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Gtenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Natagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 24%AO Fax: +91-1795 249310 email: elenmarkfd'bom2'vsnl'net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJII{3A TOTOBOTO nPOAyKTA

of9

Name of Producl /
HauneuoraHue rrpoayKuutt

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenrosauHoe HBrlMeHoBaH tle

@Spray5orncg
Mouetaroua dtypoara MoHoll4apata ct'tpefi Haga,'IlHrtft aorltpogaHHl'tfi 50 Llrr

Active Ingredients /
Aeiicrsyrcuue BeulecrBa

@iedient:Mometesone[iuroateMonohydrate5l.72mcgas
calculated for Mometasone Furoate 50.00 mcg

I go:a cnper coAepxltr: Aeficrsylouee BeurecrBo: Moue'ra:oua <Dypoara MoHorl4apar

5 1,72 r"ucr B nepecqere Ha MoMe'm'lqHa Oypoar 50,00 MK

Strensth / noruooara 50 mce / 50 vrr Date of Mfs. / ,llara npollrsoacrsa 09t2021

Dosage form /
,rlerapc'roennaa $opma

Metered-dose nasal sPraY /
Cnpefi na:aarurtft
nocunonaqgltfi

Date of Exp. / I-oAeu ao 0812023

Product code / Koa npoAyKTa sRU030007547040 I EJ Date of release /.ll,ara sutnycra 29.09.2021

Batch No. / CePnn.l\& t2210552 Qty. Released / Ko,nrqecrso
Bt tIIvuleHo

64,000 Bor /
OlarouoB

Batch size / Pa3Mep ceprr 69,444 BOT I t[t,rarouoa
Mfg.License No. /
Jlnuenlras Ha nllotr3Boacrso (Holtep)

MNB/t0/832

Inspection Lot No. /
PerurrnarruoH uufi uomen aHaJru3a

040000350774
Mfg. License Date /
,rluues:ns lta tlpon3BoAcrno (gala)

30t0412020

Package size / Ynaroaxa 60 Doses 160 ttoz
GMP Compliance certilicate Date /
GMP ceorudnrar (aara) t8t0612020

Market / Pusor Russia / Poccur
GMP Compliance certilicate No' /
G MP ceorudrarar (Honep)

GMP-o1556/20llN

Reference Specilication No, /
CnerluSnraqll, roroBoro
nnonvrra J\lr

sPC-CC-040446 Reference S]'P No. / CII14 J\b srP-cc-030247

OBSERVATIONS / PE3YJIbTATbILIMITS /TPBEOBAH14'TESTS / IIOKA3ATEJII4
Off-white thick suspension of non-

transparent consistencY. /
nor{Tu 6eJroro uBe'ra or Henp$paqHofi
KOHCT4CTeHUUH fyc fa, cycneH3Hrl.

White to off white thick suspension of
semitransparent to non-transparent

consistency. I
Or 6enoro ao noqrr 6eloro lrBera or
norynpo:pauttoil Ao tlellpo3patlHofi
KOHCIZCTeHtlr4]1 I'YCTat CyC[eH3Hr.

Description I OnucaHue

Identification /
'fhe retention time of the main peak in
the chromatogram of sample
preparation conesPonds to the

retention time of the main peak in the

chromatogram of standard preparation.

I Bpeurr )'repxuBaH14, ocHoBHoro

rru Ka Ha xpoMarorpaMMe ucnblTyeMoro
paaTBopa coorBercTByer BpeMeHH

yAepxuBaHnfl ocHoBHoro nl{Ka Ha

xpoMaTorpaMMe cTaHAapTHOfO

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 ol standard
preparation. / Bpeur YAePxuBaHHrl
ocHoBHoro nHKa Ha xpoNlarorpaMMe

Hcnbl'ryeMoro pac lBopa roJIxHo
coorBergrBotsal'b BpeMeHu y/lepxllBaHH,
ocHoBHoro nuKa Ha xpoMafol-paMMe

cTaHAapTHOrO pacTBopa

a) Mometasone Fuorate /
MorrrerasoHa Qypoar

d, 
Assucr\

t-

Prepared lly / [Ioarorosu,r C h ccked-Ly / flpo sePrt,r Appfoved By / Oao6pu.n

Signature / [Ioanr.rcr L. -4-'
Date / Aara 2at)o4)ar\ 2A lc'8 [Ll 21t G.lt l_e ?-t

Name / (DI{O Atul Kumar Rohit Singh Sandeep Semwal

Designation /
/lo.nxuocrr

Oftcer-QA Ol'ficer-QA Sr. Manager - QA

---TaM/oA054,0800M/Q
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, lndia
Phone: +91-1795249300 Fax: +9 l-1795 249310 email: glenmark(4)bom2.vsnl.nct.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJILI3A TOTOBOTO TPOAyKTA

t{3

Name of Product /
Hau uenonan ne n Do-trvKulrr{

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHrosaHHoe HataMeHoBaHne

Mometasone Furoate Monohydrate Nasal Spray 50 rncg
Mouerarosa drvooara MoHorurDala cnoeft uata,rrHrtfi aotl'tDosaHHurfi 50 rrrrr

Active Ingredients /
!,efi crnyrouue Be[recrBa

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

calculated lor Mometasone Furoate 50.00 mcg
I .[o:a cnper coAepxltT: leficrnyroutee BeulecrBo: Mouerasona @ypoara MoHorl4Apar

