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Ancu,\t,.vl-or,ncwrvr'rI.lPhone:+9l-1795249300Fax:+91.l795249310email:g!.q@

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,IOI4KAT AHAJII,I3A TOTOBOTO IPOAyKTA

u3ol
Name of Product /
Haurueuoaauue nDoavKuHn

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe Hau MeHoBa Hr{e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mougragoua dvpoara MoHornnDara cnoefi HagalrHsrft -uoguoonauHrrfi 50 rurn

Active Ingredients /
,(efi creyrourlre BeuecrBa

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 corepxr4r: .ueftcrnyroutee BeulecrBo: MoNrsrasoHa <Dypoara MoHonurpar
5 1,72 r"rxr B nepecqere Ha Mol.rcra3oHa $ypoar 50,00 rurr

Strength / norl,rpoexa 50 mcg / 50 rraxr Date of Mfq. / Aara nponraoacrBa 0912022

Dosage form /
"rlerapcraer Hat Qoprua

Metered-dose nasal spray /
Cnpeil uasa.nruurfi

.[o314DoBaHHblfi
Date of Exp. / I-oaex ao Q8t2024

Product code / Koa nDonvKTa sRU030007E04040 I DK Date of releas e I llara BbrnycKa 30.09.2022

Batch No. / Cepun J\! t2220550 Qty. Released / Koruqecrao
Bbr]IYIUeHO

30,720 BQT1
6rarorios

Batch size / Parruep cepnu 34,722 BOT/ rp,rarouon
Mfg.License No. /
Jlxuesrus Ha rrDou3Boncrso (Horueo) MNB/10/832

lnspection Lot No. /
Perucrpaquonxsrft soruep aHaJr l,l3a

040000413513 Mfg. License Date /
Jluuexlus Ha trDorr3Bo.rrcrso (aara) 30/04t2020

Package size / YnaKosra 120 Doses I 120 l.oz GMP Compliance certificate Date /
GMP ceorr.rdurcar (aara) l8/06/2020

Market / PuHor Russia / Poccur GMP Compliance certificate No. /
GMP ceorrdurar (nomeo) GMP-01556/20ltN

Reference Specification No. /
CneuuQurauufl roroBoro
rpoayrcra .Il!r

sPC-CC-063688 Reference STP No. / CIIll .It sTP-CC-040944

Ib TESTS / TIOKA3ATEJII,I LIMITS / TPEEOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
Description / OuncaHlre White to off

semitransparent
thick suspension of

non-transparent
white

to
consistency. /
Or 6eroro Ao noqrr,r 6eaoro uBera or
norynpospauuofi Ao uenpospavHoft
KOHCrrCTeHUr,tv ry cTafl cycrreH3r4r.

Off white thick suspension of non-
transparent consistency. I
floqru 6eloro rlBera or Heflpo3paqnoft
KOHCT.{CTeHUr,rv ry CTAfl CyCIIeH3Hrr.

1 Identification / IIoAlunHocrl
a) Mometasone Fuorate /

MoruerasoHa Qypoa'r
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. / Bperr,lr yAepxr{BaHH,
ocHoBHoro nilRa Ha XpOMaTOfpaMMe
l.rcnbrTyeMofo pacTBopa .IIonxHo
cooTBeTcTBoBaTb BpeMeH14 yAep)KuBaHVfl
ocHoBHoro [r,IKa Ha xpoMaTorpaMMe
craHAaprHoro 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.
/ Bpenrr yAepxr4BaHr.rrr ocHoBHoro
ruKa Ha xpoMaTorpaMMe r,rcflsrTyeMoro
pacrBopa cooTBeTcrByer BpeMeHu

yaepxr,rBaHx, ocHoBHoro [r4Ka Ha

xpoMarorpaMMe craHAaprHoro
DATBOPA

Prepared Bv / [Ioaroroslrr Chec*ed Bv lllnosenHn Aooroked Bv / Oao6orr
Sisnature / floanr.rcr, (t1-7
Date I Aara K llolr2- I 9lto l"o" {.\\'\'t''
Name / tDl,IO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
.llo.nxxocrs Officer-QA Sr. O{Iicer-QA Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
HaumexoeaHue n poavKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MouerasoHa dypoara MoHoruLqpara cnpefi HasanrHstft aoslrposaHnuI 50 lrxr

Active Ingredients /
!eIcroyroutue BeruecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I Aora cnper co.(epxxr: 1eficrsytouee BeuecrBo: MoNterasoHa @ypoara MoHorl4Apar

