Glenmark phammgeunul\

Village: I\'ishanpum BaddiNalagarh Road:Te

Distt. Solan Himachal Pradesh 173203,

Phone: +91-1795 249300 Fax: +91-1795 249310 email: alenimark@@bom2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIU3A TOTOBOTO ITPOJIVKTA

Page 1 of 8/ Cip. 1 13 8

Name of Product / MOMAT RINO
Haumenosauue npoaykunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
Henarenrosaunoe naumenosauue Moxicrasona cnpeil HasauninIf o3uposanumii 50 MKi7103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
AeficTBytomue semecrsa I o3 cipest cosepirut: deHeTByIonee peiecrso: Moyerasona (])\p(mm MOHOIHpaT
' 51,72 mxr B nepecuetre na Moserasona Qypoar 50.00 i
Strength / o3uposka ’ 50 meg/dose /30 s/ no3a Date of Mfg. / lata upouisoacraa 0572024
Dosage ff)rm / Metered-dose nasal spray / Cnpeit Date of Exp. / F'oaet 10 042026
Jlexapersennast popma HA3ABULIH 103HPOBAHH LI
Product code / Koa npoayrra SRUO30007E040401 DK Date of release / Jlara suinycka 31.05.2024
Batch No. / Cepia Ne 12240546 Qty: Released / 32640 BOT/
. Koanuecrso Buinyuieno (psrakounon
Batch size / Pazmep cepun 34,722 BOT / gpaakonon Mfg.Lmen* No./ Nuuensus na , MNB/10/832
NPOH3BOACTBO (HoMEp)
Inspection Lot NOL/ 040000527243 Mfg. License Date / JInuensus na 30/04/2020
PerncTpaunonbiil HOMep aHAIN3A NPOH3IBOACTBO (1aTa)
Package size / Y nakosxa 120 Doses / 120 103 GMP Compliance certificate Date /| o005
GMP ceprudnkar (nara)
. GMP Compliance certificate No. / GMP-
Market / Prinox ' Russia/ Poceus GMP cepnliq)mca'r (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 640944
npoaykra Ne ) ’
Mometasone Furoate Monohydnhte/ ; MEM.-
API name / Haumenosaune A®C MoMETa301E o g API Batch No / A®C cepus Ne 23423(IM-01)-
OMETa30Ha iypoaTa MOHOTHAPAT 001
Manufactured by / Fipoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ©apmanabe Jlumuren, Unans
Ne | TESTS/NIOKA3ATEJU LIMITS / TPEBOBAHUS1 OBSERVATIONS /
PE3YJIbTATbI
‘1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / non-transparent consistency. /
Ot OGemoro no mourn OGejoro uera ot | [ouru oenoro upera
TOJYTIPO3pAYHOH 10 HENPO3PAYHON KOHCHCTEHUUH - HEMPO3PaYHOH - KOHCHCTEHLIHN
| TYCTas CycrnieHsus, TYCTAsl CYCHEH3UA.

2. | Identification / MaenTuduxanus

a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main

Mowmerazona ¢pypoar chromatogram of sample preparation should peak in the chromatogram of
corresponds to the retention time of the main peak | sample preparation corresponds
in the chromatogram of standard preparation (refer | to the retention time of the main
to Assay). / Bpems yiepikuBanus ocHOBHOrO nuka | peak in the chromatogram of
H@ ~ XpoMarorpamMme  MCMLITYeMOro — pactsopa | standard preparation / Bpewms
AOKHO COOTBETCTBOBATL BPEMEHM YAECPHHBAHUS | YACPKUBAHUA OCHOBHOIO IuKa

OCHOBHOTO THKa Ha XPOMATOrpamMe CTaHAapTHOrO | Ha XpoMmarorpamMme
pactBopa  (cM. - pasnen  «KosiuuecTBeHHOE | MCTIBITYEMOrO pacTBopa
OnpeieeHUEN ). COOTBETCTBYET BpEMEHU
| YHepKUBAHUS OCHOBHOI'O THKA

Ha XpoMarorpamMmme

CTaHIAapTHOI0O pacTBOpa.

