Glenmark pharmaceuticals 1.td
Village: Kishanpura: Baddi Nalagarh Road. Tehsil: Baddi,
; Disit. Solan Himachal Pradesh 173203, India
Phone: +97-1795 249300 Fax: +91-1 795 249310 email: elenmark/@bom?2, vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHKAT AHAJIM3A T'OTOBOIG HPOJAVYKTA

Page 1 of 9/ Crp. 1 43 9

Name of Product / MOMAT RINO
Haumenosanue npogyxun MOMAT PHITO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
Henarenrosannoe uanmenosanme Moserasona cnpeil nasanpinii 203uposanuptil 50 sxi/i03a
I dose ol the spray contains: Active ingredient: Momelasone Furoate Monohydrate 31.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
JeficTByouuie sentecTna I 1o3a cupes cogepmis: aeiictsyiomee sewecrso: Moverazona (ypoara monoruapar

51.72 mur B niepecuere na Moserazoua hypoar 30.00 mxr
Date of Mfg. / laTa

Strength / No3upobra 50 meg/dose / 50 mrr/io3a 0572024
o NPOU3IBOACTBA
Dosage form / M'Clu‘vl‘cd-dj)%c 4nasal spray Cripeid Date of Exp. / Foen 10 042026
Jlexapcreennan popma HA3AABLULIT 103HPOBAHILIH
Product code / Koa npoaykra SRUO30007E04040113] Date of release / lara Bbinycka 31.05.2024
» < . 2,080 BOT/
Batch No. / Cepust No 12240523 Qty. Released / 02,080 BOT
Koauuecrso BoinyueHo (akonop
H o \J !
Batch size / Pasmep cepun 69.444 BOT / paakonos Mifg.License No. / Jluuensus ua MNB/10/832
NPoH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000526513 Mfg. License Date / Jluuensus na 30/04/2020
Perucrpauuonnbiii HoMep ananauza Npou3IBOACTBO (1aTa)
GMP Compliance certificate Date
Package size / ¥Ynakoska 60 Dosces /60 no03 / 18/06/2020
GMP ceprudurar (narta)
PR NP
Market / Poinok : Russia/ Poceuns GMP Compliance certificate No./ | GMI

GMP cepruduxar (Homep) 01556/20/IN

Reference Specification No. /
‘Cneundurauns rorosoro SPC-CC-063691 Reference STP No. / CTTH Ne STP-CC-040947
npoaykra Ne

Mometasone Furoate Monohydrate/ MIM-23422(JM-

API name / Haumenosanue AGC API Batch No / A®C cepua Ne

Mowmerazona dypoara Monorunpar 01)-001

Manufactured by / lpoussoaureas | Aarti Pharmalabs Limited. India/ Aapru @apmanade Jlnvuren, Unjms

Ne | TESTS/TNIOKA3ATEJIU LIMITS / TPEBOBAHUSI ORBRSERVATIONS /

PE3YJIBTATHI

1. | Description / Onucanne White to off white thick suspension  of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or  Gemoro po  mour Gemoro usera ot | Moytw -  Genoro UBeTa
TIOJIY IPO3PAYHOH 110 HENPO3PAaUHONH KOHCUCTEHIIHH HeMpO3payHOH  KOHCHCTEHLMH
IyCcTas CyCrieH3us. TYCTas CycneHs3us.

2. | Identification / UnenTudurxauns

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

MowmeTasoHa gpypoaT 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
1o Assay). / Bpems yAaepxuBaH1s OCHOBHOTO NUKA peak in the chromatogram of
Ha — XpoMATOTpamme  HCMBITYyeMOro  pactsopa | standard preparation / Bpews
AOXHO COOTBETCTBOBATL BPEMEHU YICPKHBAHMS | YACPKMBAHHUA OCHOBHOIO TIHMKA

OCHOBHOI'C M¥Ka Ha XPOMATOrpaMMe CTaHAapTHOrO | Ha Xpomarorpamme
pacteopa  (ecM.  paspen  «KonuuecTBeHHOE | HCTBITYeMOro pacTeopa
OfIPE AEACHHEN ), COOTBETCTBYET BpEMEHH
‘ YAEPKHBAHUSA OCHOBHOIO MHKA

Ha XpoMarorpamme

CTaHAapPTHOTO PacTBOpA.