5 1,72 r'rrn B nepecqere sa Mousragosa dypoar 50,00 vxr
Strensth / -llorunosma 50 mcs / 50 urr Date of Mfg. / nara nporsso[crBa 09t2022

Dosage form i
Jlerapcrsexuan Qoprua

Metered-dose nasal spray /
Cnpefi HaranuHufi

aogr.rposaHHsrfi

Date of Exp. / l-oaeu ao 08/2024

Product code / Koa nDonYKra sRU030007E040401DK Date ofrelease I Lara Bbtnycra 30.09.2022

Batch No. / Cepnn Ne 12220550 Qty. Released / Korrqecrso
Br,rnvllteHo

30,720BOT1
dr naroxon

Batch size / Pasruep ceplru 34,722 BOT/ g,raxoHon Mfg.License No. /
Jluuenrrs Ha nDou3Boncreo (HoDrep)

MNB/r0/832

Inspection Lot No. /
PerucrDaunouHrlfi uomeo aHar r{3a

040000413513
Mfg. License Date /
Jlxuexrns Ha npou3Boacrao (qara)

3010412020

Package size / Vnarcoera 120 Doses I 120 noz
GMP Compliance certificateDate I
GMP ceprudlrrar (aara) 18t0612020

Market / PsrHor Russia / Poccl.rc
GMP Compliance certificate No. /
GMP ceorudurcar' (Houep) GMP-o1556/20lrN

Reference Specification No. /
CneuuQuxaulrr roroBoro
nooavrra.l\E

sPC-CC-063688 Reference STP No. / CIIU.]1] sTP-CC-040944

J\I TESTS / IIOKA3ATEJII4 LIMITS / TPEEOBAHI,Ifl OBSERVATIONS / PE3YJIbTATbI
b) Benzalkonium chloride

/ EeHsarroHrrfl xJropHA

1,.-,

,k

,:) .:!
l.,i I

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Crz and Crq in the
chromatogram of the standard solution. / Ha
xpoMarorpaMMe r4c[brryeMofo pacrBopa

AOrr)KHbr o6Hapyxr4BaTLc{ ilv1r.u, no
BpeM eHaM y.4epxr.rBaHufl cooTBeTcTByroulr4e

nlrKaM roMororos 6eHgarr(oHr4l xJropr,rAa

Co u Ctq Ha xpoMarorpaMMe CraHAapTHorO
pacrBopa.

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

and Cr+ in the chromatogram of the
standard solution. / Ha xpouarorpaMMe
r4cnbrTyeMoro pacTBopa

o6Hapyxuaalorc, [I,IKI{, tlo BpeMeHaM

yAepxr4BaHl,rt cooTBeTcTByIouLle

nr,rKaM roMoJloroB 6eHgarxoH[q
xnopl,IAa Co u Crq Ha xpoMarorpaMMe
craHAaprHoro pacrBopa.

3. pH From 4.3 to 4.9 I Or 4,3 to 4,9 4.67 /4,67
4. Density / [.noruocru From 0.950 to 1.050 glcm3 I

Or 0,950 ao 1,050 r/qrr3
1.033 !cm311,033 rlcu3

Viscositv / Bqsxocru From 30 to 130 cPs / Or 30 ao 130 cfh 49.1 cPs /49,1 c[72

6. Osmolality /
OcNro.rIqrrHocru

From 250 to 350 mosm/Kg
Or 250 ao 350 uOcrvr/xr

291 mOsm/Kg
291 rr,rOcrra/rr

1 Leakage check /
llponepra Q.rarcoHa Ha

fEDMETUTIHOCTb

Absence of any traces of leaks / Orcyrcreue
cJreaoB npoTeqKr,r

No traces ofleaks / CleAu rporeqKx
orcyrcTByIoT

8. Net content / Macca
coIIeDxr,r Moro daa KoHa

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

lg'lt,lt-t*
Akshit Bhardwaj

Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI4OI4KAT AHAJIII3A f OTOBOTO IPOAYKTA

oI9 I T'3

Name of Product /
HaumeHosaHr,re rlDo]rvmuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHrosaHHoe HauMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morr,rgrasosa dypoara MoHor-H.4Dara cnDeft Ha3alrsurfi aogupogaHHsrfi 50 rr.rrr

Active Ingredients /
[eft crnyroutue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I lora cnper coaepxrlT: aeficr:ayrouree BeruecrBo: Morucra3oHa Oypoa, a MoHorruIpar
5 I,72 prrr B nepecr{ere ua Mousrarona dvooar 50.00 rtlxr

Stren gth / .{lou.l poera 50 mcg / 50 uxr Date of Mfe. /,llara npousaoacrBa 0912022

