra

Metered-dose nasal spray /
Cnpefi uasalrHufi
AOSr,rposaHHHfi

Date of Exp. / Foaer ao 08/2023

Product code / Koa nDonyrcra sRU030007547040lDK Date of releas e I fiara BbrnycKa 18.10.2021
Batch No. / Cepun Jlb t2210586 Qty. Released / Ko.nuqecrso

BbtrryueHo
32,480BOT1
ib,raronon

Batch size / Parnrep cepnu 34,722 BOT/ g.naronon Mfg.License No. /
JIuqeHsus Ha nDot,r3Bonsrso (somen) MNB/10i832

Inspectlon Lot No. /
Perncrpaquonuulft uomep aHaJrr.r3a

0400003s3604 Mfg. License Date /
Jluuexs[s Ha nDortBoncrso (aara) 30/04/2020

Package size / Ynarcosrca I 20 Doses / I 20 aos
GMP Compliance certificate Date I
GMP ceprudurcar (aara) t8/06/2020

Market / PulHor Russia / Pocclzc GMP Compliance certificate No. /
GMP ceprrdurar (uomeo) GMP-o1556/20lrN

Reference Specification No. /
CneuuSurautlq roroBoro
rpoayrcra J{!

SPC-CC-040424 Reference STP No. / CIIU.NE STP-CC-030230

TESTS / TIOKA3ATEJIII LIMITS / TPEEOBAHI4' OBSERVATIONS / PE3YJIbTATbI
Microbiologica I Pu rity / Murpo6nofl orrqecKag qrcrora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uree qucao
aspo6nux 6axrepufr u
ApolKxeBbrx Lr [JrecHeBbrx
rpr46oB (cyurrvrapno)

Test for Absence of
Specified Microorganism /
Tecr Ha cleurrQl,tqecKue
Mr{KpoopraHr,r3Mbr:
P s eudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xenueycrofi'uuoue
3Hrepo6ar0epfir,r

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

Absence per lg (ml) of the product /
Orcyrcraue n I r (u"rr) rpempara
Absence per 1g (ml) of the product I
Orcyrcrnue a I r (rvrn) rperapara
Absence per lg (ml) of the product /
OrcyrcrBle n I r (rran) nperapara

Less than 10 cfr-r/ml /
Meuee l0 KOE/un

Absent / Orcyrcrayer

Absent / Orcyrcrayer

Absent / Orcyrcroyer

Kw A""
\}

Qhr,rr.u

eA
(.)t
o

:U
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Sr. Manager -QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
cEpTlrolrKAT AHAJTLT3A TOTOBOTO IPOAyKTA

Name ofProduct /
HanMeuosaHue nDonyKutlu

MOMATRINO
MOMATPHHO

Generic name /
HenarenrooaHHoe HauMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouera.soua Qypoara r'ronoruapa.ra cnpefi ua:aaruufi .(oszpoBaHnufi 50 Mrr

Active Ingredients /
{eficrryrcuue Be[lecrBa

ldoseofthespraycontains:Activeingredient:MometeSoneruro@
calculated for Mometasone Furoate 50.00 mcg
I gosa cnpea coAepxlrr: Aeficrayroutee BeulecrBo: Molrsra3oHa (Dypoara MoHorarpar
51,72 Mrr s nepecqqre ua Mougrasona $ypoar' 50,00 rvrrr

Strength /,llosr{poera 50 mcg / 50 vrr Date of Mfg. / Aara npor.rrsoAcrBa 0912021

Dosage form /
Jlerapcrnenxan Qopua

Metered-dose nasal spray /
Cnpefi uaraarurrfi
.[oguDogasuufi

Date of Exp. / foaen ao 08/2023

Product code / Koa nDo,qvKra sRU0300075470401DK Date of releas e I Lara BrrnycKa 18.10.2021

Batch No. / Cepun J\b 122t0586 Qty. Released / Ko.nnqecrao
BbrIIyuleHo

32,4808OTt
ibraronos

Batch size / Parmep cepru 34,722 BOT/ r[naronou Mfg.License No. /
Jltauensl,Is Ha npor,t3Boncrso (Horvren) MNBi l0/832