/ TloaroToBua Checked By / Ilposepun Appro\(ed By / Ono6pua
Signature / Moanuces’ L % _ -
Date / dara :’)ﬂb)‘ 249 ”ﬁqlb 5’{ Lot T4 \ Gﬂj{‘\ LR
Name / ®HO ' Suresh Kumar Amit Kumar Saini ‘Sandeep Semwal
Designation / . : .
Hommnocts Executive -QA Manager-QA Sr. Manager - QA

FCM/QA054/08.00




Glepmark pharmaceuticals Lid

Village: Kishanpura; Baddi Nalagarh Road. Tehsil:
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIU3A TOTOBOIO MPOJIYKTA

Page2 of8/Crp. 238

MOMAT RINO
MOMAT PUHO

Name of Product/
Haumenosanne npoayxunu

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerasona cupeit nasainunit Ao3uporantbiii 50 Mri/i103a

Generic name /
HenareHrosanHoe HanMeHOBaHHe

I dosc of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 30.00 meg :
[ n03a cipes cozeprncnr: acHersyioniee Beuectso: MoMeTasoa (hypoara Mouoruapar

51,72 mxr B repecuere na Moserazona Qypoar 30,00 skr

Active Ingredients /
Heiicreyiomue pewtecrna

‘Strength / Josuposka 50 meg/dose / 30 i1 ao3a Date of Mfg. / Jlata npouzsoacraa 05/2024
I,)osage form / A,v{?l(?l‘@(i~(1€)i\?0 .nﬂsal spray / Crpeit Date of Exp. / Foen 10 04/2026
Jlekapersenuas gopma HaszabHbIH JL03MpOBaH Lt
Product code / Koa npoaykra SRU030007E040401 DK Date of release / /lara Bbinycka 31.05.2024
2.64 T/
Batch No. / Cepust Ne 12240546 Qty. Released / 32,640 BOT,
Koaundecrso soinyumeno (paaxonon
H 1
Batch size / Pasmep cepun 34,722 BOT / daakonos Mfg.License No. / JInuensns na MNB/10/832
NpoM3BOACTBO (HomMep)
Inspection Lot NOL/ 040000527243 Mfg. License Date / JInuensus na 30/04/2020
Pernctpaunonnsiii Homep anaansa MPOU3BOACTRO (AaTa)
Package size / Ynakoska 120 Doses / 120 q03 GMP Compliance certificate Date / 18/06/2020
GMP ceprudpurat (narta)
. GMP Compliance certificate No. / GMP-
L] 3 RN
Market / Puinox Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne 640944'
npoaykra Ne v
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosauue ADOC - Do yar API Batch No / ADC cepusi Ne 23423(IM-01)-
‘ Momeraszona (ypoara MOHOrMApaT 001
Manufactured by / ponssomurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanade Jiuvaren, Muans
Ne | TESTS/INOKA3ATEJU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATbBI

b) Benzalkonium chloride
/ BeH3aaKoHus Xaopua

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues C,
and Cis in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCHBITYEMOIO PAcTBOPA AOMKHbE OOHAPYKHBATLCS

Te chromatogram of the sample
solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cj» and
Ci4 in the chromatogram of the

fIMKH, no BpeMeHam yoepxusanus | standard  solution.  /  Ha
COOTBETCTBYIOLHME MUKAM IOMOJIOTOB OEH3AIKOHHS | XPOMATOrPaMMe  MCHBITYEMOTO
xaopusma  Cpp w Ciy  Ha  XpomaTorpamme | pacTBopa OOHapYKHBAIOTCS
CTAaHAAPTHOTO pacTBopa (cm. paszaen | MuKu, no BpeMeHam
«KoanyecTseHHOE ONpenenente»). YAECPKHUBAHUS
COOTBETCTBYIOULE nHKam
rOMOJIOTOB OeH3anKoHusl
xpopuaa  Cpp u Cyy  Ha
XpOMaTorpaMme CTaHAapTHOro
pacTBopa.
3. i pH From 4.30 to 4.90/ Or 4,30 no 4,90 4.64 /4,64

4. | Density / Ilnotnocrs

From 0.950 to 1.050 g/cm?/
Ot 0,950 o 1,050 r/em’

1.004 g/cm?® / 1,004 r/em®

S. | Viscosity / BsskoeTs

From 30 to 130 ¢Ps/ O1 30 a0 130 ¢T3

48.3 ¢cPs /48,3 cll3

Prepared By / IloaroToBun

Checked By / [posepua

Appro\'ed By / Oxo6pun

Signature / Mloanucs %M ~~~~~~ et
Date / lara A iloy] e LU es| 2y N0\ e
Name/ OHO