Dosage form /
JlexapcrseHHaa Qoprua

Metered-dose nasal spray /
Cnpefi Haranrnsrfi
nogl.rDogaHHtti

Date of Exp. / foaen ao 08/2024

Product code / Koa nDorvKra sRU030007E04040 I DK Date of releas e I llara BHnvcKa 30.09.2022

Batch No. / Cepua J\b 12220550 Qty. Released / Ko.nlrqecrso
BbrnyuleHo

30,720 BOT|
ilrnaroHon

Batch size / Patruep cepuu 34,722 BOT/ Qaarouon
Mfg.License No. /
JIuueHrus Ha nDo[3Boacrso (noMeo) MNB/10/832

Inspection Lot No. /
PerNcrpaquouHtlft Houep aHarrl3a 040000413s13 Mfg. License Date /

Jluuerlilq Ha nDolr3Boncreo (aara) 30t04t2020

Package size / Ynaroara 120 Doses / 120 tos GMP Compliance certificateDate I
GMP ceorudnxar (aara) t8/06/2020

Market / Purnor Russia / Poccur GMP Compliance certificate No. /
GMP ceprudnrcar (Horuep) GMP-o1556/20ltN

Reference Specification No. /
CneuuQuraqt,lr roroBoro
nporvrra Jlb

sPC-CC-063688 Reference STP No. / CIII4 l\t srP-cc-040944

J{b TESTS / IIOKA3ATEJII,I LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
9. Number of deliveries per

container / Ko.[l,t.recrno
a03

Not less than 120 doses / He ueHee 120 ao: I 87 doses / I 87 aos

10. Pump delivery /
Macca ao:ul

Individual dose mass: from 85% to ll5oh
of the theoretical dose mass /
klu[,nsu\yalbHar Macca Aosrr: or 85 7o

ao I I 5 0Z or reoperrqecKoil Maccbr Ao3bt;

Average mass of the dose: from 90Yoto
I 10% of the theoretical mass of the dose /
Cpequaa Macca Ao3br: or 90 oh Ao 110 oh

or reopernqecxofi uaccu Ao:u

Minimum / Munuuyrur: 98.1o/o
Maximum / Marcvnyu: l07.lYo
Average / Cpeaaee: 1059%

1l Particle size /
Parnaep qacruu

., ,

...r I

Particles < lOpm in size: Not less thang0o/o
rlacruu pa3MepoM < 10 ruru - He MeHee
90 %:

Particles < 30pm in size: 100%
r{acruu pa3MepoM < 30 rurcnr - 100 %

Particles > 30pm in size: Should be absent
r{acruu pa3MepoM > 30 nrrvr - aonxHbr
oTcyTcTBoBaTb

100.0% / t00,0yo

100.0% I t00,0yo

Absent / Orcyrcrryor

I telzz-
Atul Kumar
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@I,IKAT AHAJII43A TOTOBOTO IPOAyKTA

of Ll3

Name ofProduct /
HauDrexosaHrle nDo.trvKUrtr

MOMAT RINO
MOMAT PI4HO

Generic name /
Hena.t:eHroeaHHoe HauMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMcra3oHa dvooara MoHorr4nDara cnoefi sagarr,srrft ao3uDosaHsrtfi 50 urn

Active Ingredients /
.(eft crayrourue BeruecrBa

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.rr: Aeficmyrculee BeuecrBo: MoMerasoHa (Dypoara MoHorr4.(par
5 1,72 vxr B nepecqere sa Moueragoua ftypoar 50,00 urcr

Strength /.llorr.rpoera 50 mcs / 50 Nrrr Date of Mfe. /.Ilara nporreoacrBa 0912022

Dosage form /
JlerapcreeHuaa Qopnra

Metered-dose nasal spray /
Cnpefi uasaruusrfi
aogHpoaaHHsrfi

Date of Exp. / foaen ao 08/2024

Product code / Koa rpotrvKTa sRU030007E04040 I DK Date of release I llara BbrrrvcKa 30.09.2022

Batch No. / Cepua Ne 12220ss0 Qty. Released / Korrqecrao
BbtnvuleHo

30,720 BOT1
6raxoHos

Batch size / Parruep cepuu 34,722 BOT/ Qaarouon
Mfg.License No. /
JllrueHluq Ha nDoH3Bo,clcrso (Horuep) MNB/r0/832

Inspection Lot No. /
PerucrpauuorHsrfi nomep aHaJrt,l3a

0400004135r3 Mfg. License Date /
JIuueH:uq Ha npou3Boacrso (Aara) 30t04t2020

Package size / Ynaroaxa 120 Doses I 120 toz
GMP Compliance certificate Date /
GMP ceprudr.rrcar (aa'ra) 18t06/2020