1
Prepared By / lloarotoua Checked By / [Iposepua Appr(\ved By / OaoGpun
Signature / Moanuce //,gyg’w” Ljéta/‘ ’ —J
e g
Date / I Ll e : ] .
ate/ dara 1)l R I\ v ny
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / . i
JloTKHO CTh Executive -QA Manager-QA Sr. Manager - QA

FCM/QA0354/08.00




Phone: +91-1795 249300 Fax: +

Glenmark pharmaceuticals Lid

Viilage: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, india

91-1795 249310 email: glenmarkfebom2. vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A TOTOBOIO 11 POAYKTA

Page 209/ Crp. 21439

i Name of Product /
Hasmeuosaune npoayikunn

MOMAT RINO
MOMAT PUHO

Generic name /
Henarenrosannoe nanmenonsanne

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Monerazona cipeli Hazannuniit A03HPOBAHHBLIT S0 MK 032

Active Ingredients /
Heiicryrowme semecrsa

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

caleulated for Mometasone Furoate 50.00 mcg

I jtoza enpes coeprnt: aciicrsyioniee semeerso: Morerasona dypoara MoHorupar

51.72 mxr B nepecuere ua Moametazoua (Pypoar 30.00 axr

Date of Mfg. / Jlara

Jlexapersennas popma

Strength / Jozuposka 50 meg/dose / 50 mxr/a03a 05/2024
_ NPOH3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeii Date of Exp. / Foxen 10 042026

HA3AMBHBLIA A03HPOBANH LI

Product code / Koa npoaykra

SRUG30007E04040 117

Date of release / Jata suinycka

31.05.2024

Batch No. / Cepus No 12240523 Qty. Released / 62,080 BOT/
Koaudectso Bhinyueno draxoHoB

Batch size / Pasvep cepiu 69.444 BOT / aaxonos Mig License No. / Jluuensust wa |\ np o630
TIPOH3BOACTBO (HOMEp)

Inspection Lot 1\0.v/ | 040000526513 Mfg. License Date / Jlunensus na 30/04/2020

Peructpaunonnsiii nomep ananuza NpPoU3BOACTBO (AaTa)
GMP Compliance certificate Date

Package size / Ynakoska 60 Doses / 60 j103 /o 18/06/2020
GMP ceprudpurar (nara)

. . GMP Compliance certificate No./ | GMP-
Market / Prinox Russia / Poccrs GMP ceprudukar (nomep) 01556/20/IN

Reference Specification No. /
Creunduranus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No./ CIIH Ne

STP-CC-040947

API name / Haumenosanue ADC

Mometasone Furoate Monohydrate/

API Batch No / A®C cepusi Ne

MFM-23422(JM-

MowmeTazona dypoara monoryapar 01)-001
Manufactured by / Hponssoaurens, | Aarti Pharmalabs Limited. India/ Aapru @apmanate Jlumures, Unjms
Ne  TESTS /ITOKA3ATEJIM LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJIbTATHI

b) Benzalkonium chloride
/ Benzankouus xaopua

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues G,
and Ciy in the chromatogram of the standard
solution (refer to Assay). / Ha Xpomarorpamme
UCTILITYEMOrO PACTBOPA AOJKHb! O0HAPYKUBATHCS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Cy» and
Cis in the chromatogram of the

NHKH, no - BpEMeHam viaepxuBanus | standard  solution. / Ha
COOTBETCTBYIOLIHE NUKAM rOMOIOTOB GEH3AIKOHMS | XPOMATOrpaMMe HCTILITYEMOTO
xpopusa  Ci» v Ci Ha  xpomarorpamme pacrsopa 00HAPYKUBAIOTCS
CTaHIAPTHOTO pactBopa (oM. pasznesn | nuxu, o BpEMeHaM
«KonnuectsenHoe onpeseneHue). YACPKHBaHUSA
COOTBETCTBYIOIIHE THKaM
roMONIOTOB OeH3aIKOHUA
xmopusa  Cip . Cpy  Ha
XpoMarorpamme CTaHAApTHOrO
pacTsopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 1o 4,90 4.71/4,71

4. | Density / IlnoTHocTh

From 0.950 to 1.050 g/cm? /
010,950 10 1,050 r/em®

F.OI5 g/lem®*/ 1,015 r /em®

5. | Viscosity / Bsizkocthb

From 30-to 130 ¢Ps/ Ot 30 no 130 ¢Il3

42.0 ¢Ps /42,0 cIl3 -

Checked By / [1posepus

Signature / Hoanuce

Prepared By / oarotosua

\,V

i
Approv&d By / OnoGpua
F g

[ S

Date / Xara

9 1)po )

L] Loy

U\ \ ¢ ey

Name / ®1NO

Suresh Kumar Amit Kumar Saini

Sandeep Semwal

Designation /
Hosxuocts

Executive -QA Manager-QA

Sr. Manager - QA

FCM/QA054/08.00




~ Glemmark pharmaceuticals Lid
Village: Kishanpura: Baddi Nalag
Distt. Selan Himachal Pra

esh 173205, India

Phone: +61-1795 249300 Fax: +91-1795 249310 email: glenmarkaabom?2. vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O NPOJAYKTA

Page 3 of9/Crp. 3u39

. Name of Product /
_ Hausenosanue npoayrkun

MOMAT RINO
MOMAT PHMHO

Generic name. /
Henatenrosannoe nauvedosanue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mosterasona crpeii nazaaninlii A03upoBanbI SO Miiosa