Suresh Kumar

Amit Kumar Saini

Sandeep Semwal

Designation /
Jlo/kHOCTL

Executive -QA Manager-QA

Sr. Manager - QA

FCM/QAD354/08.00




Glenmark pharmaceuticals Lid
Village: Kishanpura, BaddiNalagarh Road; Telisil: Baddi;
Distt. Solan Himachal Pradesh 173205, India
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUPHUKAT AHAJIM3A TOTOBOI'O [TPOJIYKTA

Page 3 of 8/ Crp.3u3 8

Name of Product / MOMAT RINO
Haumenosatne npoayrxumn MOMAT PHHO
Generic name / : Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarentoBannoe vaumenosanie Moserazona cnpeil Hasaibibiil 103upoBanHbIi 30 M1 1034
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
AeiicTByroine Beuecrsa I 103a cripest coaepaut: eficrryioniee semecrso: MoMetasotia gyvpoara MoHornapar
S1.72 mxr B nepecuere ira Moserasona dypoar 50,00 ykr
Strength / Ho3uposka 30 meg/dose / 30 amuavinosa Date of Mfg. / lava npoussoactsa 05/2024
- Metered-dose nasal spray / Crpeii : ,
Dosage form / l ,”“,“d qf)% ,n wsal spray ‘,( ped Date of Exp. / Ionen ao 04/2026
Jexapcersennas gopma HA3AABHBI J03HPOBANH LI
Product code / Koa npoaykra SRUO30007E040401DK Date of release / lara Boinycka 31.05.2024
Batch No. / Cepunt Ne 12240546 Qty. Released / 32,640 BOT /
KoanuecTso Buinyuteno (piaxkonon
Batch size / Pasmep cepuu 34.722 BOT / daakonon Mig.License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOMeEp)
. . 7 : - P y
Inspection Lot 1\0.0/ 040000527243 Mfg. License Date / Jlnuensus na 30/04/2020
Perucrpaunonuniii Homep anaansa NPOH3BOACTBO (AaTa)
Package size / Vnaxosxa 120 Doses / 120 1103 GMP Compliance certificate Date /| o>,
GMP ceprudukar (aara)
. GMP Compliance certificate No. / GMP-
- 3 Do
Market / Prrnox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneunduxamns rorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 64()944
npoaykra Ne )
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanue A®C i ) N API Batch No / A®C cepun Ne 23423(IM-01)-
MowmeTtazona Qypoara MoHOIHApaT 001
Manufactured by / llpoussoaureas | Aarti Pharmalabs Limited, India/ Aapru Qapmasnadce Jlumures, Unaus
Ne 1 TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 293 mOsm/Kg
OcmonansuocTs Ot 250 no 350 mOcm/kr 293 mOcm/xr
7. | Net content / Macea Not less than 18 g/ He menee 18 r 1 185g/18,5r

COACPIKHMOT O (l)ﬂ‘d KOHa

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) 169 doses / 169 no3

container / Koanuecreo / He menee 120 103 (He cuutas nepuuHyo
103 NpOKaUKy)
9. | Pump delivery/ Individual dose mass: from 85% to 115% of the Minimum / Munumym: 100.1%
Macea 10361 theoretical dose mass / Maximum / Makcumym: 107.0%
Wnnusunyansuas macca 103el: oT 85 % 10 115 % Average / Cpennee: 103.1%

OT TEOPETHUECKOM Macchl 03B,

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennss macca 103bl: 0T 90 % 1o 110 % or
TEOPETHUECKOH MAcChl J03bI

Prepared By / Hogrotosus Checked By / [posepua Appro‘\'e‘d By / Ono6puan
Signature / Moanucy ey ' ’ . )
Date / Aara 9 ﬂ&fﬂ Lo "D(I 61{( I , 1-\ \ . X"\ Ul\
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / . ‘ . .
Jommnocrs Executive -QA Manager-QA Sr. Manager - QA

