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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOHUKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 1 of 9/ Crp. 1139

Name of Product /
HaumeHoBaHue npoayKuum

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAMMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmeraszona (pypoara MOHOIrHIparTa Cripei Ha3ajlbHbIN J103MpOBaHHBIH 5O MKr

Active Ingredients /
JleiicTBylouMe BewecTBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 103a cnpest conepkuT: AeiicTByoIIee BelecTBO: Momerazona @ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr

Strength / lo3uposka 50 meg / 50 mkr Date of Mfg. / lata npousBoacTBa 10/2022

Dosage form / Metered-dose nasal spray /

Texupetsernsopha Crnipeit HasQ/IbHbIi Date of Exp. / 'ozen 10 09/2024

JI03MPOBAHHbIH

Product code / Koa npoayxra SRU030007E040401EJ Date of release / /lata Bbinycka 29.10.2022

Batch No. / Cepus Ne 12220653 Qty. Released / KotnuectBo 64,320 BOT/
BbIINYLIEHO (aakoHoB

Batch size / Pasmep cepun 69,444 BOT / nakonos Mip.License No; | MNB/10/832
JIMueH3usa Ha NpoM3BOACTBO (HOmep)

Inspection Lot No. / Mfg. License Date /

PerucrpaunonHblii HOMep aHaausa (40000420765 JIMueH3Hsi Ha NPOM3BOACTBO (aaTa) ALY

Package size / YnakoBka 60 Doses / 60 103 GMP Complignos certiticate:Date 18/06/2020
GMP ceprudukar (1ata)

Market / Pbinok Russia / Poccust GMP Compliance certificate No./ GMP-01556/20/IN
GMP ceprudukar (Homep)

Reference Specification No. /

Cneundukauusi roroporo SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947

npoaykra Ne

Ne | TESTS /INOKA3ATEJIU LIMITS / TPEBOBAHU 1 OBSERVATIONS / PE3YJIbTATDI
I. | Description / Onucaune White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. / | mouTun 6eJIoro LBeTa OT HENpO3payvHoil
Or Oemoro 10 mnoutu 6esOro wUBETa OT | KOHCUCTEHLMH I'yCTasi CyCeH3H s,
NOJIY PO3payvHO i 10 HEMnpo3payHoii

KOHCUCTEHUMH IyCcTasi CyCIieH3usl.

2. Identification / [ToaniuHHOCTB

a) Mometasone Fuorate /
MomeTtasona ¢pypoar

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

The retention time of the main peak in
the chromatogram  of  sample
preparation  corresponds  to  the
retention time of the main peak in the

preparation. /  Bpemsi  ynepkuBanus | chromatogram of standard preparation.
OCHOBHOrO  nMkKa Ha XpomaTtorpamme |/ Bpemsa ynepkKuBaHMs OCHOBHOTIO
P UCIBITYEMOTO pacTBopa JIOJDKHO | MUKa Ha XpoMaTorpaMMe UCIbITYeMOro
3 ’51//;;,/\ COOTBETCTBOBATbL BPEMEHM YAEpPKUBAHUs | pacTBOpa  COOTBETCTBYET  BPEMEHHU
> 2N\ OCHOBHOrO  NHMKa Ha  XpoMmMaTorpamMme | yIep)KMBaHUs OCHOBHOIO MMKa Ha
[ \ | CTAHIApTHOrO pacTBoOpa XpomarorpaMmme CTaHAApPTHOTO
K A / o pacTBopa
1}
80 \«w/ ‘
‘\\ ® ‘\\\ : ,I‘
\ N
\,\/D/'A'» " \\“‘\\‘}L/
St & a‘r‘m- g,r"?;/‘/
Prepared By / Ilparorosua Checked By / I1posepua Approyed By / Ono6pua
Signature / Ioanucek i.’ln };‘\(} - A
"
. I Z4
Date / lata V2 1 ‘,,] LotV /6’”“”1‘ \Q\\\\A'ﬂ'
Name / ®HO )

Yogesh Kumar Mehta

Atul Kumar

Ajay Kumar Garg

Designation /
JloKHOCTD

Officer-QA

Officer-QA

Asst. Manager - QA

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUD®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 2 of 9/ Crp.21u39