Active Ingredients /
AeiicTByome semecrsa

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

calculated for Mometasone Furoate 50.00 meg

1 1038 CHIPCH COUCPARHT! ,‘lcl“lCI’B)'l()HlCC BeneeTso: MoMerasona (])}"p()il'l"d monorapar

ST.72 micr s nepecucre na Moserazoua diypoar 50,00 ancr

Date of Mfe. / Nava

Strength / Jo3uposxa 50 meg/dose / 50 swriaosa 05/2024
© HPOH3BOACTBA
. - ctered-dose nasal spray / Crpeis ) ) )
l?osdge form/ Mvuc‘ud d~(»)5.‘l .“M] spray ! Cupe# Date of Exp. / Fogen a0 04/2026
JlexapersenHast popma HA3QLHBLIH A03HUPOBAHHLI
Product code / Kon npoaykra SRUO3000715040401F) Date of release / lara Bbinycka 31.05.2024

Batch No. / Cepust Ne

12240523 Qty. Released /

Kosanyectso oI NYIEHO

62.080 BOT/
(haaxonos

Mfg.License No. / Jluuensus na

Batch size / Pazmep cepun 69.444 BOT / gpaaxonos MNRB/10/832

NPOH3BOACTBO (HOMeEp)
Inspection Lot NO'_/ 040000526513 Mfg. License Date / JIunensus ua 30/04/2020
Perucrpauuonnbtii Homep ananusa NPOM3BOACTBO (1aTa)

.GMP Compliance certificate Date
Package size /. Ynaxoska 60 Doses / 60 503 / 18/06/2020

GMP ceprudurar (nata)

; . GMP Compliance certificate No./ | GMP-
$S14 / RPN .

Market / Prinox Russia / Poccus GMP cepruguar (Homep) 01556/20/IN

Reference Specification No. /
Creundukauus rotosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CTTU Ne

STP-CC-040947

API name / Haumenosaune A®C

Mometasone Furoate Monohydrate/

API Batch No / A®C cepun Ne

MPFM-23422(JM-

Mowmetaszona ¢ypoara Mosoruapar 01)-001
| _Manufactured by / llpoussoauteas | Aarti Pharmalabs Limited, India/ Aapru Qapmanabde Jlumuren, Muaus
Ne | TESTS/NOKA3ATEJH LIMITS / TPEBOBAHUA OBSERVATIONS /
' PE3YJIBTATDI

6. | Osmolality /
OcMOIILHOCTD

From 250 to 350 mOsm/Kg
Or 250 no 350 mOcen/kr

291 mOsm/Kg
291 mOcm/kr

7. Net content / Macca
coAepkuMOro ¢giiakona

Not less than 9 g / He menee 9 r

94¢/94r

8. | Number of deliveries per
container / Kosimiuecrro
103

Not less than 60 doses (discard the first pumping) /
He menee 60 nos (ne cuntas nepeuunyio
NPOKauKYy)

78 doses / 78 no3

9. | Pump delivery /
Macca ao3b1

Individual dose mass: from 85% to 115% of the
theoretical dose mass /

HUnausunyansnas macca 103bl: o1 85 % g0 115 %
OT TCOPETUYECKOH MACChl 103b1;

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

Cpennss mMacca 103sl: 01 90 % 10 110 % ot
TEOPETHYECKO MACChl A03BI

Minimum / Munumys: 100.0%
Maximum / Makcumym: 107.4%
Average / Cpeanee: 103.2%

Prepared By / lloarotoBua

Checked By / Ilposepua -

Appr({ved By / OnoGpua

Signature / Hoanuces

AL

Lomgus

Date / dara

'%l{%,())k’

Name/ ®PUO

Suresh Kumar Amit Kumar Saini

i. \ \ 8 s\ s 'Li!

Sandeep Semwal

Designation /
JoaxuocTs

Executive -QA Manager-QA

Sr. Manager - QA

FCM/QA054/08.00




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: glenmarkizbom2. vsnlnetin

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOHKAT AHAJIM3A TOTOBOTO ITPOJIVKTA

Page 4 of 9/ Crp. 4139

Name of Product/
HaumeHoBanme npoaykuni

MOMAT RINO
MOMAT PHHO

Generic name /
Henarenrosanuoe naumeuonanue

Mometasone Metered-dose Nasal Spray 30 meg/dose

Mowerazoua crpeii nazaiLunil 203uposanisii 50 Mx17403a

Active Ingredients /
HeiicrByromue pewmecrsa

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

caleulated for Mometasone Furoate 50.00 meg

I ao3a ciipest coepaur: AcHcorryionee senecrso: Momeraszona (ypoara monoruapar

51.72 mrr B nepecuere ia Monerazoua dypoar 30.00 mxr

Strength / lozuposka

50 meg/dose / 50 skr/iosa

Date of Mfg. / Jara
NPOH3BOACTBA

05/2024

Dosage form /
Jlekaperpennas dopma

Metered-dose nasal spray / Cripeit
HA3AABLHBIH A03UPOBAHHBIH

Date of Exp. / Foaeu 1o

0472026

SRUQO30007E0404011)

Date of release / lara sninycka

31.05.2024

Product code / Koa npoaykra

Qty. Released /

62.080 BOT/

Batch No. / Cepusi Ne 12240523 )

Koaundeerso Buinymeno QtakoHoB
; ; o N ' .