FCM/QA054/08.00




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Phone: +91-1795 2493()() Fax:
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CEPTHOGHKAT AHAJIM3A TOTOBOI'O IIPOAYKTA
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Pagedof 8/ Crp. 4113 8

| Name of Product /
Haumenosauue npoaysiu

MOMAT RINO
MOMAT PHUHO

Generic name /
Henarenrosannoe naumenosauue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Moseraszona cipeii snazasinsublil a03uposatubil 30 Mki7103a

Active Ingredients /
AelicrByomue BeuiecTina

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

caleulated for Mometasone Furoate 50.00 meg

I aosa CHPCS COUCPIKMT! lefviC'l‘lﬁ%)'K’)l]lCC BeHICCTBO: MoMeTaszona (])_\r‘p()a'ra MOHOWAPAT

51,72 Mk B pepecuere na Moserasona gypoar 50.00 air

05/2024

| JlekapeTsennast popma

HasaibHbIH A03HPOBANILIT

Strength / loslposka 50 meg/dose / 30 mir/iosza Date of Mfg. / lata npomssoacrsa
Cs " Metered-doce nacal emrav /(0 Si1
Dosage form / Metered-dose nasal spray / Crpei Date of Exp. / Foten 10 042026

Product code / Koa npoayxra

SRUO30007E040401 DK

Date of release / /lata Buinycka

31.05.2024

Batch No. / Cepun Ne

12240546

Qty. Released /
Koanuectso Buinymero

32.640 BOT/
(haakonon

Mfg.License No. / JInuensns na

API name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/
Moxmerasona Qypoara monoruapar

Batch size / Pa3mep cepun 34,722 BOT / paaxonon MNB/10/832
APOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000527243 Mfg. License Date / Jluuensus na 30/04/2020
PerucTpaunonubiii HoMep anaansa NPOH3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aata)
. GMP Compliance certificate No. / GMP-
o sia / Pocer -
Market / Prtnok Russia /Poccis GMP cepruguiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunduxauus rorosore SPC-CC-063688 Reference STP No. / CIU Ne p }
: 040944
npoaykra Ne
MFM-

API Batch No / ADC cepust Ne

23423(IM-01)-
001

Manufactured by / llpoussoanrens

Aarti Pharmalabs Limited, India/ Aaptu @apmanate Jumuren, Miaus

Ne | TESTS/INIOKA3ATEJIN

LIMITS / TPEBOBAHUA

OBSERVATIONS /

PE3YJIbTATBI

10. | Particle size /
Paszmep wactuu

Particles < 10pum in size: Not less than 90%
Hactuu pasmepom < 10 mxm — ne menee 90 %;

Particles < 30pm in size: 100%
YacTuu pazmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
YacTHUb! pazmepoM > 30 MKM — JOJIKHbI

OTCYTCTBOBATH

100.0% / 100,0%
100.0% / 100,0%

Absent / OtcyTeryior

11. | Sedimentation Stability /
CennmeHTauHoHHAS
YCTOHYHBOCTL

Not less than 5 min / He meree 5 mun.

Complies /
CootsetcTBYET

Prepared By / Hoarotobun

Checked By / I1posepus

Signature / Moanucs

o A

g
L

i
Appro\ed By / OpoGpua
J

Date / Jara

2] bﬁ“f Lavin

2l 65T 1rivy

Name / ®HO

Suresh Kumar

Amit Kumar Saini

lt{ar”\ wu\'

Sandeep Semwal

Designation /
HomxHocTs

Executive -QA

Manager-QA

Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.
: Distt-Solan Himachal Pradesh 173203, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIN3A I'OTOBOI'O MPOJIVKTA