Market / Pslxolc Russia / Pocols GMP Compliance certificate No. /
GMP cenrudlrrar (noueo) GMP-01556/20ltN

Reference Specification No. /
CneuuQlrraul,re roroBoro
npoayrra J\!

sPC-CC-063688 Reference STP No. / CIIII Jl! srP-cc-040944

TESTS / TIOKA3ATEJII,I LTMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
Related Substances / IocropouHr.te rprrMecr{

Impurity SDM /
flpurr,recu 8DM

Not more than 0. l5 Yo I He 6otee 0,15 o/o 0.02% / 0,02yo

Impurity DMC /
flpun,recr.r DMC

Impurity D /
llpurrlecu D

Any individual unspecified
impurity / EAuHr.r.rHoft

ueuAeHruQnurpoBaHHofi
np14Mec14

Total impurity /
Cyrr,rua npuMeceft

Not more than 0. l5 oh / He 6orce 0,15 %o

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

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

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

BLOQ / Hr,rxe LOQ

0.01% l0,0tyo

0.01% / 0,0t%

0.10% t0,t0yo

Spray content uniformity
(Uniformity of delivery
dose) / Oauopoanocrs
aurcso6orfiAaeMofi a03br

Not more than 2 of 20 doses (10 initial doses
and 10 final doses from l0 vials) can deviate
more than +25yo from the average value and
not any dose can deviate more than * 35%6

from the average value.
If 3 to 6 doses deviate more than +25Yobut
not more than + 35Yr, test another 20 vials.
Not more than 6 of 60 doses can deviate
more than +25 o/o from the averase va

Beg / Hava.no:
Minimum / Muuullyu: 97.0%
Maximum / Maxclrrvryu:l0l .5%o

Mean / Cpesuee:100.0%

I t, ) t_a_
Name / <DI{O Atul Kumar Akshit Bhardwaj

lo

FCIVI/QA054/08.00
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CEPTIIOT,TKAT AHAJrlr3A TOTOBOIO IPOAyKTA
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Name ofProduct /
Hau naeHoaaH ue n poayKul,n-l

MOMAT RINO
MOMAT PHHO

Generic name /
HenareurosaHHoe Hal,lMeHoBaHlle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mollera-soHa ibvpoara MoHoru-rrDara cnoefi Hagaarsrtfi ao3lrDosaHurrft 50 rrrr<r

Active Ingredients /
!,eft crayrcurue BetuecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I ,qosa cnper colepxr4r: .{eftcreyouee BeulecrBo: Morr{srasoHa Oypoara MoHonHlpar
5 I,72 rrarr B nepecqere Ha Monsragoua dvooa'r 50.00 unr

Strength / norr.rpoera 50 mce / 50 N{xr' Date of Mfg. /.Ilara npoureoAcrBa 09/2022

Dosage form /
JlerapcT aeHHaa Qoprua

Metered-dose nasal spray /
Cnpefi uasarsuuft
aogHpoeaHHrrft

Date of Exp. / Foaer ao 0812024

Product code / Koa npoayKra sRU030007E04040 r DK Date ofrelease I llara BEtnycKa 30.09.2022

Batch No. / Cepun Jl! 12220ss0 Qty. Released / Ko.rnqecreo
BLtnvureHo

30,720 BOT1
drnaronon

Batch size / Pa:ruep cepuu 34,722 BOT/ Qnarouoa
Mfg.License No. /
Jluuexsun Ha nDoH3Botrcrao (norrren) MNB/r0/832

Inspection Lot No. /
PeracrpauuoHHulfi xomep aHaJr u3a

0400004r3s13 Mfg. License Date /
Jlruexus Ha nDou3Boacreo (aara) 30/04t2020

Package size / Ynaxosra 120 Doses I 120 toz GMP Compliance certificate Date /
GMP ceprudurar (rara) 1810612020

Market / Psluor Russia / Poccrrc GMP Compliance certificate No. /
GMP ceprrdurar (xoueD) GMP-01556/20llN

Reference Specification No. /
CneuuQurauufl roroBoro
nooavrra.ll!