Batch size / Pasmep cepuu 69.444 BOT / uaxonon Mig.License No. / Jluuensust na |\ p/yo/039

NPOU3BOACTBO (HOMED)
R . y / H ! P

Inspection Lot ]\0',/ 040000526513 Mfg. License Date / Jluuensusn ua 30/04/2020

Perucrpauuonnblii Homep aHaau3a NpoH3BOACTBO (1aTa)
GMP Compliance certificate Date

Package size / Ynakogxa 60 Doses / 60 o3 / 18/06/2020
GMP ceprudukar (nara)

. . . GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poccus GMP cepridurat (Homep) 01556/20/IN

Reference Specification No. /
Crneundurauus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No./ CITH Ne

STP-CC-040947

API name / HaumenoBanue ADC

Mometasone Furoate Monohydrate/

API Batch No / A®C cepusi Ne

MFM-23422(IM-

Mowmerazona gypoara Monoruapar 01)-001
Manufactured by / lpoussoanrens | Aarti Pharmalabs Limited, India/ Aapr Dapmanade Jlnmures, Mujaus
Ne | TESTS/TTOKA3ATEJIN LIMITS / TPEBOBAHHUSA OBSERVATIONS /
PE3YJIbTATHI

10. | Particle size /
Pasmep wacTuy

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 Mxm — He Menee 90 %:

Particles < 30pum in sizet 100%

Yactuu pasmepom < 30 mrm — 100 %

Particles > 30pm in size: Should be absent
YacTuubl pazmMepom > 30 MKM — Q0KHBI

OTCYTCTBOBaTH

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

Absent / OtcyTeTBYyIOT

Prepared By / Hoarotosua

Checked By / Ilposepua

Apkprové@ By / Ono6pus
D

Signature / lognues K’Z;fww (/j%/ o
Dace o 5 g he o | i
Name / ®MO ‘

Suresh Kumar

Amit Kumar Saini

Sandeep Semwal

Designation /
Honxuocrn

Executive -QA

Manager-QA

Sr. Manager - QA

FCM/QA034/08.00




aceuticals Lid
garh Road. Tehsil: Baddi,

Glenmark pharm
Village: Kishanpura; Baddi
; Distt. Solan Himachal Pradesh 173203, India
Phone: #91-1795 249300 Fax: +91-1795 249310 cimail: glenmark@bom?2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHKAT AHAJIN3A FOTOBOTO ITPOAVKTA

Page Sof 9/ Crp. 5139

Name of Product/ MOMAT RINO
Haumenosanue npoayxuun MOMAT PHHO
Generie name / Mometasone Metered-dose Nasal Spray 30 meg/dose
HenarentoBanioe Hauvenosanne Moxseraszona cnpeit nasaisunti aosuposanunii 50 Mer/1o3a
I dose of the spray contains: Active ingredient; Mometasone Furoate | donohydrate 51.72.meg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg ‘
Jdeiiersyroumne Benectsa I 1032 cipest coepsmirr: ieficrsyionice seiectso: Momerasoia (ypoara MOHOTHAPAT

51.72 mxr s nepecuere 11a Mosmerazona dypoar 30,00 skr

Date of Mfg. / lara

Strength / losnposka 50 meg/dose / 30 mrriaosa 0372024
> NpO3BOACTRA
l)()sage form / Mftél'e(i—(i\f)sc ’nasul spray / Cupeid Date of Exp. / Cogen 10 042026
Jexapereennasn popma HA3AALHBIA A03HPOBAHNLIA
Product code / Koa npoayxra SRUO030007E04040115) Date of release / laTa Bbinycka 31.05.2024
- EyrrTEeT
Batch No. / Cepus Ne 12240523 Qty. Released / 02.080 BOT/
KoaunuecTso Boinyuiero (1akoHOB
Batch size / Pavep cepiu 69.444 BOT / duraxornios Mfg License No. / Jluttensusi wa |\ 1035

APOH3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date / Jluuensus na

- 040000526513 30/04/2020
Perucrpaunonneiii nomep ananmsa NPOH3BOACTBO (AaTa) :
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 103 / ) 18/06/2020
GMP ceprinduxar (aara)
Market / Poisok Russia / Poccus GMP Compliance certificate No./ | GMP-

GMP cepruduxar (Homep) 01556/20/IN

Reference Specification No. / :
Crenupurkauus rotosoro SPC-CC-063691 Reference STP No./ CITH Ne STP-CC-040947
ApoaAyKTa Ne