Page Sof 8/Crp. 5138

- Name of Product / MOMAT RINO
HaumenoBauue npoayxus MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenatenroBantoe nansenosanne Monerazona cripeit nasansHuii 103upoBannbii 30 MrI7103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / . calculated for Mometasone Furoate 50.00 meg .
Aeficrsylonuie seuiectrsa I 103a cnipes coaepuaut: AcHeThyIomee semectBo: MoMeTazona Gypoara Monorpar
51,72 mxr B nepecuere na Moserasoua dypoar 50,00 mxr
Strength / ozuposka 50 meg/dose / 50 smrr/03a Date of Mfg. / /lata npoussoncrsa 0572024
: ctered-dose nasal spray / Crpei - p
l?osage fon m/ M'a»’l ed df)slu 4n asal spray ”( npei Date of Exp. / F'oaent 110 04/2026
JexapersenHan ¢popma HA3AILHLIH 103HPOBAHH bIK
Product code / Kon npoayira SRUO30007E040401 DK Date of release / dara 8oinveka 31.05.2024
2, T
Batch No. / Cepust No 12240546 Qty. Released / 32,640 BOT/
Koauuecrso BoInyueHo (irakonos
Batch size / Pasviep cepin 34,722 BOT / akorton Mfg.License No. / Jlnuerrsus na MNB/10/832
NPOU3BOACTBO (HOMep)
: " ' : - ‘
Inspection Lot I\OL/ ' 040000527243 Mfg. License Date / Jlnuensus na 30/04/2020
Perucrpaunonnntii nomep anaausa NPON3BOACTBO (AaTa)
Package size / Y nakosia 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/ 00
GMP ceprudurar (nara)

' . . GMP Compliance certificate No. / GMP-
Market / Prinoi Russia/ Poccus GMP cepritdurar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crieunduxauns rorosoro SPC-CC-063688 Reference STP No./ CITH Ne 640944
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC - ) API Batch No / A®C cepusi Ne 23423(IM-01)-
Mowmeraszona dypoara Monoruapar 001
Manufactured by / [lpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apsana6e Jlusurer, W
Ne | TESTS/IMIOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI
12. | Impurities / Mpumecn
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He obuapyskeno
Hpumecu § DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Below LOQ /Husxe ITKO
Mpunmecu DMC
I y Not more than 0.20 % / He 6onee 0,20 % 0.02% /0.02%
mpurity D / R
[Ipumecu D
Any individual unspecified | Not more than 0.20 % / He doee 0,20 % 0.03%/ 0,03%
impurity / Exqunuunoi
HEUACHTUDHULHUPOBAHHOH
MIPHUMECH
Total impurities / - | Not mere than 0.60 % / He Gosee 0,60 % 0.11%/0,11%
CymMmBl npuMecei
t
Prepared By / Hoarotosua Checked By / Hposepua Appr(\ved By / Ono6puan
ignature / 1 <7 ~ ' o
Signature / Noanuce o5 7 “ L}}// il
Date / Hara 24 cﬂ“iézﬁzwi 3[‘ eg\ s 2y 2 \\ ¢ k”\ ’U”L\
! \
Name / ®HO Suresh Kumar - Amit Kumar Saini Sandeep Semwal
Designation /
Ll(e:r:fc:oclib ; Executive -QA Manager-QA Sr. Manager - QA

FCM/QA0354/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
: Distt. Solan Hlimachal Pradesh 173205, india
Phone: +91-1795 249300 Fax: +91-1795 2493 10.cmail: glenmarkigobom?2.vsni.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDOHUKAT AHAJIM3ATOTOBOTIO INMPOJIYKTA

Page 6 of 8/ Crp. 6 u3 8

. Name of Product / MOMAT RINO
Hanvenopanue npoayxunn MOMAT PHHO
Generie name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTedTtoBanHoe Hanvenosanne Mowerasona crpeii nasainbii osuposanyniii 50 Mx1/i103a
I dosc ol the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
AeiicTeylonuse semecrsa 1 21038 CHpest CoACPARIT: AeHCTBYIONIee BemecTso: Momerazona dypoara Monory; par
51.72 mxr 3 niepecuere na Moneraszona Gypoar 50.00 sy
Strength / lo3uposka 30 meg/dose 7 50 miriiosa Date of Mfg. / Jata npoussoacrea 05/2024
. - ! Metere asa : .
l?()s age ‘f0| m/ 1'le,.l\,d dose nasal spray / Cnpeit Date of Exp. / Foaen 10 04/2026
Jexapcrpennast popma HA3AALHLIA A03HPOBAHUBLIH
Product code / Koa npoavkra SRU030007E04040 1 DK Date of release / Jlara soinycka 31.05.2024
vy et
Batch No. / Cepust Ne 12240546 Qty. Released / 32,640 BOT/
Koanyecrso Bhinyueno daakonos
Batch size / Pazmep cepuu 34,722 BOT/ daakonon Mig License No. / Jluuensus na MNB/10/832
NPOH3BOACTBO (HOmMep)
Inspection Lot NOL/ 040000527243 . Mfg, License Date / Jluuensus na 30/04/2020
PerucrpaunoHHbiii HoMep anaausa NpoH3BOACTBO (aaTa)
Package size / Ynaxoska 120 Doses / 120 5103 GMP Compliance certificate Date /| 14,0005
GMP cepruduxar (nata)
. GMP Compliance certificate No. / GMP-
ae] e D yerp
Market / PuiHok Russia / Poccus GMP ceprudurcar (nomep) 01556/20/IN
Reference Specification No. / c STP-CC-
Crieundurkauus rorosoroe SPC-CC-063688 Reference STP No. / CTTA Ne 640944
npoaykra Ne _ )
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanune A®C ~ e } _ | API Batch No / A®C cepus Ne 23423(IM-01)-
Monmerazona ¢gypoara MOHOTHAPAT 001
Manufactured by / llpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Aumuren, Muans
Ne | TESTS/THIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
‘ PE3YJbTATDI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauauio:
. . e dals) ca eviate ¢ than £ 20% fr e AVerase .
and Uniformity of from 10 vials) can deviate more than £ 20% from the average Minimum / Muanmysm: 98%