Name of Product /
HaumeHoBaHne npoayKumm

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHTOBaHHOE HAMMEHOBAHH e

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTtazona (hypoara MOHOTHIpaTa Cripeil HazalbHbIH 103MpOBaHHbIH SO MKr

Active Ingredients /
JleiicTByloLme BeiecTBa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
| 1103a cnipest coaepkuT: AeHcTBYyONIEE BelecTBO: Momerasona @ypoara MOHOrHapar
51,72 mkr B nepecuere Ha Momerasona dypoar 50,00 mkr

Strength / Jo3upoBka 50 meg / 50 mkr Date of Mfg. / Jlata npousBoacTea 10/2022
" Metered-dose nasal spray /
g Cripeit Ha3abHbI Date of Exp. / I'oaen 1o 09/2024
JlekapcTBeHHasi popma ,
J103MPOBAHHbIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / /lata Boinycka 29.10.2022
Batch No. / Cepus Ne 12220653 Qty. Released / Koauuectso 64,320 BOT/
BbINYLLEHO (h1akoHOB
Batch size / Pazmep cepun 69,444 BOT / (akonos Mfg.License No. / MNB/10/832
JlnueH3usi Ha NMPOU3BOACTBO (HOMep)
e 00 08 Bt 040000420765 Mfg. License Date / 30/04/2020
erucTPALIMOHHBII HOMep aHAIu3a JIMueH3ust HA MPOU3BOACTBO (aaTA)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxaT (aaTa)
Market / Peinok Russia / Poccust G Compligncy tEvuigne Ne. v GMP-01556/20/IN
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauusi roroBoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /TTOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATDI

b) Benzalkonium chloride
/ BeH3aKOHUS XJ10pH

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Cj> and Cis4 in the

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

e NSS! Y chromatogram of the standard solution. / Ha | and Cy4 in the chromatogram of the

e HN\ Xpomarorpamme ucmblTyemoro pacrtBopa | standard solution. / Ha xpomartorpamme

- JOJKHBI  OOHApyKMBAaTbCA — MMUKH, 10 | UCMBITYEMOrO pacTtBopa

~ * BpeMEHaM YAEpIKMBAHHs COOTBETCTBYIOLINE | OOHAPYKUBAIOTCS MMUKH, M0 BpeMEHaM

(" MUKaM TOMOJIOrOB OEH3aJIKOHMS XJIOpHUAA | YAEpP/KHUBAHHMS COOTBETCTBYIOLLHE
‘- \ - —/ | Ci2 u Ciy Ha XpoMATOrpaMMe CTAHAAPTHOrO | MUKam rOMOJIOTOB  OEH3aJIKOHHUS
' \\\\"’ T, pacTBopa. xnopuna Ci2 u Ci4 Ha Xpomarorpamme

‘ 4 CTaHIapTHOTO PacTBOpA.
3. | pH " Phgrmats” From4.3t04.9/0714,3 104,9 4.64 / 4,64

4. | Density / I110THOCTD

From 0.950 to 1.050 g/cm® /
Ot 0,950 no 1,050 r/cm?

1.030 g/cm® / 1,030 r/cm?

5. | Viscosity / Bsi3zkocTb

From 30 to 130 ¢Ps /Ot 30 no 130 cI13

57.3 ¢cPs/ 57,3 cll3

6. | Osmolality /
OcMOISATBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 10 350 MOcm/kr

292 mOsm/Kg
292 mMOcm/Kkr

7. | Leakage check /
ITpoBepka ¢iakona Ha
repMeTHYHOCTh

Absence of any traces of leaks / OTcyTcTBHE
CJIeJIOB MPOTEUKH

No traces of leaks / Cnenbl mpoTeuku
OTCYTCTBYIOT

8. | Net content / Macca
COAEPKUMOro piakoHa

Not less than 9.0 g / He menee 9,0 r

92g/92r

Prepared By / [Joarorosua

Checked By / I1posepua

Approved By / Ono6puan

Signature / IMoanuce b\h Hrb /9,_.,
Date / /laTa o Vol U — ; N
VLAY eut 1 Julre 16|nhe
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
pERatoN Officer-QA Officer-QA Asst. Manager - QA

JloasHocTb

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIU3A I'OTOBOI'O ITIPOAYKTA

Page 3 of 9/ Crp.3u39

Name of Product /
HaumMeHoBaHUMe NPOAYKUHH

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaAHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerazona (ypoara MOHOrHApaTa cripei HazalbHbli 103MpOBaHHbIH 50 MKP