Mometasone Furoate Monohydrate/ MFM-23422(IM-

API name / Haumenosanue A®C API Batch No / A®C cepua Ne

MoweTasona (ypoara MoHoruapar 01)-001
Manufactured by / llpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru @apmanabe Jlumures, Muaus
Ne | TESTS /IIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATDI
1. | Sedimentation Stability / Not less than 5 min / He menee 5 muH. Complies /
CeanmenrannoHnas - CoorgercTByer
YCTOHYMBOCTL
12. | Impurities / Hpumecn
. Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % Not Detected/ He oBxapyxeno
INpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % Not Detected/ He 06napyxeto
[Mpumecu DMC
. Not more than 0.20 % / He 6onee 0,20 % 0.02%/ 0,02%
Impurity D/ .
lpumecu D
o [} .
Prepared By / Iloarotvosun Checked By / Iposepun ApprO\X@d By / Ono6pua
Signature / Moanuce v WM — e
Date / laTa I ”(/ﬁ 18 W wil "}M(L»e.?/‘? 2\\ try*“ ‘mt\\‘
Name / ®HO Suresh Kumar -~ Amit Kumar Saini Sandeep Semwal
Designation / ' . . .
JlomHocTs Executive -QA Manager-QA Sr. Manager - QA

FCM/QA034/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Read. Tehsil: Baddi.
Diste. Solan Himachal Pradesh 173203, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmarkasbom2.vsnl.netin

CEPTHOUKAT AHAJIU3A TOTOBOIO INPOJAYKTA

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 6 0f9/Crp. 6 u3 Y

Name of Product /
Hanmvenonanue npoaykunn

MOMAT RINO
MOMAT PUHO

Generic name /
HenarentoBaunoe HanmMenoBanie

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerasona cupeil pasaianiinii ao3nposanieil 50 sr/aosa

Active Ingredients /
HeficTpyiomne semecrsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohyvdrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
I itosa cupes cotepicuy: AclicrByIomee Beteerso: MoMeTasoHa ypoata MONorpar
51.72 mir 1 nepecuere a Mosverasona Qrypoar 30,00 sxr

Strength / lo3uposka

50 meg/dose / 50 mirinoza

Date of Mfg./ Jara
nPoH3BOACTRA

0572024

Dosage form /
JlekapcTeenHas popma

Metered-dose nasal spray / Cripeii
HA3AALHLI A03MpoBAHHLIH

Date of Exp. / Toxen a0

0472026

Product code / Koa npoaykra

SRUO30007E040401FE1

Date of release / lava suinycka

31.05.2024

Qty. Released /

62.080 BOT/

Batch No. / Cepus Ne 12240523 X
KoauuecTso Bbinyimeno (rrakoHoB

Batch size / Pasmep cepii 69.444 BOT / praxonon Mig.License No. / Jhuuensust wa |\ npy) /83
APOU3BOACTBO (HOMep)

Inspection Lot NOL/ 040000526513 Mfg. License Date / JIuuensus na 30/04/2020

Peructpaunonubtii Homep ananusa NPOH3BOACTBO (AaTa)
GMP Compliance certificate Date

Package size / Ynaxoska 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (1ara)

. GMP Compliance certificate No./ | GMP-
- QT > ~
Market / Poinox Russia/ Poccus GMP cepruduar (nomep) 01556/20/IN

Reference Specification No. /
Creuunduxauns rorosoro
npogykra Ne

SPC-CC-063691

Reference STP No./ CITH Ne

STP-CC-040947

APl name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerasona Qypoara MOHOTHAPAT

API Batch No / A®C cepus Ne

MFM-23422(IM-
01)-001

Manufactured by / Ilpoussoaurens

Aarti Pharmalabs Limited, India/ Aapry ®apmanate Jlnmuren, Muaua

Ne | TESTS/TNOKA3ATEJIU

LIMITS / TPEBOBAHN S

OBSERVATIONS /
PE3YJIbTATHI

Any individual unspecified
impurity / Exunuunoii
HEUAEHTUDULNPOBAHHOH
1puMecH

Total impurities /
CyMMBI npuMeceii

Not more than 0.20 % / He Gonee 0,20 %

Not more than 0.60 % / He Gonee 0,60 %

0.03%/ 0,03%

0.12%/70,12%

Checked By / Il1posepua

[ 3
Approked By / Ono6pua

Prepared By / lloarorosua

ignature / Hoanuen /g}m f u&,}/e/
Date/ Mara 2p,1 e Blos| opny A s sy
Name / ®PUO \ ' '

Suresh Kumar

Amit Kumar Saini

Sandeep Semwal

Designation /
HoamHocTs

Executive -QA

Manager-QA Sr

. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.
Distt. Selan Himachal Pradesh 173205 india