5 1.72 rvucr B nepecrrere Ha MolteT a:oua rlrypoar 50,00 r,arr

Strensth / nornnosra 50 mce / 50 NaKr Date of Mfs. /.Ilara nporrsoacraa 0912021

Dosage form /
Jlerapcr:aeuHaa Sopnra

Metered-dose nasal spray /
Cnpeft ua:a.nlurrfi
nognoorannuii

Date of Exp. / I-oaen ao a812023

Product code / Koa rrroayKTa sRU03 0007547040 I EJ Date of release / !,ara nrtnycra 29.09.2421

Batch No. / Cepua Ne 12210552 Qty. Released / Ko.uuqecrso
BbrIlyuleHo

64,000 Bor /
rh naroson

Batch size / Paruep cepur.r 69.444 BOT / tlr,rarouon
Mfg.License No. /
Jluueulus Ha nDou3Boacrso (uomep) MNB/10/832

Inspection Lot No, I
PerucrnauuoHusrfi Homen trHoJru3a

o400043s0774 Mfg. License Date /
Jluuenlrrs Ha rlDo[3Botrcrgo (aala) 30/0412020

Package size / Ynaroara 60 Doses I 60 not
GMP Compliance certificate Date /
GMP ceorudurar (aara) n1/06/2020

Market / Punor Russia / Poccr.u
GMP Compliance certificate No. I
GMP ceprudurar (romep) GMP-0r556/20lrN

Reference Specification No. /
Cneuu0uraulls roroBoro
noonvrra.l\iir

sPC-CC-040446 Reference STP No. / CIII4 ,\& sTP-CC-030247

J\T TESTS / TIOKA3ATEJI14 LIMITS /TPEEOBAH14' OBSERVATIONS / PE3YJ'IbTATbI
b) Benzalkonium chloride

/ Eexyl{.Tot{ryux{pua
/"'!'tY ""-&-\

,/.i" 'e,i.'
' ..\/'J ()

l* (D

\-: M*rv^" ,',,V
Xh.r* ace1}Y,

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 standard solution. / Ha
xpoMaTorpaMMe HcIIbrryeMoro pacTBopa

AoJrxHbr o6uapyxnnarucr nr{KH, no
BpeMeHaM yAepxuBaHn, cooTBeTcTByloul4e

nuKaM foMoJroros 6eHga,'rKor.rHn x,qopr4.[a

Crz u Ctq Ha xpoMaTol'paMMe CTattAapTHoro
pacrBopa.

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues C12

and Cra in the chromatogram of the
standard solution. / Ha xpouaT orpaMMe

ncnbrTyeMoro pacTBopa

o6Hapyxraaarorcfl nuKr4, no BpeMeHEM

yAepxr.rBaHHrr cooTBeTcTByrorqHe
truKaM roMo,.roroB 6essa.nrosag
xIopHAa Co u Cru Ha xpoMarorpaMMe
cTaHIapTHOro pacTBopa.

3. PH From 4.3 to 4.9 / Or 4"3 ao 4,9 4.631 /4,631
4- Density / [I.nornocrr From 0.950 to 1.050 !cm3 /

Or 0"950 ao 1.050 r/cna3

I.010 g/cmr / 1,010 r/crrr3

5. Viscositv / Bcmocrr From 30 to 130 cPs / Or 30 ao 130 cII: 54.2 aPs I 54.2 cllt
6. Osmolality /

OcuoLlqrsnocrr
From 250 to 350 mOsm,4(g
Or 250 Ao 350 vrOcna/m

296 mOsm/Kg
296 vrOcu/rcr

7. Leakage check /
llponepra Q.narona na
TEDMETT,!qHOCTL

Absence of any traces of leaks / Olcyrclaue
creAoB npoTeqKr4

No traces cl1'leaks / C.rreAu rporeqKu
oTcyTcTByK)r

8. Net content / Macca
coreDrruMoro draroua

Not less than 9.0 g / He ueuee 9.0 r 9.3g/9.3r

Prepared By / [Ioarolonu.n Checke@y / Ilpoaepu,r Apdroved By / Oao6pu.n

Signature / [IoAnncr 1, Y q<-
Date /.llar:a ?.ot \ort\a,"al ztlcal4 2Atotl Lat{
Name / OI,IO Atul Kumar Rohit Singh Saddeef Semwal

Designation /
flo.nxHocru

Officer-QA Ollicer-QA Sr. Manager - QA

FCM/QA054/o8.oo
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Glenmark pharmaceuticals Ltd
Vittage: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi'

Distt. Solan Ilimachal Pradesh 173205, India

Phone: +9 1 - 1 7 g 5 249300 F-ax : +9 1 - 1 795 2493 1 0 emai l : glen malk(J)born2'r'snl'net' i n

CERTIFICATE OF
CEPTI,IOI{KAT

ANALYSIS FOR FINISHED PRODUCT
AHAJIII3A TOTOBOTO IPOAyKTA

3 of 9 / tr3

Name of Product /
H an rreHonan ue n ooavKuHt{

MOMAT RINO
MOMAT P]4HO

Generic name /
HenarenlonanHoe HatrMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mouera:oua dlypoara N{oHornApara cnpeii Ha:a,lruutft Ao:t'lposaHHrtii 50 Narr