Active Ingredients /
JleficTBylouue BelecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipes conepkut: AeiicTByloee BeecTo: Momeraszona @ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona (ypoar 50,00 mxr

Strength / lo3upoBka 50 meg / 50 mkr Date of Mfg. / lata npou3BoacTsa 10/2022
Dosase fovi 7 Metered-dose nasal spray /
I g Cnipeii HasabHbBIH Date of Exp. / T'oaen 10 09/2024
ekapcTBeHHast popma .
JI03UPOBAHHbIN
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Bbinycka 29.10.2022
Batch No. / Cepust Ne 12220653 Qty. Released / Koauuectso 64,320 BOT/
BbIMNYIEHO (1akoHOB
Batch size / Pasmep cepun 69,444 BOT / pnakonos Sl Licerxe . I MNB/10/832
JIMLeH3usa Ha MPOM3BOACTBO (HOMeEp)
:)nspectmn Lot No.“/ 040000420765 Mfg. License Date / 30/04/2020
erucTpAaLHOHHBIN HOMep aHaIu3a JIMueH3ust Ha MPOM3BOACTBO (aaTa)
Package size / ¥ nakoBka 60 Doses / 60 103 O gupliaiicssRItificats Hivs: 18/06/2020
GMP cepruduxaT (1aTa)
Market / Prinok Russia / Pocens GMEComplanseccrtiteate NO. L | rypyp mpssigmmimg
GMP cepruduxaTt (Homep)
Reference Specification No. /
Cneundukauusi roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /ITOKA3ATEJIU

LIMITS / TPEBOBAHUSI

OBSERVATIONS / PE3YJIBTATDI

9. | Number of deliveries per
container / Kosinuecrso

Not less than 60 doses / He menee 60 103

90 doses /90 103

03
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Muuumym: 96.4%
Macca 103b1 of the theoretical dose mass / Maximum / Makcumym: 109.3%

UnanBuayansHasi macea 103bl: oT 85 %
10 115 % ot TeopeTnyeckoii Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansisi macca 103bi: 0T 90 % 10 110 %
OT TEOPETUUECKON MACChl [103bl

Average / Cpennee: 106.6%

11. | Particle size /
Pa3mep yacTuu

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 Mkm - He MeHee
90 %;

Particles < 30pm'in size: 100%

YacTuu pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

YacTuu pasmepom > 30 MKM - J10JKHBI
OTCYTCTBOBATH

100.0%/100,0% | r g !
\ “',[' L A
% TR I

o

100.0%/100,0% % . Y

Absent / OTcyTCcTBYIOT

Prepared By / [loarotosua

Approved By / Ono6pua

Signature / [loanuce

Checked By / Ilposepua

\z?o }}ﬂ/’]

s
Date / laTa aral 1 2,1L 7{)[7}’1/k \éln\'vf"'
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
esignation Officer-QA Officer-QA Asst. Manager - QA

Jlo1KHOCTD

FCM/QA054/08.00
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOI'O INIPOAYKTA

Page 4 0of 9/ Crp. 4139

Name of Product /
HaumeHoBaHue npoayKuuu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenareHToBaHHOe HAMMEHOBAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona (ypoara MOHOIM/pATa Cped HasalbHblii 103MpoBaHHbIH S0 MKT

Active Ingredients /
JleiicTBylolIMe BeLLeCcTBA

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

calculated for Mometasone Furoate 50.00 meg

1 J103a cripest COAEPHKUT: AEHCTBYIOLIEE BELIECTBO:
51,72 mkr B nepecuere Ha Momerasona ¢ypoar 50.00 mkr

Mowmerazona @ypoara MOHOrUapaT

Strength / lo3upoBka 50 meg / 50 mxr Date of Mfg. / lata npon3soacTsa 10/2022
Dosage form / Metered-dose nasal spray /
g Cripeii Ha3albHbI Date of Exp. / I'oaen a0 09/2024
JlekapcTBenHas popma ) .
JI03MPOBAHHbIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / /lata Bbinycka 29.10.2022
Batch No. / Cepusi Ne 12220653 Qty. Released / KoanuecTso 64,320 BOT/
BbIMYLIEHO (J1akoHOB
Batch size / Pa3mep cepun 69,444 BOT / ¢nakonos ey LiconaeNo../ MNB/10/832
JluueH3usi HA MPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000420765 Mfg. License Date / 30/04/2020
PerucrpaumoHHblii HOMep aHaaU3a JlMieH3us Ha MPOM3BOACTBO (1aTa)
: GMP Compliance certificate Date /
: /2020
Package size / YnakoBka 60 Doses / 60 103 GMP ceprudukat (aaTa) 18/06
Market / Poitok Russia / Poceust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTtudukat (Homep) :
Reference Specification No. /
Cneundukauusi roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS/MOKA3ATEJIM |