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

JTb TESTS / IIOKA3ATENI4 LIMITS / TPEEOBAHI,I.g OBSERVATIONS / PE3YJIbTATbI
and not any dose can deviate more than
* 35Yo from the average value.
He 6o.rree 2-x ns 20 ao3 (10 HarlanbHbrx ao3
H l0 xoHe,{Hbrx Ao3 r.r: l0 QnaxoHoB) Moryr
HMeTb OTKJrOHeHr,re OT cpeAHero 3HaqeHI4t
6olee qeu + 25 %, Il HI,t oAHa Ao3a He

AOJTXHa r.rMeTb OTKJlOHeHr4e OT CpeAHerO
3HaqeHr,t r 6oaee .reN{ Ha * 35 o/o,

Eclu or 3 lo 6 ao3 r,rMercT orrcJroHeHr.rt
6olee qen *25 o , Ho MeHee verra * 35 0/0, ro
HcnbrrbrBarcT cneAyrouue 20 Snaronoa.
He 6oree 6 uz 60 Ao3 Moryr r.rMerb
orKjroHeHr,re or cpenHero 3HaqeHil, 6onee
qeM + 25 oh, u Hu oAHa Ao3a He aoJrxHa
uMeTb oTKJroHeHr,re oT cpenHero 3HaqeHn,
6oree .reNa + 35 Yo.

END / Koueu:
Minimum / Munr.rvyrvl: 96.9o/o

Maximum / Maxcurvryu: 102.3%
Mean /CpeaHee: 100.0%

tJl t'lt:t_
Name / tDI,lO Atul Kumar Akshit Bhardwaj
Designation /
Ao.lxsocru
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CERTIFICATE OF ANALYSIS FOR FINISHBD PRODUCT
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6n36oI
Name of Product /
Har,lrrrenosaHHe n Do-trvKunlr

MOMAT RINO
MOMAT PHHO

Generic name /
Henat.eHt.osaHHoe HaHMeHoBaHtle

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mouerasoua Ovooara MoHorr4rDara cnoefi salaasnufi .uogr4posauuurfi 50 rrarr

Active Ingredients /
.[efi creyroulue BeulecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I 1o:la cnper coaepxnr: .{eficrayrcutee BeulecrBo: MoMerasoHa @ypoara MoHorl4Apar
5 1.72 urr B neDecr{ere Ha MoNlcra3oHa 6vooa'r 50.00 rrarr

Strength /,Iloruposra 50 mcg / 50 uxr Date of Mfg. /,ll,ara npoureoAcrBa 09t2022

Dosage form /
Jlexapcrneuuan Qoprua

Metered-dose nasal spray /
CnpeE ua.:anrurrE
logt,loosaHHHfi

Date of Exp. / Ioaen ao 08/2024

Product code / Koa npoayKra sRU030007E04040 I DK Date ofrelease I lara Bblnycra 30.09.2022

Batch No. / Cepua Ne 12220ss0 Qty. Released / Korrqecreo
BbrnyuleHo

30,720 BOTt
rhlaronos

Batch size / Pasmep cepuu 34,722 BOT/ (uaxouoa Mfg.License No. /
JIuueHsr-rs Ha rrDor{3Borcrso (Horueo) MNB/t0/832

lnspection Lot No. /
PerucrpaquoHHulfi uonaeD aHaJr r{3a

040000413513 Mfg. License Date /
Jlr.ruengug Ha noolr3Boacrao (aara) 30t04t2020

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

Market / Psrsor Russia / Poccur GMP Compliance certificate No. /
GMP ceorudurar (noruen) GMP-01556/20lrN

Reference Specification No. /
Cneur.rQn xaul,ls roroBoro
nDoavrra J\!

sPC-CC-063688 Reference STP No. / CIII4 Jl! sTP-CC-040944

l\t TESTS / TIOKA3ATEJIH LIMITS / TPEEOBAHI,Iq OBSERVATIONS / PE3YJIbTATbI
l4 Uniformity of dosage units
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Not more than I value from l0
measurements can deviate from the average
value more than * 25Yo and none can deviate
by more than+ 35Yo.

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

He 6onee I sHa.{eHux n: l0 onpeaenetrf4
MOXeT OTKJTOH,ITCfl OT CpeAHenO 3HaqeHr4rr

6olee, qeM Ha +25Yo, u Ht4 oAHoro,6olee
qeMHa+35o.
Elu ABa urLt rpl,t 3HaqeHr4, t{MercT
orKJroHeHr,r, 6olee qeu +25 yo, Ho MeHbure,
qeM + 35 oh, 'ro trcrrbrrbrBaror cJreAyrcruue
20 $naxonor.
He 6onee rpex 3Har{eHr4fi v3 30
onpeaeleHnl Moryr orKJroHrrbc, or
cpeAHero 3HaqeHn, 6olee, qeM Ha t25 %o, u
HI,r oAHofo, 6olee qeu sa + 35 %o.