Active Ingredients /
,(efi crnyrcutue Be[lecrBa

luroate Monohyorate ) t. t L mcgI dose ofthe spray contains: Active ingredient:

calculated for Mometasone Furoate 50.00 mcg

I g,o:a cnper coAepxt4T: aeficrsyrouee BeurecrBo: MoueranoHa Oypoara MoHorl4Apar

5 1.72 rvrr<r s nepecr{ere ua Molteratoua r[rypoar 50'00 rtlrr

Strensth / -llostloosra 50 mce I 50 rrtrr Date of Mfg. / Aara npolraoacrna 09/2021

Dosage form /
Jlerapcraenuan Sopma

Metered-dose nasal sPraY /
Cnpeii uasarruufi
norHoosaHHrlfi

Date of Bxp. / I'oAeu Ao a8t2023

Product code / Koa npoAyKTa sRU03 0007547040 I EJ Date of release I nara nunycxa 29.09.2021

Batch No. / Cepun J\b 12210552
Qty. Released / Ko.nuqecrao
BbtnvuleHo

64,000 Bor /
dr naronos

Batch size / Parmep cepun 69,4448OTl(raroHor
Mfg.License No. I
,[rrueHtuq Ha npou3BoAcreo (Holuep)

MNB/10/832

Inspection Lot No. /
Perucrnauuounufi uonep aHaJru3a

040000350774
Mfg. License Date /
Jluueuura Ha npou3BoAcrso (aara)

3010412020

Package size / Vnaronra 60 Doses I 60 ao:
GMP Compliance certificate Date /
GMP ceoludurar (aara)

18t06/2020

Market / Putuox Russia / Poccrzs
GMP Compliance certificate No. /
GMP ceurudurcar (nouep)

GMP-01556/20lIN

Reference Specification No. /
CneurOnraurf, roroBoro
nooavrra J\b

sPC-CC-040446 Reference STP No. / C[I'I J\b srP-cc-030247

Jl! TESTS / TIOKA3ATEJI14 LIMITS /TPEEOBAH14' OBSERVATIONS / PE3YJIbTATbI

9. Number of deliveries per
container / Koruqecrso
.IIO3

Not less than 60 doses / He Menee 60 Aog 70 doses / 70 lls

t0. Pump delivery /
Macca,4orur

Individual dose mass: from 85% to 115%

of the theoretical dose mass /
I4nAusuAyaJrbHaq Macca aoru: or 85 oZ

AO I l5 0/o O',r',reoperuqecKoil Maccbl Ao3bl;

Average mass of the dose: from 90o/o to

I 10% ofthe theoretical mass ofthe dose I
CpeAHrn Macca Ao3br: or 90 oh ao I l0 %
or reopernqecKofi Maccbt Ao3bl

Minimum I Muuuvrytt: 92.1o/o

Maximum / Mar<crzrnlyrnl : 1 10.60/o

Average / CpeAuee: 104.1 o/o

II Particle size /
Parnaep qacrnu

'"-tttY 
/:"s 10'i

.: .,11- 'i- .

. !-i, (

'n G

c) t\/ :r

-:' -fl(, O'ru'P^ j,
\t.'. ;,cib,t

Particles < lOpm in size: Not less than 90%
rlacruu pa3MepoM < I0 mrm - He MeHee

90 o/o;

Particles < 30pm in size: 100%
tlacruu pa3MepoM S 30 mrna - 100 o/o

Particles > 30pm in size: Should be absent
tlacruu pa3MepoM > 30 rurnn - AoJrtxHbl

oTcyTcTBoBarb

Absent / OrcyrcreYrcr

Absent / Orcyrcrryor

Absent / OrcyrcT nyrcr

{'qrma0u;/

Prepared By / lloaroroau,r CheckedAr / IIpoBeprn Approved By / Oao6Pur

Signature / [IoAnucr --'Y
-> Gr

Date / Aara .f9\\oar\^rr'r, 2s lotl?-l Jalo{\ )s4
Name /OI,IO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
!,o,,rxuocrs

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

Distt. Solan [{imachat Pradesh 173205, India

Phone: +91- l7 95 24g3OO Fax: +9 I - 1795 249310 email: glenrntrlk(@born2'vsnl'net'in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4@I4KAT AHAJII,I3A TOTOBOTO IPOAyKTA

(D\
o\

I

l'

Page 4 oI9 / uTP.4 H3:

MOMAT PHHO
Name of Product /
Haumeuonanne npoayKlruu
Generic name /
HenareutosaHH oe HatrMeHoBaHrle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoueratoHa dtypoara Mogoru,(para cnpefi HasaruHrlfi aosl'lposauHutfi 50 Mrr

Active Ingredients /
!,eft crsyrculu e BeulecrBa

t uroate Mononyorate ) l. /z mcgI dose ofthe spray contains: Active ingredient:

calculated for Mometasone Furoate 50.00 mcg

I aosa cnpes coaepx[r: leftcmyroulee BellecrBo: Mouetagosa oypoara MoHorl4Apar

5l 7?, urr B nenecqere rta Mouera:oHa dlypoar 50,00 nxr

Strength / Aoruposra 50 mce / 50 turr Date of Mfe. I Aara nporrnoAcrsa 09t2021

Dosage form /
,rlerapcrneuuaa Qopma

Metered-dose nasal spraY /
Cnpefi uaranlHrtft
norunonasgwfi

Date of Exp. / foaeH ao 08/2023

Product code / Koa [DoaYKTa sRU030007s47040 1EJ Date of release / nara srtnycra 29.09.2021