Phoie: +91-1795 249300 Fax: +91-1795 2493 10 enail: glenmarkaebom2.vsnl.net.in

CEPTUHO®HKAT AHAJIM3A TOTOBOI'O NPOJAYKTA

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Page 70f 9/ Crp. 7 u3 9

.\ Name of Product /
HansenoBanue npoayxuin

MOMAT RINO
MOMAT PHHO

Generic.name /
Henarentoannoe nanvenosanie

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowerasona crpeil Hasannublii aosuposatnbii 30 MKi/a03a

Active Ingredients /
AeitcTByrowue geulecysa

I dosc of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 30,00 meg
I 1032 cupes copepswur: seiietayiontee genieetso: Movmerazona (ypoara MoHOUHpaT
5172 mxr B niepecuere na Momerasoua gypoar 50,00 mir

Date of Mfg. / lara

Strength / Tosuposka 50 meg/dose / 50 mxr/io3a 05/2024
POM3BOACTBA
Dosage form / Metered-dose nasal spray / Cnpeii Date of Exp. / Fosiet 10 04/2026

Jlekapcrpennast popma

Ha3aALUBLIR A03UpOBaHHLIH

Product code / Koa npoaykra

SRUO30007E04040112)

Date of release / Jlara Boinycka

31.05.2024

Qty. Released /

62,080 BOT/

Batch No. / Cepus Ne 12240523 ]
Koauuectso BbinyumeHo (itakoHOB
. - : :
Batch size / Pasmep cepun 69.444 BOT / gaakonos Mfg.License No. / luuensus na MNB/10/832
NPoH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000526513 Mfg. License Date / JIuuensus ua 30/04/2020
PeructpaumoHHblil HomMep anain3a Npou3BOACTBO (HaTa)
) GMP Compliance certificate Date
Package size / Ynaxkoska 60 Doses / 60 no3 / 18/06/2020
: GMP cepruduxar (aara)
: . GMP Compliance certificate No./ | GMP-
. c<1a ! Poee
Market / Puinok Russia [ Poccua GMP cepruukat (Homep) 01556/20/IN

Reference Specification No. /
Cneunduxaunus rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

APl name / Haumenopanue A®C

Mometasone Furoate Monohydrate/

API Batch No / A®C cepun Ne

MFM-23422(IM-

Mowmerazona (pypoara MOHOTHAPAT 01)-001
Manufactured by / lpoussoaurean | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e JTumures, Vs
Ne | TESTS/HNOKA3ATEJIH LIMITS / TPEBOBAHWSI OBSERVATIONS /
PE3YJIbTATDI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeausisi
nocrapssiemast 103a i
OIHOPOAHOCTH
[OCTAB/AAEMOI 10361

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than % 20% from the average
value and not any dose can deviate more than + 25% from the
average valué. The mean should not exceed + 153% of label
claim

If 3 10 6 doses deviate more than £ 20% but not more than =+
25%, test another 20 vials. .
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 cach determination
should not exceed £ 13 % of label claim.

He Sonee 2 w3 20 403 (10 HavabHbix 103 H 10 KOHEUMbIN A03)
MOTYT HMETL OTKAOHEHHE 0T CPCAHEro 3HaueHHA 00ee ueMm
£20%. » HE OMA 2033 HC AOMKHA HMEThL OTKAOHEHHE OT
CpeAHEro 3navcHua Doace uem *25 % Cpeadee 3uauenye He
AOBKHO npesbiuath + 13 % o1 3aasaennoro.

Ecanor 3 10 6 103 nveior oTkaonenus Sonee ueM £ 20 %, Ho
Menee yem & 25 Y, TO HCIILITHIBAIOT ciicaytoniue 20 (pnakoHos.
He Songe 6 w3 60 103 MOTYT HMETh OTKIOHEHME OT CPEMHEro
3uadenus Oosee yem = 20 %, 1 HY 0AHA 4034 HE AOMKHA UMETD
OTKAOHEHHC OT Cpeaero 3uadenns donec yem & 25 %. Cpeanee
3HAYEHHC KOKAOIO ONPeACNEHN HE JOMKHO npessiuats + 15 %
OT 3asBJIEHHOTO,

Beg / Hauano:

Minimum / Musumym: 98%
Maximum / Makcumym: 102%
Mean / Cpeanee:100%

END / Konen:

Minimum / Munnumym: 97%
Maximum / Makcumym: 102%
Mean / Cpepnsee: 100%

Prepared By / Toarorosua

Checked By / Nposepua

Apprm\ed By / Ono6pua

Signature / Noanuce \/l(&/,\/, =
Date / lata By ’,))/"\,5 \,u) K3 {- 133 2 \\ si\‘/\ 2 LL\
Name / ®UO X ' !

Suresh Kumar Amit Kumar Saini

Sandeep Semwal

Designation /
Hoaxuocers.