LIMITS / TPEBOBAHMUA

| OBSERVATIONS / PE3YJIbTATDI

12.

Related Substances / [TocTopoHHue npumecH

Impurity 8DM /
[Tpumecu 8DM

Impurity DMC /
[Tpumecu DMC

Impurity D/
[Tpumecu D

Any individual unspecified
impurity / EanHnuHoii
HENIeHTU(GULMPOBAHHOM
npuMecH

Total impurity /
Cymma npumeceit

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

Not more than 0.15 % / He 6osiee 0,15 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6oaee 0,20 %

Not more than 0.60 % / He 6osiee 0,60 %

Not detected/ He oOHapy»xkeHO
Not detected/ He oOHapykxeHO

0.07% /0,07% P T

0.02%/0,02%

\

- L
0.12%/0,12% Nork b

13. | Spray content uniformity
(Uniformity of delivery
dose) / OaHopoaHocTh
BbICBOOOKA2eMOii 103bI

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

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

Beg / HauaJio:

Minimum / Munumym: 96.9%
Maximum / Makcumym: 101.5%
Mean / Cpennee: 100.0%

Prepared By /Tloarotosus

Checked By / ITposepu

Approved By / Ono6pua

Signature / [Toanuce

P

)

-

Date / /laTa

\;\“‘7:1 v

e

16{n e

Name / ®HO

Yogesh Kumar Mehta

Atul Kumar

Ajay Kumar Garg

Designation /
J1017KHOCTD

Officer-QA

Officer-QA

Asst. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A T'OTOBOI'O ITPOAYKTA

Page 5of 9/ Crp.5u3 9

Name of Product /
HaumenoBaHnue npoaykumu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HAUMEHOBAHME

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
Mowmerasona dypoara MOHOrHIpaTa Cripei HazalbHbIN 103MPOBaHHbIH 50 MK

Active Ingredients /
JleficTByomme BeiecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 1103a cripest coaepkuT: AeicTByIolee BeecTBo: MomeTasona ®ypoara MOHOTHAPAT
51.72 mkr B nepecuere Ha Momerasona ypoar 50,00 Mkr

Strength / lo3npoBka 50 mcg / 50 mkr Date of Mfg. / lata npon3BoacTea 10/2022
P — Metered-dose nasal spray /
i g Cripeil Ha3abHBbIIA Date of Exp. / I'oaen no 09/2024
ekapcTBeHHast popma ) u
JIO3UPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / /laTa Bbinycka 29.10.2022
Batch No. / Cepus Ne 12220653 Qty. Released / Koanuectso 64,320 BOT/
BbIMNYLEHO (aakonoB
Batch size / Pazmep cepuun 69,444 BOT / ¢pnaxonos Mfg. License No. / MNB/10/832
JluueH3usi HA NPOM3BOACTBO (Homep)
:)nspectlon Lot NO.“/ 040000420765 Mfg‘ License Date / 30/04/2020
erucTPALMOHHBIN HOMep aHaIHu3a JlMueH3usi Ha MPOU3BOACTBO (aaTa)
Package size / Ynaxoska 60 Doses / 60 1103 GMP Compliance certificate Date/ | 14,5005
GMP ceprudukar (aata)
Market / Puiok Russia / Poccits GVE ConplisncecertificteNosl [ el pssemyi
GMP ceprudukar (Homep)
Reference Specification No. /
Cneundukauusi roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

Ne | TESTS /IIOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJIbTATHI

more than £ 25 % from the average value,
and not any dose can deviate more than
+ 35% from the average value.