value and not any dose can deviate more than + 25% from the
i 5 ‘De i - . <l / 1 11029
Delivered Dose / Cpeansis average value. The mean should not exceed 15 % of label Maximum / Makcumynm:102%

nocTapasiemas 103a u claim - Mean / Cpeanee:160%
OAHOPOAHOCTDL 171’)3 o 6 (lOSLlS dx;\(’)idlu lmnre than = 20% but not more than +
5 . %, test another 20 vials
AOCTABJIEMOH 103b1 Not more than 6 of 60 doses can deviate more than £ 20 % from
the average value, and not any dose can deviate more than
£ 25% from the average value. The mean of each determination
should not exceed =15 % of label claim. END / Konemu:
He Gosiee 2 13 20 x03 (10 nauanpnsix 03 u 10 KL)I-I'C’HHLIX 103) Minimum / MHHMMyM: 959,
MOTYT HUMETh OTKIOHEHHE OT CPEIHEro 3HaueHds Gonee uewm . ) PPN
£20%, N HU OAHA A033 e AOMKHA mMets oTkokesme or | Maximum/Maxcumym:103%
cpennero snadenns Gonee vem =23 % Cpeanee snauchie ne | Mean / Cpengnee: 100%
AOILKHO TPEBbIaTh = 15 % o1 3a9B18HHOTO.
Ecau 01 3 20 6 203 MMEIOT OTKAOHEHN: Goiee yeM = 20 %, no
MeHee uest = 25 %, To HCBITHIBAIOT caeayioltie 20 (aakoHos.
He Gonee 6 w3 60 203 MOIYT HMCTH OTKAOHCHHE OT CPEAHErO
3HaueHus Oostee vem £ 20 %, 1 HY OHA 1038 HE J0BKHA HMETD
OTKJIOHEHHEC OT CpeHHEro sHaveHns doace uem £ 25 %. Cpeanee
3HAUEHHE KOKA00 ONPEACICHHS HE A0DKHO NpeBbilnaTh £ 15 %
OT 3aABJACHHOTO,

Prepared By / Hoarorosusn Checked By / I1poBepu. Appra\ved By / Oaobpua
Signature / Hoanues ,,wzt/ s Ao ‘
e
Date e 2eslrov Sleslaon | W\ G
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal -
Designation / Executive -QA Manager-QA Sr. Manager - QA
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Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi,
: Diste Solan Himachal.Pradesh 173205, India
Fhone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark/wbom2.vsnlnet.in