Batch No. / Cepua.l\l! 12210552 Qty. Released / Ko.nuqesrro
BLTNVlIIEHO

64,000 BOT /
&,raxoHog

Batch size / Parnep cePnn 69,444 BOT / t[,rarouor
Mfg.License No. /
,rluuesus Ha npou3BoAcTno (uomep)

MNB/10/832

Inspection Lot No. /
PerucroauuoHuutfi Honrep aHaJIn3a

040000350774
Mfg, License Date /
,[ uueHtu g Ha rI polt3BoAcrao (aara)

30t0412020

Package size / Ynaronra 60 Doses / 60 ao';
GMP Compliance certificate Date /
GMP cen'rudnrar (aala)

l8/06/2020

Market / Punor Russia / PoccHs
GMP Compliance certificate No. /
GMP cemudurat (uomeP)

GMP-01556/20llN

Reference Specilication No. /
CnequOuraurs roroBoro
nnnnvrra l\!!

sPC-CC-040446 Reference STP No. / C[I'I J\b sTP-CC-030247

Jl! TESTS / tIOKA3ATEJI14 LIMITS /TPEEOBAHI,I' OBSERVATIONS / PE3YJIbTATbI

a,

12. Related Substances / flocroponure rpnMecl{

Impurity 8DM /
flprar'recu 8DM

lmpurity DMC /
flpurraecn DMC

Impurity D /
[pr,ruecu D

Any individual unspecifi ed

impurity lEtuuu\noit
H euAeHrI4 ah14 Ut4poBaH Hoil

npuMecH

Total impurity /
Cyvrva npnMecefi

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

Not more than 0. I 5 %o / He 6oaee 0, I 5 %

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

Not more than 0.20 o/o I He 6orce 0.20 o/o

Not more than 0.60 o/o lHe 6o,ree 0,60 7o

Not detected/ He o6uaPYxeuo

Not detected/ He o6HaPYxeHo

0.04Yo / 0,04Yo ,;/-'/o
0.03o/o I 0,O3Vo l"

, _J ,-.i ,r.,

0.15o/o / 0'15%o

13. Spray content uniformity
(Uniformity of delivery
dose) / OaHopoAuocrb
BbrcBo6oxAaeMofi Ao3bl

Not more than 2 of 20 doses ( 10 initial doses

and I0 final doses from l0 vials) can deviate

more than r25o/o from the average value and

not any dose can deviate more than t 35yo

from the average value.
If 3 to 6 doses deviate more than + 25Yo but
not more than t 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate

Beg / Hava.no:
Minimum / Mrznrzmyvr: 94.5%

Maximum / Marccnrvtyn: I I 1.0%

Mean / Cpe4Hee: 107.4%

Prepared By / llogroroau,r Chccked-Ar / llponepu.n [Approved By / Oao6pu.n

Signature / [Iornucr {
rz J

Date /,llara a-+r \ o a\a'-"*r vqlqv) JA\o \\ ?-o t{

Name /(DLlO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
!,o,.lxHocrr

Olficer-QA Oiflcer-QA Sr. Manager - QA

---- FCM/OA0s
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G lenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: Blenmark(!1)bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOpIKAT AHAJII,I3A TOTOBOTO mOAyIfl A

Name of Product /
Hau menosaH ue rl Donv Krtr.r,

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHtosaHHoe naIlMeHoBaHue

Mometasone lruroate Monohydrate Nasal Spray 50 mcg
Mouera'lona drvooara MoHorr4nDal? cnoeft gata,rrullii ao:rapoaaHHufi 50 urr

Active Ingredients /
!,efi cr:nyrorque BerqecrBa

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

calculated for Mornetasone Furoate 50.00 mcg
I gora cnper coAepxr{T: aeficrsyroulee BeulecrBo: Moueraroua @ypoara MoHortlApar
5 1.72 rrrm s nepecqere ua Mouera:oua drypoar 50,00 ttlt<r

Streneth / noruposra 50 mcs / 50 N{Kr Date of Mfe. / Aara npoursoacraa 09/2021

Dosage form /
JlerapcraenHaa Sopma

Metered-dose nasal spray /
Cnpefi uasa,rrHurfi
noqunonaqgltfi

Date of Exp. / ['oAeH Ao 08t2023

Product code / Koa rpoAyKra sRU03000754704018 J Date of release / llara ntlnvcra 29.09.2021

Batch No. / Cepur J\b 122t0552 Qty. Released / Ko.flnqecrso
RhItrVIteHO

64,000 BOT /
dr narogon

Batch size / Pa3Mep cepur 69,444 BOT I draaxoHon
Mfg.License No. /
"rlnueHrns Ha nDorr3Boacrso (Homep)

MNB/10/832

Inspection Lot No. /
Perucroannou gsIil Horreo aHr;ru3a 040000350774

Mfg. License Date /
,rluueHruR Ha rrDou3Bo.trcrao (aara) 30/04/2020

Package size / Ynarosra 60 Doses / 60 aor
GMP Compliance certificate Date /
GMP cepru0urar (aara) t810612020