Minimum / MuHuu 97.0%
Maximum / Maxcururyru: 101.5%
Mean / Cpeanee:100.0%

nature / [Ioanucs

t!1t,ltz--
Name / <DI4O Atul Kumar Akshit Bhardwaj
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91- 179 5 249310 email: glsurar 3@b9u2$!rl!9un

CERTIFICATE OF ANALYSIS F'OR FINISHED PRODUCT
cEPTlrorIKAT AHAJII43A TOTOBOIO IIPOAyKTA

7 of 9 I Cro.1 tz
Name of Product /
Halt ue gonaH ue n Do.llyKurrrc

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareuronaHHoe HaHMeHoBaHHe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Morasra3oHa tbypoar:a MoHorr4.rrDara cnoeft sa:alrsrrfi aoguooeaHHuil 50 urr

Active Ingredients /
fleft crnyrcutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I 1o:a cnper coi[epxr4r: aeftcrnyrouee BeuecrBo: MoMera3oHa <Dypoara MoHorrulpar
51,72 uxr B nepecqere Ha Molrsra3oHa dypoar 50,00 nrn

Strensth /,llotnoosrca 50 mcs / 50 vxr Date of Mfe. /.llara npoursorcrBa 09/2022

Dosage form /
Jlerapcrreunan Qopnra

Metered-dose nasal spray /
Cnpefi ua:aasHrrI
aoguposaHHrrfi

Date of Exp. / I-oaex ao 0812024

Product code / Koa rporyKra sRU030007E040401DK Date of release /,[ara eunycra 30.09.2022

Batch No. / Cepnn Jl! 12220550 Qty. Released / I(orrqecrro
Bbl]IyrueHo

30,7208OTt
6aaroHog

Batch size / Parmep cepur.r 34,722 BOT/ {rnaronon
Mfg.License No. /
Jluuex3ug Ha nDorr3Boncreo (xorueo) MNB/10/832

lnspection Lot No. /
Peruc'rpaunoHuufi xorueo aHaJI u3a

040000413513 Mfg. License Date /
Jllruexrun Ha rDou3Boacrno (aara) 30/04/2020

Package size / Vnarosxa 120 Doses I 120 l.os
GMP Compliance certificate Date /
GMP ceorudurcar (aara) l8/06/2020

Market / Pusox Russia / Poccur GMP Compliance certificate No. /
GMP cenrudurar (noruen) GMP-o1556/20lrN

Reference Specification No. /
CneuuQnxauHq roroBoro
npoavrra .l\!

sPC-CC-063688 Reference STP No. / CnU I& sTP-CC-040944

TESTS / TIOKA3ATEJIPI LIMITS / TPEBOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
M icrobio logica I Pu rity / M unpo6uor'ro rrqecKas q r{crora
Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6uee qr.rcro

aepo6Hrx 6arrepufi r.t

ApoxxeBbrx r4 rrJrecHeBbrx
rp u6o e (cyrr,t rr,rapuo)

Test for Absence of
Specified Microorganism /
Tecr sa cneqHQuvecrcue
MllnpoopraHr.t3Mbt:
P s eudomonas aeruginos a

Staphylococcus quret$

Bile-Tolerant
Enterobacteria /
Xerveycrofiqr.rBble
3HrepooaKTepu[{

,t "- .\', 't,t, _..'\t-'.-i:,'"' 'A
Cl . r.'r\

iffi-s

Not more than 102 cfu per lg (ml) of the
product / He 6olee 102 KOE a I r (ul)
npenapara

Absence per
Orcyrcrnne

Absence per
Orcyrcrene

Absence per
Orcyrcrane

lg (ml) of the product /
a I r(rua)rpenapara

lg (ml) of the product /
e I r(un)nperapara
lg (ml) of the product /
a I r(un)nperapara

Less than l0 cfu/ml /
MeHee l0 KOE/ur

Absent / Orcyrcrnyer

Absent / Orcyrcreyer

Absent / Orcyrcrnyer

ture / [IoanucE

'191t'11-t--
Name / <DI4O Atul Kumar Akshit Bhardwaj

Sr. Manager - QA

FCN4/QA054/08.00



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

qlenmank Distt. Solan Himachal Pradesh t73205,India
Ancrvrra'riranervrv.rrd Phone: +91-1795249300 Fax: +91-1795249310 email: Slgg11flt@bgn32JiUl.rrgtlq