CERTIFICATE OF ANALYSIS F()R FINISHED PRODUCT
- CEPTHDHKAT AHAJIM3A FOTOBOI'O IPOJIVKTA

Page 70f8/Crp. 7u3 8

Name of Product/ MOMAT RINO
Haumenosanue npoavkunn MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dosce
HenarentosaHHoe uanmenosanue Moserasona cupeif mazaisbli 103uposanunit 30 Mrr/103a
I dose of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / caleulated for Mometasone Furoate 30.00 meg
AeficTyiouue sewecrsa Fatosa enpes cogepirut: achcrByiomee Betmectso: MoMeTasona Gypoara MoHoriapar
S1.72 e B nepecuere va Momerasona Gypoar 50.00 ymxr
Strength / losnposka 50 meg/dose / 50 mr1/103a Date of Mfg. / JaTta npoussoacrsa 05/2024
Dosage form / 1%&‘1&(1 df)sc ’IHS 1| spray ! Crpe#t Date of Exp. / Foaen 10 04/2026
Jexapersentas gpopma HA3AALUBLIA A03HPOBAHHLIT
Product code / Koa npoaykra SRUO030007E040401 DK Date of release / Jlara spinyexa 31.05.2024
. i 3 A YT/
Batch No. / Cepust Ne 12240546 Qty. Released / 32.640 BOT
KonnuecTBo BoINYyHIEHO (pi1akonos
: - ST ,
Batch size / Pasmep cepun 34.722 BOT/ dpnaxonos Mig.License No./ Jluuensus ua MNB/10/832
APOUIBOACTBO (HOMep)
: - - l : -
Inspection Lot i\o.v/ 040000527243 Mfg. License Date / JIunensusi na 30/04/2020
Pernctpaunonustii Homep anaansza npou3BoACTBO (1aTa)
‘Package size / Y naxosica 120 Doses / 120 103 GMP Compliance certificate Date/ | o000,
GMP ceprudurar (nara)
; . GMP Compliance certificate No. / GMP-
. «eia / Poce .
Market / Puinox Russia/ Poceus GMP cepTudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CreunduraLns roToBoro SPC-CC-063688 Reference STP No. / CHU Ne 040944
npoaykra Ne
Mometésone Furoate Monohydrate/ MFM',
API name / Haumenoanne A®C ) B - API Batch No / A®C cepusi Ne 23423(IM-01)-
MowmeTtasoHa dypoara MOROIHApAT 001
Manufactured by / [lpoussoanress | Aarti Pharmalabs Limited, India/ Aaprn ®apmana®e Jinmures, M
Ne | TESTS /TIOKA3ZATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATHI
14 | Microbiological Purity / Mukpo6uosornyeckas uierora :
Total aerobic microbial Not more than 10% cfu per Iml of the product / He Less than 10 cfu/ml/
count / Obuee uucso Bosee 10> KOE B | ma npenapaTta Menee 10 KOE/mn
a’3pOOHBIX ' ‘
MUKPOOPIaHH3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product/ He | Less than 10 cfu/ml/
count / Obuee 4ucio tosee 10" KOE 8 1 ma npemapara Menee [0 KOE/ma
JAPONCKEBBIX U IIECHEBLIX
rpudos
Pseudomonas aeruginosa Absence per I ml of the product / Orcyrersue 8 | Absent / Otcytcryer
MJ1 penaparta
Staphylococcus aureus Absence per 1 mi of the product / OrcyreTBue B | Absent / OtcyreTByer
‘M1 IIpenapara '
15. | Assay / KosinuecTBeHROE Onipenenenne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.3% /99,3%
Mowmerazona dypoar 85,0 % 10 115,0 % OT 3afBIEHHOTO COAEPKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 94.5% 94,5%
benzankonus xyopun 80,0 % 10 120,0 % oT 3aBNCHHOTO COnEpKANMS
Prepared By / Iloarorosua Checked By / ITposepust Approd\ed By / Opo6pua
Signature / INlognuce - A %MW ::‘i
Date / lara | ‘};)gyiuu&/’ Bl o] 2ery ‘L‘\\ tx VN
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal !
Designation / . ‘
Il(e)jlliﬂocn Executive -QA Manager-QA Sr. Manager - QA
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Raddi,
: Distt. Solan Himachal Pradesh 173205, India
Phone: #91-1795 249300 Fax: #91-1795 249310 email: glenmarkebom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A N'OTOBOIO NPOAYKTA
Page 8 of 8/ Crp. 813 8