He Gonee 2-x u3 20 103 (10 HauyaibHbIX 103
1 10 KoHeuHbIX 103 U3 10 pakoHOB) MOryT
MMETb OTKJIOHEHHE OT CpPEeIHEro 3Ha4yeHus
Oosiee ueM = 25%, W HM OjJHA J03a HE
JOJKHA HMMETb OTKJOHEHHE OT CpeIHero
3HaueHus Oosiee yem Ha = 35 %.

Ecan or 3 10 6 103 MMEWT OTKIOHEHHS
Oonee ueM + 25 %, HO meHee yeM £ 35 %, To
MCMBITBIBAIOT crienytoine 20 (paakoHOB.

He OGonee 6 wu3 60 103 Morytr HMeThb
OTKJIOHEHWE OT CpejHero 3HaueHus Oosee
yeM = 25 %, U HU oAHA 103a HE I0JDKHA
HUMETb OTKJIOHEHHE OT CPEAHEro 3HauyeHus
Gonee yem + 35 %.

END / Koneu:

Minimum / Munumym: 97.6%
Maximum / Makcumym: 102.5%
Mean / Cpennee: 100.0%

Prepared By/ Iloarotosua

Checked By / Ilposepua

Approved By / Ono6pua

Signature / loanuce

vyl

Date / /laTa

'}/j(& (\'\ Lol >

JgInlr-

16|

Name / ®DUO

Yogesh Kumar Mehta

Atul Kumar

Ajay Kumar Garg

Designation /
JlonskHOCTH

Officer-QA

Officer-QA

Asst. Manager - QA

FCM/QA054/08.00
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Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A I'OTOBOI'O IPOAYKTA

Page 6 of 9/ Crp. 6 u3 9

Name of Product /
HaunmenoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBaHHoe HauMEeHOBaHHEe

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MowmeTasona (ypoara MOHOTHpaTa Clpel Ha3aIbHbIM 103MpPOBaHHbIH 50 MKP

Active Ingredients /
JeiicTByromue BemecTsa

1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg
1 103a cnpest cojepkuT: AefcTByoLIee BelecTBO: Momerasona ®ypoata MOHOrHApAT
51,72 mkr B nepecyere Ha Momerasona ¢gypoar 50,00 Mkr

Strength / lo3uposka 50 meg / 50 Mkr Date of Mfg. / Jlata npou3BoacTBa 10/2022
Dosage form / Metered-dose nasal spray /
a = Cripeii HazabHbIH Date of Exp. / F'oxen a0 09/2024
eKapcTBeHHas hopma .
JI03UPOBAHHBIH
Product code / Koa npoaykra SRUO030007E040401E)J Date of release / lata Bbinycka 29.10.2022
Batch No. / Cepus Ne 12220653 Qty. Released / KosinuectBo 64,320 BOT/
BbINYIEHO (iakoHOB
Batch size / Pasmep cepun 69,444 BOT / (nakoHoB Mig.License No./ MNB/10/832
JlMueH3us Ha NPOHU3BOACTBO (HOMep)
lnspectlon Lot NO.“/ 040000420765 Mfg' License Date / 30/04/2020
PeructpaunoHHbIii HOMep aHaaU3a JIMueH3Hs1 HA NTPOM3BOACTBO (AaTa)
Package size / Ynakonka 60 Doses / 60 1103 GMF Compliance certificateDate !’ | jgimeman
GMP ceprugukar (aara)
Market / Poinok Russia / Poccus CMP Compliance certiliesteNo.d | g, ssim o
i GMP cepruduxaTr (Homep)
Reference Specification No. /
Creunukauusi roroBoro SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
npoaykra Ne

Ne

TESTS / TIOKA3ATEJIU

LIMITS / TPEBOBAHMUS

OBSERVATIONS / PE3YJIBTATDI

14

Uniformity of dosage units
/ OAHOPOAHOCTH
JA03HPOBAHMSE

Not more than 1 value from 10
measurements can deviate from the average
value more than + 25% and none can deviate
by more than + 35%.

If 2 to 3 values deviate more than + 25% but
not more than + 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.

He Gonee 1 3uauenus u3 10 onpeneneHui
MOXKET OTKJIOHATCS OT CPEeAHEero 3HauyeHus
Oosiee, ueM Ha £ 25 %, U HU OaHOrO, Gosee
yeM Ha £ 35 %.

Enu  1Ba wim  Tpu  3HAYeHUS  HUMEIOT
OTKJIOHEHHS Oosiee yem =+ 25 %, HO MeHbILE,
yeM = 35 %, TO HCMBITHIBAIOT ClEAyHOLINe
20 ¢aakoHoB.