Executive -QA Manager-QA

Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Lid
Vitlage: Kishanpura: Baddi Nalagarh Road “Tehsil: Baddi,
Distt. Selan Himachal Pradesh 173205, India
Phone: #91-1795 249300 Fax: +91-1795 249310 email: glenmark@ibom?2, vsnl net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIM3A TOTOBOI'O ITPOJIVKTA

Page 8of9/Crp. 8§13 9

Name of Product / MOMAT RINO
Haumenosanue npoaysun MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
Henarentosannoe Hanmenosauye Moxterasotia cupeit HasaubibiH 03upoBanybiii 30 Mii/a03a
. ’ I dosc of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
JeiicTByiomme seuecTsa I :103a enpes coscpiut: acticrayionee Bewecrso: MoMeTazona (ypoata MOHOIHApaT
51.72 smur 1 nepecuere na Mosveraszoua Qypoar 50,00 smrr
Strength / o3nposka 50 meg/dose / 50 akr/ao3a Date of Mfg' / Mara 0572024
' NPOH3BOACTBA
sage for Metered-dose nasal spray / Cripei . e
Dosage ‘tm m/ ] 15.[&4!Ld d\(,,)s» 'n 1sal spray é( npei Date of Exp. / Fogen 0 042026
JlekaperBennasn ¢gopma HA3AALHBUT JO3HPOBAN DI
Product code / Koa npoayxTa SRU030007E040401E) Date of release / lara Buinycka 31.05.2024
: - B =
Batch No. / Cepusi No 12240523 Qty. Released / 62.080 BOT/
KodnyecTBo BbinyuieHo ({akonoB
Batch size / Pasviep cepun 69.444 BOT / haaxoros Mig License No. / Junensusiua | 107037
NPOoU3IBOACTBO (HOMeED)
Inspection Lot NOL/ 040000526513 Mfg. License Date / Jlunensus na 30/04/2020
Peructpauuonnsiii Homep anaausza NPoU3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / ¥Ynakoska 60 Doses / 60 nos / ' 18/06/2020
: GMP ceptudukar (aara)
) . GMP Compliance certificate No./ | GMP-
- N D ~
Market / Puinox Russia/Poccus GMP cepTuduxar (Homep) 01556/20/IN
Reference Specification No. /
Cneundukauns rorosoro SPC-CC-063691 Reference STP No./ CIIA Ne STP-CC-040947
npoayKTa Ne
asone Furoz «drate "M-234 -
API name / HaumenoBanue A®C N]Omﬁfﬂ?()ﬂ&, Furoate MOImh?“ M/ API Batch No / ADC cepus Ne MIM-23422(M
Monerasona ypoara MoHorHapat 01)-001
Manufactured by / Hpoussoantens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, U
Ne | TESTS /TTOKA3ATEJIU - LIMITS / TPEBOBAHWA OBSERVATIONS /
' V PE3YJbTATHI
14 | Microbiological Purity / Mukpo6uosoruyeckasi 4HcToTa
Total aerobic microbial Not more than 10? c¢fu per tml of the product / He Less than 10 cfu/ml/
count / O0iee yuco Gonee 102 KOE B 1 M npenapata MefRee 10 KOE/mn
a3poOHBIX
MHKPOOPTAHM3MOB
Total yeast and moulds Not more than 10" ¢fu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obuiee uucno Gostee 10" KOE B | ma npenapata Mesnee 10 KOE/mn
APOIKIKEBBIX H TIECHEBBIX
rpuboB
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrersue B 1 Absent / OrcyteTByer
MJI Nipenaparta
Staphylococcus aureus Absence per 1 ml of the product / Orcytcreue B | Absent / OTcyTeryer
MJI Tipenapara
15. | Assay / KosinuecTsennoe onpenesnenye
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 99.1% /99,1%
MowmeTazona dhypoat 85,0 % no 115,0 % ot 3asBAeHHOro Co/Ep)aHUs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / OT | 98.7% /98,7%
bensankonus xnopun 80,0 % no 120,0 % oT 3a8BAEHHOrO COAEPKAHYS
; , 4
Prepared By / Hoarotosus Checked By / Ilposepua Appro\fed By / OnoGpun
Signature / Ioanucs f,w/zj/ -, (/’{4_\/// o .
Date/ lara 4 3ty s iy 2le s rery Nty
Name/ ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation /
,Zlonlil::);T: Executive -QA Manager-QA v Sr. Manager - QA

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HKAT AHAJIU3A I'OTOBOI'O IPOAYKTA

Page 90t 9/Crp. 939

Name of Product/
Hampenosanue npoaykunu

MOMAT RINO
MOMAT PHHO

Generic name/

HenaredroBanioe HaHMeHoBaNHNE

Mometasone Metered-dose Nasal Spray 30 mcg/dose
Monmerasona cripelt HazaapHLi osnposannnii 50 mr/aoza

Active Ingredients /
AeficTsyomme seuecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohvdrate 31.72 mcg as
calculated for Mometasone Furoate 50.00 meg