Market / Punor Russia / Poccnq
GMP Compliance certificate No. /
GMP ceorudrrar (nomen) cMP-01556/20ltN

Reference Specification No. /
CnequSuraqufl roroBoro
nnoavrra.i\{b

sPC-CC-040446 Reference STP No. / CIL J\& sTP-CC-030247

TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAH!I' OBSERVATIONS i PE3YJIbTATbI
more than L25 o/o from the average value,
and not any dose can deviate more than
* 35% from the average value.
He 6onee 2-x us 20 Ao3 ( l0 HaqzubHbrx Ao3
14 l0 Kone,{Hbrx Ao3 r.r3 l0 $raroHon) r"roryr
HMeTL OTKJTOHeHHe OT CpeAHerO 3HarreHr,t'

6o,ree qeivt t 25 Yo, a HH oAHa Ao3a He

AOJTXHa HMerb OTKJ'rOHeHUe OT CpeAHerO

3HaqeHr.r, 6o,ree qeu sa r 35 o/o.

Ecnu or 3 ao 6 Ao3 HMeror orKroHeHr.r,
6o,qee .{eM ! 25 o/o. Ho MeHee ueu a 35 %o, ro
HCnbrrbrBarcT cJ.reAyrouue 20 $aaroHon.
He 6oaee 6 r.r:l 60 Aos Moryr [rMerb

orKroHeHr4e or cpeAHero gHa,reHr.{s 6oree

uMerb o'rKroHeHHe o'r cpeAHefo 3HaqeHH,

6o,ree qeN{ + 35 Yo.

END / Koneu:
Minimum / Munuuyv: 97.4%o

Maximum / Marccuvryv: 110.9%
Mean / CpeAHee: l04.8%o

rtL
a"

F6 arr:leccl|9

Prepared By / Ilogroroor.r.n Checked-Bv / [I poaeoulr [Approved By / Oqo6pr,'r

Signature / lloanucu {-r \6 -1
Date / flara 2o1toO'l'rrar 2Slo\lu >4\'r\ t-'t't
Name / OI4O Atul Kumar Rohit Singh Sandcep Semwal

Designation i
!,orxuocrr

Officer-QA Olticer-QA Sr. Manager - QA

FCM/QA0s4/08.00
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Distt. Solan Himachal Pradesh 173205,lndia
Phone:+9l-l7g524g3ooFax:+91-l7952493|0email:@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTT,IOIIKAT AHAJIT,I3A IOTO B OrO [PO,4yI(TA

l,l3of

Name of Product /
HaumenosaH ne npoavKurru

MOMAT RINO
MOMAT PI,IHO

Generic name /
H enarenronauHoe HaHMeHoBaHue

Mometasone lruroate Monohydrate Nasal Spray 50 mcg
Mouera:oHa dtvpoara Moltort'tapara cnpefi ua:a-nuuslii aornposauustfi I! vxI

Active lngredients /
Aeficrsyrcuue Be[IecrBa

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

calculated fbr Mometasone Furoate 50.00 mcg

I Aosa cnpes coAep)KLIT: Aeficrsfouee BeulecrBo: Molteraroua tDypoara MoHorlApar

5l-72 urcn B neDecrre.re sa Moue.ra:oua dlypoar 50,00 rrarr

Strensth / nosnnosra 50 mcg I 50 MKr Date ofMfs. /nara npolrrsoactsa 09/2021

Dosage form /
Jlerapcraeuuaa $opua

Metered-dose nasal spray /
Cnpeil ua:a,rrurrft
ao:uoonaHultii

Date of Exp. / I-oaen ao 08t2023

Product code / Koa [poayKTa sRrJ03000754704AlEJ Date of release /.ll,ara nunycra 29.09.2021

Batch No. / Cepur J\! 12210552 Qty. Released / Ko,rrqecrso
BbtnvllteHo

64,000 Bor /
rh naroson

Batch size / Pa3Mep cepru 69,444 BAT / $.narouon
Mfg.License No. /
,rlr.ruenlng Ha rrDou3Bo.iIcrso (HoMep)

MNB/t0/832

Inspection Lot No. /
Perucrnauuonuurft noureD aHan 3a

0400a0350774
Mfg. License Date /
,rllrueHluq Ha rr Dolr3Boacrao (aara) 30t04/2020

Package size / Vnarosra 60 Doses I 60 l.oz
GMP Compliance certificate Date /
GMP cepruOurar (aara) t8/06/2020

Market / PurHox Russia / Poccur
GMP Compliance certificate No. /
GMP ceorudrrar (Homep)

GMP-o1556/20lIN

Reference Specilication No. /
CnequQr.rrauufl roroBoro
nooavrra J\b

sPC-CC-040446 Reference STP No. / CIII4 J\! sTP-CC-030247

]1! TESTS / TIOKA3ATEJII4 LIMITS /TPEEOBAHIA.g OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units

/ OAsopoAHocru
AO3npOBaHr{s

Not more than I value fl'ont l0
measurements can deviate from the average
value more than L 25o/o and none can deviate
by more than + 35o/o.

lf 2 to 3 values deviate more than * 25o/o but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate 1'rom the average
value more than*25Yo and none can deviate
more than *.35o/o.