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI,I@UKAT AHAJIII3A f OTOBOI O TIPOAYKTA

ll3ol
Name of Product /
Hat,tMeHoeaHr.re nDoryKuuu

MOMAT RINO
MOMAT PI4HO

Generic name /
HenareHroeaHHoe HanMeHoBaHlre

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Monerasosa rbypoara MoHorr4rpara cnpefi Ha3arsHurfi aogrrposaHnrrfi 50 rvrrr

Active Ingredients /
[efi croyroutue BeulecrBa

I dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72mcgas
calculated for Mometasone Furoate 50.00 mcg
I lora cnper co,qepxur: aeftcreyrouee BeruecrBo: MoNaqrasoua @ypoa'ra MoHonurpar
5 1,72 rrlrr B flepecqere ua Mousragosa dyDoar 50,00 urr

Strensth /.llo:uooexa 50 mcs / 50 rraxr Date of Mfe. /.llara nponreoacrBa 09t2022

Dosage form /
JlexapcrneuHaa Qoprua

Metered-dose nasal spray /
Cnpefi uaraaruufi
-uo3r,roosaHHstfi

Date of Exp. / I-oaen ao 08t2024

Product code / Koa npoayKTa sRU030007E04040 r DK Date ofrelease I ilara Bbrnycra 30.09.2022

Batch No. / Cepun J\! 12220550 Qty. Released / Koruqecrso
B6tnv[IeHo

30,7208OTt
rb,raroHon

Batch size / Pasruep cepnn 34,722 BOT/ {uarouon
Mfg.License No. /
Jluueurun Ha npor.r3Boacrso (HoMep) MNB/10/832

Inspection Lot No. /
PerncrpauuosH srfi noruep aHar ll3a

040000413513 Mfg. License Date /
JIuuenguq Ha nDolr3Boacrso (aara) 30t04t2020

Package size / Vnarosra 120 Doses / 120 tos
GMP Compliance certilicate Date /
GMP ceprudurar (aara) 18t06/2020

Market / Psrnor Russia / Poccur GMP Compliance certificate No. /
GMP ceorxdurar (nonreo) GMP-01556/20lIN

Reference Specification No. /
Cneur.rQr.r raultfl roroBoro
nooavxra .l\lb

sPC-CC-063688 Reference STP No. / C[I{ J\t srP-cc-040944

J\b TESTS / TIOKA3ATEJII4 LIMITS / TPEEOBAHI4fl OBSERVATIONS / PE3YJIbTATbI
16. Assay / KonllqecrseHHoe onpeAeJreHue

a) Mometasone Furoate /
Mouera:osa Qypoara

From 85 o/o to 115 oh of the labeled content /
Ot 85 Yo Ao I I 5 7o ot :assrenHoro
co.[eDxaHI,L

t04.6% I 104,60h

b) Benzalkonium chloride /
BensanxoHur xnopr,rAa

From 80 oh to 120 %o of the labeled content /
Or 80 % Ao 120 o/o or gasereHHoro

coaepxaHr,r{

84.8% l84,8yo

17. Package Size / YnaKoara
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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. / flo 60 LrItLt 120 l,oz
cyc[eH314H Bo snaKOHe r,r3 noJrr,I3Tr4JreHa

BbrcoKofi nJrorHocrlr c .qo3r.rpyroqr,rM
yCTpOftcTBOM n Kpbrrxer{Kofi r,r3

IIOJII,I3TI,IJIEHA BbICOKOft TIJIOTHOCTI{. fIO I

Snaxony BMecre c uHcrpyxuuefi no
MeAUUI,IHCKOMy Ilpr,rMeHeHHlo B [ariKe
KAPTOHHOfi.

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 720 loz cycreH3urr Bo $raxoHe r.r3

loJlLtgrl,rJreHa BbrcoKofi [JlorHocrt4 c

Ao3rrpyroulrrM ycrpoftcrnorrl vt

KpbIUIeqKOfi r,r3 [OJrI,r3Tr,rJreHa BbrcoKofi

nJrorHocrr,r. IIo I SaaroHy BMecre c
uucrpyruuefi ro Mear,rur.rHcKoMy

rrDrlMeHeHr,rro B naqKe xaoroHnoil.
r8. Labelins / Manxroosrca According to ND / B coorsercresu c Hil
19. Storage conditions /

XpaHeHue
Protected fiom light, at temperature from I 5 "C to 25 'C. Do not freeze. I
B gauluuleHsoM or cBera Mecre [Dr4 TeMneparype or 15 ao 25 "C. He 3aMopaxr,rBarb.