He OGonee tpex 3Hauenuit w3 30
OonpeieeHnit  MOTyT  OTKJOHSATBCS  OT
cpenHero 3HaueHus Oosee, uem Ha + 25 %, u
HHM 0HOrO, Oosiee yem Ha + 35 %.

Minimum / Munumym 96.9%
Maximum / Makcumym: 101.5%
Mean / Cpennee: 100.0%

Prepared By //lloarotosu

Checked By / Ilposepua

Approved By / Ono6pua

Signature / Ioanuce

Yoy

B

Date / /laTa

AT

/”n}‘t

Name/ ®UO

Yogesh Kumar Mehta

Atul Kumar

Ajay Kumar Garg

Designation /
JLOJIKHOC T

Officer-QA

Officer-QA

Asst. Manager - QA
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A new way for a new world

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHU®UKAT AHAJIU3A I'OTOBOI'O INTPOAYKTA
Page 7 of 9/ Ctp. 7n3 9

Name of Product / MOMAT RINO
HaumeHoBaHue npoaykuuu MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 meg
HenarenToBaHHOE HAMMEHOBAHHE MowmeTaszona Qypoara MoHOrHApaTa Cripeil Ha3aibHbIH 103MpoBaHHbIi 50 Mkr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTBylo1He BelecTBa 1 103a cripest coztepikuT: AeHCTBYOLIEE BeliecTBO: MomeraszoHa @ypoara MOHOIHAPAT
51.72 mkr B nepecuere Ha Momerasona pypoar 50,00 Mxr
Strength / lo3uposka 50 meg / 50 mxr Date of Mfg. / lata npou3BoacTsa 10/2022
Dosage form / I\fletcrcd-dose nasal spray /
e pspomennaabupms Cnipeit Ha3asIbHbIH Date of Exp. / 'onen a0 09/2024
p p o
JIO3UPOBAHHbII
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / /laTa Bbinycka 29.10.2022
Batch No. / Cepusi Ne 12220653 Qty. Released / KoanuectBo 64,320 BOT/
BbIIYLIEHO (p1akOHOB
Batch size / Pasmep cepuu 69,444 BOT / prakonos NIfg:License No | MNB/10/832
JInueH3ust Ha NPOU3BOACTBO (HOMep)
:)nspectlon Lot No.“/ 040000420765 Mfg. License Date / 30/04/2020
erMcTPALMOHHBIN HOMEp aHAJHu3a JlMueH3Hsi Ha MPOM3BOACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 103 GHMF Compligueeceruricate Dnte ¢ 18/06/2020

GMP ceprudukaTt (1ata)
GMP Compliance certificate No. /
GMP ceprudukaTt (Homep)

Market / Poivok Russia / Poccus GMP-01556/20/IN

Reference Specification No. /
Cneundukauusi roroBoro SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
npoaykra Ne

N | TESTS /TMOKA3ATEJIM | LIMITS / TPEBOBAHU S | OBSERVATIONS / PE3YJIbTATDI
15 | Microbiological Purity / MukpoGuosioruueckast 4ucrora
Total aerobic microbial Not more than 10% cfu per 1g (ml) of the Less than 10 cfu/ml/
count and total combined product / He Gosiee 10> KOE B 1 1 (M) Menee 10 KOE/mn
yeast and moulds count npenapara A oSN
(combined) / Obwiee uncno AN *""1’::‘\
a’po0HbIX OaKTepuii 1 W)
JPOOKEBBIX W MIECHEBBIX S
rpuboB (cyMMapHo) | A/
Test for Absence of 1= 0 2]
Specified Microorganism / \4 Sl )
Tecr Ha cneunguyeckne Ny
MHKPOOPraHH3MblI: Pharmac®
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcTBYeT T
Staphylococcus aureus Orcyrersue B 1 1 (Ma1) npenapara
Bile-Tolerant Absence per Ig (ml) of the product / Absent / OTcyTCTBYET
Enterobacteria / Orcyrtctue B 1 1 (M) npenapara
Kenueycroituubie Absence per 1g (ml) of the product /
3HTEepodaKTepun Orcyrtctsue B | 1 (M) npenapata Absant/ DircyTemsyer
Prepared By / ﬂferTOBun Checked By / I1posepua Approved By / OnoGpua
Signature / IMoanuck %Jq/ B /q/-» Cﬁ/
f—
Date / lata vl(:}]/é'l"z/oll/ l“m”lﬂ__ [é le\'
Name/ ®10O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
- Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark{@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIU3A I'OTOBOI'O ITPOAYKTA