He 6oree I suaqeHl4r u3 10 onpeAe,'IeHufi

MOXeT OTKJIOHTTC' OT CpeAHerc 3HaqeHIZ,

6o,ree, veu ua *25 Yo, u ttu oAuoro, 6oaee
qeM Ha *35 Yo.

Enu rBa vlnu rpH 3HaqeHI4, liMelor
orKJroHeH[, 6oree .reNa !25 o/o, Ho MeHLue,
,reNa .L 35 oZ, 'r'o ucnsrrbrBarcT creAyouue
20 S,rar<ouon.
He 6oree rpex rHaqeHnfi h3 30

onpeAereHHfi Monyr orKJloHfltbcrl or
cpeAHero 3HaqeHu, 6oaee, qeN{ ua + 25 o/o. u

Hr4 oAHoro, 6o,ree qerrr ua* 35 Yo.

Minimum I Muuurayrt 94.5%o

Maximum / Maroar'.ryu: ll1.0o/o
Mean / Cpeguee: 107.4o/o

t-'

t- lt'

7
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Prepared By / llo4roronun
Signature / [IoAnucr

Atul Kumar
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C lenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi,

Distt. Solan Himachat Pradesh 173205, India

Phone: +9 l-1795 24g3OO Fax: +91-1795 2493lO email: glenmark@bom2.vsnl.net'in

CERTIFICATE OF
CEPTIIOIIKAT

ANALYSIS FOR FINISHED PRODUCT
AHAJITT3A TOTOBOI O nPoAvKTA

7 oI9 I C'to.1 u3

Name of Product /
H au meuoaaH ue n Poay Kultlr

MOMATRINO
MOMAT PI4HO

Generic name /
H enerenroseHHoe Hfl uMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mouera:oHa tllvooara MoHoll'upata cnpefi uala,runsrfi ao?raponauHstfi 50 ulrr

Active Ingredients i
,(efi croyrcutu e BeulecrBa

@edient:MometesoneFuroateMonohydrate5l.72mcgas
calculated fbr Mometasone Furoate 50.00 mcg

I nora cnper corepxllr: Aeficrnyoulee BeueclBo: Mouera:oua oypoara MoHorI'IApar

51.72 r,rrr B nepecqere na MolteraroHa dlypoar 50,00 urr 
,

Strensth /.llosuoosra 50 mcs / 50 vxr Date of Mfg. l,ll,ara npomsoAcrra 0912021

Dosage form /
,rlerapcrneuHaa Qopma

Metered-dose nasal sPraY I
Cnpefi HasaarHrtft
nocanonagqrtil

Date of Exp. / foAes Ao au2023

Product code / Koa npoAyKra sRU03000754704018 J Date of release /,lLara nulnycra 29.09.2021

Batch No. / Cepun J\b 122t0552 Qty. Released / Ko,'trqecrso
BbtnvuleHo

64,000 Bor /
drnaronon

Batch size / ParMep cepuu 69,444 BOT / $rarouon
Mfg.License No. /
,rIr.rueHruR Ha 11pou3BoAc'rao (Houep)

MNB/10/832

Inspection Lot No. /
PerncrnauuonHutfi uomeD aHaJrtl34

0400003s0774
Mfg. License Date /
,rluueulus Ha npo[3BoAcrBo (Aara)

3010412020

Package size / Ynaronra 60 Doses l6A rcz
GMP Compliance certificate Date /
GMP cepru0urar (aara)

18t0612020

Market / Psrnor Russia / Poccrlq
GMP Compliance certificate No. /
CMP ceorndurar (uomep)

GMP-01556/20/IN

Reference Specification No. /
Cnequ0uraurfl roroBoro
nootrYKTa N9

sPC-CC-040446 Reference STP No. / C[I,t J\b srP-cc-030247

.l\l! TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHl4.fl OBSERVATIONS I PE3YJIbTATbI

I5 cKaq tI[cToTa

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qrzcno

aspo6Hrtx 6ar<'repufi n

ApoxxeBblx H nrecHeBblx
rpr.r6oa (cyuuapuo)

Not more than I02 cfu per lg (ml) of the
product / He 6o,ree 102 KOE n I r (un)
npeIIapara

Less than l0 ctu/ml /
Menee 10 KOE/un

-/-,.r/, \\\v/ / \")
./;u

l^,/')
It'

Assc,\.,^\\
"?\o

o

Test for Absence of
Specified Microorganism /
Tecr ua cneuuSnuecrue
MrrKpoopraHn3Mbl:
Pseudo mo nas ae r ugi n osa

Staphylococcus aureus

Bile-Tolerant
Enterobacteria /
Xe,rveycrofivnaure
onrepo6arrepun

Absence per lg (ml) of the product /
OT cyrcrnue n 1 n (ul) rpenaPara

Absence per 1g (mt) of the Product I
OT cyrcrnue n I r(un) npenapara

Absence per I g (ml) of the Product I
Orcytcraue s I r' (NaJI) Ilpettapara

JP;
,'{;Y

Absent / Orcyrcrnylr 't'f:j '

Absent / OrcpcrsYe'r

Absent / Orcyrcrnyer

Prepared By I lloqroroarr Checked-By / II ponepu.n Afi\proved By / Oao6pu.n

Signature / floanrcs -r \6- E4
Date /.ll,ara -zolaltt'n LqlellU 2l\''l \Dt{
Name / OIIO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
.llo.nxHocrr