20 Shelf-life / Cporc rorHocrr{ 2vearsl2rona

Prepared By / lloaroronu.n Che([bd Bv / llooeeour \Aoproved Bv / Oao6nul
Signature / [Ioanlrcs ( tl/- )
Date I [ara -) (? t, ILL rs\row- a."U,lf
Name / IDI{O Atul Kumar Akshit Bhardwaj 'Sandeep Semwal
Designation /
flo.nrrsocrr Officer-QA Sr. Oflicer-QA Sr. Manager - QA

FCM/QAo54/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, BaddiNalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205,lndia
Phone: +91-1795 249300 Fax: +91-1795 249310 email: gle!ruIk@bq!2.y:ul.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTI{O}IKAT AHAJII43A f OTOBOTO IPOIYKTA

H3of
Name of Product /
Harlrr,reH osaH ue rt poayKur.t[l

MOMAT RTNO
MOMAT PI,IHO

Generic name /
HenareHroeaHHoe HauMeHoBaHue

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Moute, a-:ona tlypoa'ra MoHorr.rApara cnpeil Hagalssrrfi aoguposaHHrrfi 50 rurr

Active Ingredients /
.(efi crnyroutue BeurecrBa

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

calculated for Mometasone Furoate 50.00 mcg
I aora cnper coaepxur: refcrByrouee BeulecrBo: Mor'rsrasona Oypoara MoHorr4.[par
51,72 uxr B flepecqere ua Molrera:oua dypoar 50,00 urn

Strength /.llorupoera 50 mcs / 50 urr Date of Mfe. /,ll,ara npouraoacrBa 09/2022

Dosage form /
Jlerapcrneuuar Qoprua

Metered-dose nasal spray /
Cnpefi Hasaasuurfi

.{ogl.rpogaHHrrfi
Date of Exp. / I-oaeH Ao 08/2024

Product code / Koa [DonvKra sRUo30007E04040 I DK Date of releas e / Iara BbrnycKa 30.09.2022

Batch No. / Cepun J\! 12220550 Qty. Released / Ko.nuqecrso
BbtnvuleHo

30,720BOT|
6raronos

Batch size / Parmep cepnlr 34,722 BOT/ (r,raroHon Mfg.License No. /
Jlnueslus Ha nDorr3Boncrso (Horuep) MNB/r0/832

Inspection Lot No. /
PerucrpauuoHHulfi someo aHa;l.ura 040000413sr3 Mfg. License Date /

JlnueHlrs Ha nDoH3Boacrao (aara) 30t0412020

Package size / Vnarosra 120 Doses I 120 zrog
GMP Compliance certificateDate /
GMP ceprr6urar (aara) 18t0612020

Market / Psrsor Russia / Poccns GMP Compliance certificate No. /
GMP ceprudrrar (xomeo) GMP-01556/20ltN

Reference Specification No. /
CneulrQrrauua roroBoro
npoayrra .llb

sPC-CC-063688 Reference STP No. / CII}I.]t& srP-cc-040944

Any deviation/l ncident/OOS: OOT/I I 0 I 120221 0046
Orr,roseHns/I4nuuaeHrsr/OOC: OOT/I l0 I 120221 0046

Declaration ofcertification: "[ hereby certit/ that the above information is authentic and accurate. This batch ofproduct has
been manufactured, including packaging and quality control at the abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JIII-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP."
3arutoqenue o coorBercrBlrE: Hacrof,rur,rM rroATBepxAaro, qro [peAcraBJreHHar BbrII]e l,tHQopMauuf flBrsercfl
aocroeepuoft Lt roqHoft. ,{auuar cepur 6srla npor,r3BeAeHa (amrctaa ynaxoery/rraapKxpoBKy r.r KoHrponb Kar{ecrBa) Ha

YKA3AHHOfi BbIIIIE IIPOI,I3BOICTBCHHOft NJIOIUAAKE B flOJIHOM COOTBETCTB}II4 C TPE6OBAHI'MU HAAICXAUICfi
llpournoacreenuofi llpaxrnxu (GMP) JroxirJrbHbrx peryJrrropHbrx opraHoB r.r rpe6oBaHr.rrMx HopMarr.rBHofi aoryMeHTarru14
JI[-003870-221221 lltr. pbtHKa Poccl.ttr. flporoxonu npor,r3Bo.rlcrBa, yrraroBxtl u loxa3areJrr.r Kar{ecrBa .rlaHHofi cep}rx 6brnH
rlpoaHanl'I3HpoBaHbt tt cneJlaHo 3axJrroqeHr4e, qro oHr,r coorBercrByrcr rpe6onaHuflM HaArexauefi llpor.r3Bo,[crBeHHofi
flpaxruxu (GMP).
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Atul Kumar Akshit Bhardwaj