Page 8 of 9/ Crp.8u3 9

Name of Product /
HaumenoBanue npoaykumuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenatentoBaHHOE HAUMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona (ypoara MOHOrH/paTa cripeil HazajibHbli JI03MpOBaHHbINH 50 MKT

Active Ingredients /
JlelicTByromme BeuecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 n03a cnipes comepxuT: JeiicTByiolee BelecTso: Momerazona ®@ypoara MOHOTHpaT

51.72 mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mkr

Strength / lo3upoBka 50 mcg / 50 mkr Date of Mfg. / /lata npousBoacrsa 10/2022

Dosage form Metered-dose nasal spray /

e — Cripeit HA3QIBHbIA Date of Exp. / 'oaen a0 09/2024

J103UPOBAHHbIH

Product code / Koa npoaykra SRUO030007E040401E) Date of release / /laTa Bbinycka 29.10.2022

Batch No. / Cepusn Ne 12220653 Qty. Released / Koainuectso 64,320 BOT/
BbIITyLLIEHO (hrakonoB

Batch size / Pasmep cepun 69,444 BOT / ¢nakonos g, Dicense No.{ MNB/10/832
JIMueH3us Ha NpoOM3BOACTBO (HOMep)

:)nspectlon Lot NOL/ 040000420765 Mfg. License Date / 30/04/2020

erucTPAUMOHHBIN HOMEp aHa M3a JIvueH3usi HA MPOU3BOACTBO (aaTa)

Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxaT (aaTa)

Market / Prinox Russia / Poccits GMP Compliance certificate No. /| Gy ip 1556/20/N
GMP cepruduxar (Homep)

Reference Specification No. /

Creundukaums rorosoro SPC-CC-063691 Reference STP No. / CITHU Ne STP-CC-040947

npoaykra Ne

Ne | TESTS/TIOKA3ATEJIM |

LIMITS / TPEBOBAHUSI

J OBSERVATIONS / PE3YJIbTATbI

16. | Assay / KosnuecTBeHHOe onpenesienne

a) Mometasone Furoate /
MowmetasoHna ¢pypoata

From 85 % to 115 % of the labeled content /
Ot 85 % 10 115 % oT 3asBJIeHHOTO
coleprKaHus

104.3%/104,3%

b) Benzalkonium chloride /
benszankonus xnopuna

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % OT 3aBJAEHHOTO
COJEpIKaAHMS

93.3% /93,3%

17. | Package Size / Ynakoska

i ——_
-

. A ¢ s N\
./\:\\‘“:'g '-\‘;S»//’, N

’ ' AN\
. wl/:)\

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. / Tlo 60 wmu 120 no3

60 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.

* 1| cycnensuu BO (akoHe u3 noaudtHiena | / 60 103 cycneHsuum Bo (iakoHe wu3

2/ © 1| BBICOKOM  MIOTHOCTH ¢ JIO3UPYIOLLMM | MOJIMITHUIIEHA BbICOKOH TMJIOTHOCTH C

“\\’\Yw/ ~' /| yctpoiictBOoM U KPbILLIEYKOH 13 | JO3UPYIOLIUM YCTPOHCTBOM 17

©7,/ | MOJIMDTUICHA BBICOKOM rUIOTHOCTH. [lo | | Kpbllie4yKkoi W3 MONUITUIEHA BbICOKOM

y R\ (nakony Bmecte ¢ wuHcTpykuweidl no | mnotHoctu. Ilo 1 duakoHy BmecTe ¢

armacy ./ MEIMLMHCKOMY  MPUMEHCHHWIO B  Mayke | MHCTPYKUMEH N0  MEAMLIMHCKOMY
KapTOHHOIA. MPUMEHEHHIO B MayKe KapTOHHOM.

18. | Labeling / MapkupoBka

According to ND / B cootserctBuu ¢ HJJ

19. | Storage conditions /
XpaHeHnue

Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /
B 3awmuienHom ot cBeta Mecte nipu temreparype ot 15 10 25 °C. He 3aMopaxuBars.