Name of Product / MOMAT RINO
Haumenopanue npoaykuu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenroBaHHoe HaHMeHOBaH e Moserasona cupeii nasainsiblii dozuposaunstit 50 Mxr/aosa
1 dose of the spray contains: Active ingredient: Mometasone Furoate Maonohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 30.00 meg
Jeiicrsyrone BetecTsa 1 a03a cripes cojepair: aelicTsyiontiee selectso: Momerasona gypoara Monorupay
3172 mxr s nepecuere ta Momerasona gypoar 30,00 vkr
Strength / dosuposka 50 meg/dose / 50 mri/ao3a Date of Mfg. / lara npoussosacrsa 05/2024
205flge form / a\/‘l‘c%glcd—df)g .nusz’H Tpl ay/ Cnpeit Date of Exp. / Fozen 10 042026
Jlexapereennas gopma HABAIBH I J103MPOBAHH LI
Product code / Koa npoaykra SRUO30007E040401 DK Date of release / lata Bpinycka 31.05.2024
Batch No. / Cepust No 12240546 Qty. Released / 32,640 BOT/
Kosanuecrso sBbinymeno (haakoHoB
Batch size / Pasmep cepuun 34.722 BOT/ {pnakonos Mig.License No./ Jluuensun na MNB/10/832
APOU3BOACTBO (HoMep)
Inspection Lot NOL/ 040000527243 Mfg. License Date / JInueH3ust na 30/04/2020
PerucTpaunoutbiil HomMep anannza npou3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (zata)
. GMP Compliance certificate No. / GMP-
Market / Poinok Russia / Poceus GMP cepnl:d)uKaT (Homep) 01556/20/IN
Reference Specification No. / - ’ STP-CC-
Cneunpukaums rotosoro SPC-CC-063688 Reference STP No./ CIIH Ne 040944
npoayxkTa Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue A®@C MOMCTA3OHz N T . | API Batch No/A®C cepus Ne 23423(IM-01)-
OMETa3oHa Qypoara MOHOrWpaT 001
Manufactured by / Ilpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jinmures. Unans
Ne | TESTS/HOKA3ATEJIM LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATbI
16. | Package Size / Ynakoska 120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. | vial and patient information leaflet in a carton pack. /
[To 120 no3 cycneusuum Bo (rakoHe W3 NOJMITUIEHA BBLICOKCH TUIOTHOCTH ¢
JO3UPYIOULUM YCTPONCTBOM H KOJMAYKOM M3 NMOJIMITHIEHA Bbicokoil maorHocTy. [lo |
(pnaxony BMeCTE ¢ HHCTPYKUMEH M0 MEAULIMHCKOMY IPHMEHEHHUIO B TIAYKe KAPTOHHOI.

Any deviation/Incident/OOS: Non-applicable
Otriaonenusn/yecooTBeTerBUsi/OOC: He IPHMEHUMO

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. JIIT-Ne(0017 10)-(PI-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” ;
3ai0YeHHe O COOTBETCTBHMH: HACTOSIUUM TNOATBEPXKAAIO, YTO TNPEIACTABIEHHas Bbile WHGOPMALUA  ABIAETCS
AOCTOBEPHOH # TOuHOH. [laHHast cepus Obuia mpouseneHa’ (Bknouas YMaKOBKY/MapKHPOBKY W KOHTPOJbL KauecTsa) Ha
YKasaHHOW BBILIE NPOWSBOACTBEHHOH TUIOWIALKE B [OJHOM  COOTBETCTBMM ¢ tpeboBanmamu  Hamnexameit
TIpoussoncraenHoit IMpaktuku (GMP) foKabHBIX PeryisTOPHbIX OPIaHOB M TPeGOBAHUAMH HOPMATHBHOMN JOKYMEHTALUH
JITI-Ne(001710)-(PT-RU)-230123 nns peinka Poccnu u yTBepkaeHHON cneuuduxanueit No SPC-CC-063688. TIpoTokonbl
IIPOM3BOACTBRA, YIAKOBKY M HOKA3aTE/IM Ka4eCTBa JaHHOI cepuy Dbl NPOAHATM3UPOBAHBI H CAENAHO 3aKNI0UYEHHE, YTO OHM
CoOTBETCTBYIOT Tpebosanuam Hannesxaweii [Tpouszsoncteennoi [paktnky (GMP). .

Prepared By / Hoarotosua Checked By / llposepua Appro@ed By / Ono6pun
Signature / Ioanuce / 7 by hY
Date / lata 2 (e = W e 12y
: /I \ \
Name/ @10 Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / . ) ) .
JoRHOCT Executive -QA , Manager ~QA Sr. Managex -QA
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