Officer-QA Officer-QA Sr. Manager - QA

.00
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Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 24g3OO Fax: +91-1795 249310 email: glenmark(gl'bom2'vsnl'net'in

CERTIFICATE OF ANALYSN FOR FINISHED PRODUCT

CEPTI,IOTIKAT AHAJITI3A TOTOBOTO IPOAyKTA
Page E of9 / CrP. E ur I

Name of Product /
HauueHonanue npoavKqtl14

MOMAT RINO
MOMAT PI4HO

Generic name /
HenarenroaaHHoe Hal,lMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MoNlerasoua tllynoata MoHoluapara crtpefi HaraauHslft aoluposaHHl'1fi 50 N'Ixr

Active Ingredients /
!,eft crsyrcutue BerqecrBa

l uroate Mononyorale ) r. /z mcgI dose ofthe spraS'contains: Active ingtedient:
calculated for Mometasone Furoate 50.00 mcg

I nora cnper coaepxur: aeficrnyoulee BeueclBo: MortaeratoHa tDypoara MoHolt'upar

il 72 vrr R nenecqere na Mouela:oua drypoar 50.00 urr
Strensth / noruposra 50 mce / 50 t.{rr Date ofMfe. /llara npou:soAcrsa 09/2021

Dosage form /
,rlerapcroeunan SoPma

Metered-dose nasal sPraY /
Cupefi na:aarnuii
aoruDoaaHHtrfi

Date of Exp. / I-oaen ao 08t2023

Product code / KoA npoAyrra sRU03000754704018 J Date of release / !,ara sulnYcra 29.a9.2021

Batch No. / Cepua J\!t 12210552
Qty. Released / Ko.nnqecrno
Br,rIIvtIreHo

64,000 Bor I
rh narnson

Batch size / Pa3Mep cepuu 69,444 BOT / $rarouon
Mfg.License No. /
,rluueHruR Ha npor,r3BoAcTro (Homep)

MNB/10/832

Inspection Lot No. /
PerucrnqrlunHsxrfi xouen eHaflt43l

040000350774
Mfg. License Date /
Jluueutuq Ha npon3BoAcruo 6ara)

30t0412020

Package size / Ynaronra 60 Doses / 60 ao:
GMP Compliance certificate Date /
GMP cepruduxar (aara)

t8/06/2020

Market / Puuor Russia / Poccur
GMP Compliance certilicate No. /
GMP cenrudurar (uomep)

GMP-01556/20/lN

Reference Specification No. /
CnequSuraqufl roroBoro
.nnnwmq No

sPC-CC-040446 Reference STP No. / C[II'I J\! sTP-CC-030247

Mo TESTS / tIOKA3ATEJI14 LIMITS / TPEEOBAHl4.fl OBSE RVATIONS / PE3YJI bTATbI

16. Assay / KoflflqecrseHHoe on peaeJleHfle

a) Mometasone Furoate /
MoNleTasoHa $ypoam

From 85 % to I 15 Yo olthe labeled content /

Or 85 % ao I l5 oZ ot lasnaesuoro
OONEDXAHHfl

104.3o/o I l04,3Yo

b) Benzalkonium chloride /
EeHsa,'IxoH tzs xJIopHAa

From 80 yoto 120 % ofthe labeled content/
Or 80 % Ao 120 %o oT gassreHHol'o

corenxaH14,

l02.5%o 1102,5o/o

17. Packase 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 polyethytene. One

bottle together with the package insert per a

Icardboard box. / [Io 60 ra,ru 120 aor

f ay"narr* ao $,raroHe 143 noJIH?rHJIeHa

sutcorcofi n,'lorHocrl, c Ao3HpyrouHM
ycrpoficrBoM H KpbllxeqKofi u3

noJrr4grureHa BbtcoKoil n,lotsocru. flo I

Q,'rarouy BMecre c HHcrPYt(uHefi no

MeAnrluHcKol\Iy [lpHMeHellHI0 u llarlKe

ran'r'oHHofi.

60 doses ofsuspension 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.

/ 60 ao:l cyclleH3uH Bo +raKoHe I43

noJ.l143TuJIeHa arlcoxofi n!'lorHocrt4 c

Ao3r4pyouuM ycTpoftcTBoM n

rpurueurofi I43 Itor'tH3TttJIeHa BblcoKofi

nJrorHocru. [Io I tf,rar<oHy BMecre c
uucrpyr<qraeft no MeAfiul4HcKoMY

NDHMCHEHUK) B NA1IKC KAPTOHHOfl.

d*,Ass\
O
6',

o\o

€

@::;"q
18. Lahelins / Maor[oosra Accordine to ND / B coo'rnercrsuu cH[
19. Storage conditions /

XDauesue
@perature trom 15 "c to 25 oc. Do not tieeze. /
B saunureuuctM or QBcra Mecre llpt4 rervrnePatYPe or l5 ao 2

Prepared By / llogroloru.n CheckedA / [IponePr.r Arr*oved By / Oao6pu,r

Signature / [IoAnucr & <z-v- q4-
Daft I nara zal.t )A u lr-\lu 21\61\ 2e rl
Name / <DI{O Atul Kumar Rohit Singh Sandeep Semwal

Designation /
,llo,.rxHocrs

Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08 00
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G lenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi'