Prepared By / Moarotosui

Approved By / Ono6pua

Checked By / Iposepua

Signature / Ioanuce Yoy
Date / JlaTa v {, 6] Loll- i) - = léll\lw
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /

esignation Officer-QA Officer-QA Asst. Manager - QA

JloskHocTs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIU3A I'OTOBOI'O ITIPOAYKTA

Page 9 of 9/ Crp.9u3 9

Name of Product /
HaumeHoBaHnue npoayKkumnu

MOMAT RINO
MOMAT PUHO

Generic name /
HenateHToBaHHOE HAMMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

Mowmerasona (ypoara MOHOrHIpaTa cripeii Ha3albHbIH 103MpOBaHHbIH 50 MKr

Active Ingredients /
JleiicTByIo1He BeliecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 103a cripest coepakUT: JAeHcTBYolIee BelecTBO: Momerasona Pypoara MOHOrHapar

51,72 mxr B nepecuere Ha Momerasona (ypoar 50,00 mkr

Strength / Jo3upoBka 50 meg / 50 mkr Date of Mfg. / laTta npou3BoacTsa 10/2022

Dosage form / Metered-dose nasal spray /

Jexaprracming Gopma Cripei Ha3AbHbIlA Date of Exp. / I'oxen a0 09/2024

JIO3UPOBAHHbIH

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / /laTa Bbinycka 29.10.2022

Batch No. / Cepus Ne 12220653 Qty. Released / Koanuectso 64,320 BOT/
BbINYIIEHO (1akoHOB

Batch size / Pazmep cepun 69,444 BOT / Qpnaxonos Mg Licemse Ny, o MNB/10/832
JluueH3Hst HA MPOU3BOACTBO (HOMep)

Inspection Lot No. / 040000420765 Mfg. License Date / 30/04/2020

PerucTpaunonHblii Homep anaausa JIMueH3ust Ha NPOM3BOACTBO (AaTa)

Package size / Ynakoska 60 Doses / 60 no3 GMF Compliance certificate Date./ 18/06/2020

GMP ceprudukaT (aata)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudukaT (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creundukauus roroBoro
npoaykra Ne

SPC-CC-063691

Reference STP No./ CITH Ne

STP-CC-040947

Ne | TESTS /ITIOKA3ZATEJIU

LIMITS / TPEBOBAHU 1

| OBSERVATIONS / PE3YJIbTATbI

20 | Shelf-life / Cpok rognocrn

2 years /2 rona

Any deviation/Incident/OOS: Not applicable
Orkionenust/UuunaeaTel/O0C: He NPUMEHUMO

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 abovementioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3ak/oueHe 0 COOTBETCTBHM: HACTOALIMM [OATBEPXKAAI0, YTO MPEACTaBleHHas Bbille WHQOpPMALHMsA SBASETCS
JIOCTOBEPHOM M TOUYHOM. [laHHas cepus Oblna mpousseneHa (BKIIOYAs yNakoBKY/MapKMpOBKY M KOHTPOJIb KauecTBa) Ha
YKa3aHHOH  BbILIE MPOM3BOJACTBEHHON MJOWAAKe B MOJHOM COOTBETCTBMM ¢ TpeGoBaHuamM  Hamunexaiueit
[Mpoussoacreentoi INpaktiku (GMP) n0KaIbHBIX PEryJATOPHBIX OPraHOB M TPeOOBAHMAMU HOPMATHBHOI 10KyMEHTALMH
JII1-003870-221221 nns peinka Poccun. ITpoTokosibl MpOM3BOACTBA, YNIAKOBKU M M0KA3aTENlN KauecTBa AaHHON cepuu Obliin
MPOAHANN3MPOBAHBI W CAENIAHO 3aK/IIOUEHME, UTO OHH COOTBETCTBYIOT TpebGoBaHusiM Hamnexateil [1pon3BoaCTBEHHON

[Tpaktuku (GMP).

QO

Prepared By /AloaroTosun Checked By / I1posepua Approved By / OnoGpua

Signature / Ioanuce

Date / lata 1//4";{ Jitl Lo L v

18Il lé\vu{vﬂ‘

Name / ®DHO

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /

JL0J17KHOCTD Officer-QA

Officer-QA Asst. Manager - QA

FCM/QA054/08.00