Inspection Lot No. /
PerucrpauuoHgurfi goneo aHaJru3a

0400003s3604 Mfg. License Date /
JIuueHsuq Ha rrDorr3Bonerno /ncrn) 30/04/2020

Package size / Ynarosra I 20 Doses I 120 lrot GMP Compliance certificateDate I
GMP ceprudurar (aara) l8/06t2020

Market / Pslnorc Russia / Poccraq
GMP Compliance certilicate No. /
GMP ceorudrrcar (Homen) GMP-01556/20lrN

Reference Specilication No. /
CneuuQr.r rauus roroBoro
npoavrra.lt&

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

.l\tb TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAH}I' OBSERVATIONS / PE3YJIbTATbI
16. Assay / KornqecrsenHoe orrpeAe[eHrre

a) Mometasone Furoate /
Mouera:ona Qypoara

From 85 %to 115 Yo of the labeled content /
Or 85 YoAo I 15 7o or 3aaalennoro
COAEPXAHI,T'

105.2%/105,2yo

b) Benzalkonium chloride /
Eeugalronns xJropr4Aa

From 80 Yoto 120 Yo ofthe labeled content /
Or 80 % Ao 120 oZ or gagnlessoro
coAepxaHr4fl

91.1% I 9t,lyo

t7. Package Size / VnaKosra 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 rurrz 120 aos
cycneH3lrr4 ao Qlaroue 143 rrOJrLl3Tr4JreHa

BbrcoKofi ruroTHocTr,r c Ao3rap)4orur4M
ycrpoficrBoM a KpbrrleqKofi 143

NOJII,ISTI{JIEHA BEICOKOfi TUIOTHOCT}I. fIO I
Slanony BMecre c uucrpyxqzefi no
ME.4HIIIAHCI(OMY NPIMEHEHIIIO B IAqKE
xaproHHofi.

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.
/ 120 tot cycrrercr4r4 ao Qlaroue ua
noJlr,rgrr{JreHa glrcoKofi rulorHocrl4 c
Ao3rapyro[IraM ycrpoffcrnona u
rpuurevxofi Ir3 rroJrr43Tuurena grrcoxofi
[JrorHocrr4. IIo I {nar<ouy BMecre c
uacrpyrqnefi tto MeAr,ruraHcKoMy
rrpnMeHeHr.Ilo B naqKe xaproHsofi.

18. Labeling / MaDruposna Accordi{rg to ND i B coorscrcrBuu c H!
19. Storage conditions /

XpaHeuue
Protected from light, at temperature from l5 oC to 25 6CM
B gatlIntJIeHHoM oT cBera Mecre ttDkI TeM[eDarvDe or l5 lo 25 oC.. He ?aMrrnarnuRrrl

20 Shelf-life / Cpor roaHocrr,r 2yearc/2rota

Prepared B-y / Iloarorosur Checked Bv / llnoseo]ur I Approved By / Oao6on.n
Signature / [Ioanucr

-t
(+-

Date I fiara zrl to lu )l .ro..Ls)r Lz-\ to I )_rrr
Name / TDLIO Atul Kumar Ravinder Ravi Sandeeo Semwal
Designation /
,lloaxuocru

Officer- QA Executive -QA Sr. 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 ANATYSIS FOR FINISHED PRODUCT
CEPTIIIOIIKAT AHAJII,I3A |OTOBOTO trpOAyKTA

9ot9/ 9 uc9

Any deviation/IncidenUOOS: Not applicable
Orr.roueuus/IIuuuAeurr/OOC: He [pr,rMeHr4Mo