Distt. Solan 1-limachal Pradesh 173205, India
phone: +91-1795 24g3OO Fax: +91-1795 249310 email: glenmark(d)bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTII@TIKAT AHAJIII3A TOTOBOIO TIPOAyKTA

fQ.,.n ^rq

9ol9l 9ur9

Any deviation/I ncidenUOOS: lN/l I 0 I /2021 I 027 5

Or'rcronennq/lluuuAeuruI/OOC: lNfl | 0l /2021 / 027 5

Declaration of certilication: ..1 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 with the GMP

requirements of the local Re[ulator/Authority and with the normative document no. JIII-003870-280916' Amend' No I dt'

l5'.o4.2O1g,Amend. No 2 dt. 05.02^2020 in market Authorization of l{ussia. The batch processing, packaging and analysis

i, ;
\9 q/t,jl-^ 5
Yu^, 

r 
.,rg9/

reviewed and found to be in compliance with GMP.

3ar,.rrcqeHue o coorBercrBr.ru: HacrorrnIHM noATBepxAarc, qro npeAcraBJIeHHa, Bbtue r'rHrpopuaulilBJlflercs

AocronepHofi ra roqHofi. .II,aHuar cepua 6awa npou3BeAeHa (nrarcuar ynaronrcy/napKupoBt(y H KoHTpoJ'l[' rauecrra) Ha

y*ara"rofi Bbrrue npournoAcreeuuofi nJrouraAKe B noJIHoM coorBergrBul4 c tpe6orauarlta Haa"Iexauefi
'ftpor."oA.rreuuofi 

flparrurrz (GMP) JroKrurL,Hbrx peryJrrropHbtx opraHoB u rpe6onaHuaMn HopMarl'IBuoil Aoxytrleutaqau

Ii]-OO:SZO-280916, Hrpr. Ng I or 15.04.2A19. H:r..r. JS 2 or A5.02.2020 tns prrnra Poccnrz. fl br npou3BoAcTBa.

ynaKoBKH u noKrrarerru KaqecrBa AaHuofi cepuu 6ur,ru npoaHaJ'lt43t4poBaHL,t H .offiJ eArtste$gl qro oHI4

.oorr"r.ruyor rpe6oaaHuru HaAlexaulefi IIpou:no1crseHHofi [lparrrzrr'r (GMP). / J'' 
' '€")

r-r- C)\JO

MOMAT RINOName of Product /
flanDrenosaHue npoavKuuu
Generic name /
Henar:euroaaHHoe HarlMeHoBaHtre

ffiNasalSpray5omcg
Motraeraloua dlypoara Mollorl4,(para cnpeii Ha:alsuutfi AorraponasHrril 50 urt'

Active Ingredients /
Aeiicrsyrcu[e BeulecrBa

roate MonohYdrate 5l'72 mcg as

calculated lbr Mometasone Furoate 50.00 mcg

1 4o:a cnpee coAepxt4T: Aeficra)rcuee BelrlecrBo: Moueraroua <Dypoara Mollolt'upar

5 1.72 rurr B nepectlere Ha Mouera:oHa {rypoar 50,00 urr

Streneth / norupoBKa 50 mcs / 50 Narr Date ofMfe. /Aara nPoursoacrsa 09/2021

Dosage form /
,rlerapcrreunan SoPma

Metered-dose nasal sPraY /
Cnpeft Ha:arsusti:i
nmunonapgrtfi

Date of Exp. I l-oaeu ao 0812023

Product code / I(oa npoAvKTa sRU03 0007547040 I EJ Date of release /.ll,ara nutnycra 29.09.2021

Batch No. / Cepnn J\! 12210552
Qty. Released / Ko.ruqecrso
BbINYUICHO

64,000 Bor /
dr.narouog

Batch size / Pa3Mep cepult 69,444 BOT / dr,rarouoo
Mfg.License No. /
-llurrexruq Ha nDou3Bo.tlcrso (HoDlep)

MNB/10/832

Inspection Lot No. /
PerucrnauuouHuft uotreD agartl3a

040000350774
Mfg. License Date /
-Ilurrenruq Ha nDoll3Bo,lcrso (aara) 30/0412020

Package size / Ynaroara 60 Doses I 60 aor
GMP Compliance certificate Date /
GMP ceorr0urar (Aara)

18106/2020

Market I Puuox Russia / Poccur
GMP Compliance certificate No. /
GMP cepru0urar (uomep)

GMP-01556/20,{N

Reference Specification No, /
Cn equQr.r raqufl roroBoro
nnoavrra Ng

sPC-CC-040446 Ileference STP No. / C[Il'l J\b sTP-CC-030247

J\& TESTS / IIOKA3ATEJ'I14 LIMITS I TPEEOBAHI4.f OBSE RVATIONS / PE3YJIbTATbI

zo Shelf-life / Cpotc roanocrr4 2yealsl2ror,a

Prepared By / Iloqrororu,r CheckeLBy / [IpoaePr,'t AppFoved By / Oao6pr,r

Signature / [IoAnucu { 9 4
Date / !,ara eglu4lnr'\ 2nlo'\W 2a\ur \u t
Name / @lIO Atul Kumar Rohit Singh Sandeep Semwal

Designation /
!,orxnocrr

Officer-QA Officer-QA Sr. Manager - QA