11030 ¢npes coacpaut: Achicrayiomiee seuectso: Moserazona (ypoara Moioriapar

S1.72 mxr s repecuere Ha \/iouua;ona hypoar 50.00 yxr

Strength / Aosupopra

Date of Mfg. / laTa
TIPOH3BOACTBA

50 meg/dose /7 50 mkr/ao3a 05/2024

Dosage form /
Jlekapersennan gopma

Metered-dose nasal spray / Cnpeit

- . 0472026
Ha3aALHBIR 103HPOBAHHbIH

Date of Exp./ I'ogen no

Product code / Koa npoaykra

SRUO300071:040401F] Date of release / lata soinycka 31.05.2024

Batch No. / Cepua Ne

62,080 BOT/
(rrakonos

Qty. Released /

12240523
KosinuecTso Bbinyimexo

Mifg.License No. / JIutiensns na

Batch size / Pazmep cepuu 69.444 BOT / drakonon MNB/10/832

f1POU3BOACTBO (HOMeEp)
Inspection Lot NOL/ 040000526513 Mfg. License Date / JIunensust va 30/04/2020
PerucrpaunoHHblii HOMep aHaaH3A NpPoU3BOACTBO (1aTa)

. GMP Compliance certificate Date

Package size / ¥Ynaxoska 60 Doses / 60 103 / 18/06/2020

GMP ceprudukar (aata)

. GMP Compliance certificate No. / | GMP-

Market / Poinok Russia/ Pocens GMP CepTl?(bHKaT (Homep) 01556/20/IN
Reference Specification No. /
Crneunduxauusi roToBoro Reference STP No. / CITH Ne STP-CC-040947

NpoAyKTa Ne

SPC-CC-063691

APl name / Haumenosanne ADC

Mometasone Furoate Monohydrate/ API Batch No / ADC ce pust No

MPM-23422(IM-

MowmeraszoHa gypoara MOHOTHAPAT 01)-001
Manufactured by / Ilpoussoanrtens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
) PE3YJIBTATHI
16. | Package Size / YnakoBka | 60 doses of suspension in a high density polyethylene vial with a dosing device and a

high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
Ifo - 60 103 cycnensuy Bo  (akoHe H3 -[OJUITHACHA BbLICOKOH . [JIOTHOCTH ¢
HOBHPYIOLUHM YCTPOHCTBOM M KOANAYKOM M3 NOJSMITHIEHA BhicoKoH naorHocTu. [o |

(hnaxony Bmecte ¢ HHCTle\UHGH M0 MEAHLMHCKOMY NPUMEHEHUIO B NauKe KapTOHHOH

Any dewatxon/lncndent/OOS Non-applicable
OrriioHenns/gecooteTcTeus/O0C: He npUMEHMMO

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. JIT-Ne(001710)-(PI'-RU)-230123
market Authorization of Russia and submitted specification no. SPC- L( -063691. The batch processing,

analysis reviewed and found to be in compliance with GMP.”

3akn I0YeHHe O - COOTBETCTBHH:

HACcTOAILUNUM - TIOATBEPKAALO,

in
packaging and

4TO TNpeacTaBjcHHas BbILIC HHC])OpMaLLHH ABIACTCH

AocroBepiodl W TOYHON. JlanHad cepus Obina mponsBefieHa (BKIIOUAS YIAKOBKY/MApKMpOBKY ¥ KOHTPOIbL KadecTBa) Ha

YKQ3aHHOW  Bbllue

NPOM3BOACTBEHHOM

iowaake « - B. ‘TIOJHOM - .COOTBETCTBHMU - C Tpe()OBaHI/IﬂMI/I

Hannexauei

Upoussoncreennoit Tlpaktuxu (GMP) TOKaNLHBIX PEryIATOPHBIX OPTaHOB. U TPEOOBAHMAMY HOPMATHBHON AOKYMEHTaLHK
JII-Ne(001710)-(PT-RU)-230123 ana peinka Poccun u yreepxacHHol cneunpuxauueii No SPC-CC-063691. TIpoTokosnsl

MPOU3BOACTBA, YIIAKOBKHU 1 [TOKA3aTE/IH KayecTBa AaHHOMN CepuH ObLH NpOAHAJIUM3MPOBAHBL M CACJIAHO 3aKITIOUCHUE, UTO OHH |

COOTBETCTBYIOT Tpebopanuam Haanexamel Mpoussoacrsennol [paktuxu (GMP).

|

Checked By / TIposepu. Appro\/ed By / Onobpua

Signature / Hoanuce

Prepared By / IToaroToBu

L/j,/'

Date/ JlaTta

Sl oy 2oty

’1\\63”\ Uut\

g{ jV L/“’

Name / PUO

Suresh Kumar Amit Kumar Saini Sandeep Semwal

Designation /
HosmxHocTs

Executive -QA Manager-QA Sr. Manager - QA

FCM/QAN34/08.00