Declaration of certification: "I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging and quality control at the above mentioned site in full compliance witir tfre CUp
requirements of the local Regulatory Authority and with the normative document no. JIfI-003870-280g16, Amend. No I dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processiing, packaging and analysis
reviewed and found to be in compliance with GMp.,,
3arcnrcqeuue o coorBercrBrrr,r: Hacrorrrlt4M [oArBepxAaro, rrro rrpeAcraBJreHHarr BErrrre nHsopuauraa aBlrflercfl
Aocronepuofi u roqsofi. ,{aunar cepna 6ura [pou3BeAeHa (nrulrouar ynaronxy/uapKr.tpoBKy t4 KoHTpoJrL xa.recrna) Ha
yra:aHnofi Bbr[re upousnoAcrBeHHofi ruotrlaAKe B [oJrHoM coorBercrBr4ra c rpe6oaaunalaa Haalexauteft
Ilporaraogcrnenuofi flparrnru (GMP) JroxaJrbHbrx perynflTopHbrx opraHoB u rpe6oeauurMx HopMarr,{sr{oft .(ox1/MeHra\uw
nil-003870-280916, I4sNa. Ns I or 15.04.2019,Vttt. J\b 2 or 0S.OZ.2O2O Anf, pbrHKa poccnr.l. flpororolu npolr3BoAcrBa,
ynaKoBKI4 I4 rIoKa3areJII,I KaqecrBa AauHofi cepuu 6rrlu npoaHaJrlr3lrpoBanbr v cAeJraHo 3aKJrroqeHI,Ie, rrro oHI,t
coorBercrByror rpe6onaHuxu -Haluexaueft flpousroAcraeHHofi rparrzxz (GMp).

Name ofProduct /
HauMeHosauue rt Do]rYK[rrrl

MOMATRINO
MOMATPI4HO

Generic name /
HenarenrosaHHoe HauMeHoBaHr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr{sra3oHa $ypoaT a MoHorr4lpara cnpefi sasaarurrfi.4osr4poBaHnufi 50 urr

Active Ingredients /
[efi croyrcurue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoale Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I Aoga cupeq coAepxtrr: Aeficrrl,rouee BeuecrBo: Morr4grasoHa @ypoara rr,rouoruapar
51,72 vrcr B nepecqere Ha MoMsrasona ibypoar 50,00 rrarr

Strength / [ornpoarca 50 mcg / 50 rurr Date of Mfg. / Aara npoutgoacrBa 09/2021

Dosage form /
JlerapcrreHHae Qopnra

Metered-dose nasal spray i
Cnpefi nasa:rrurrfi
aosuposaHHurft

Date of Exp. / foAer ao 08/2023

Product code / Koa rroollvKTa sRU0300075470401DK Date of release I nara BbrnvcKa t8.10.2021

Batch No. / Cepun Ib 12210586 Qty. Released / Korrqecrso
BbtnYuleHo

32,480BOT|
6raroHos

Batch size / Parruep cepr.lu 34,722 BOT/ r[narconor
Mfg.License No. /
Jluuexsus Ha nDou3Boncrso (Homeo) MNB/10/832

Inspection Lot No. /
PerucrpaquoHHufi nonrep aHaJr rlsa

040000353604 Mfg. License Date /
Jluueurng Ha nDou3Bolrcrso (aara) 30104/2020

Package size / Ynarosrca 120 Doses / l20.qos GMP Compliance certificate Date /
GMP ceorudnrcar (rara) t8/06/2020

Market / Puuor Russia / Poccrac
GMP Compliance certificate No. /
GMP ceprrdurar (nonaeo) GMP-O1556/20lrN

Reference Specilication No. /
CneunQurauIlfl roroBoro
npo,nvrra Jlb

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

,4iw nss}.
.)' "e-(-r- -,
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Qn, -€(tu,rrrurg

Preoared BY / flonrorostnrr Checked Bv / Ilooneor.r lApproved Bv / Oao6ou.n
Sisnature / [Ioanucs cs' {
Date I [ara 'zz ? to lr,t )2-lo.)-.<r)1 Lz-\ tt1 1, q
Name/ @LIO Atul Kumar Ravinder Ravi Sandeeo Semwal
Designation /
nolrrHocrr

Officer- QA Executive -QA Sr. Manager -QA
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