 Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalaearh Road. Tehsil: Baddi,
Distt. Selan Himachal Pradesh 173205 - India
Phone: +91-1795 2493060 Fax: +91-1795 2493 1¢ email: elenmark@bom?2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A T'OTOBOIO NPOAYKTA

Page Lof 8/ Crp. L uz 8

Name of Product / MOMAT RINO
Haumenosanue npoaykunn MOMAT PHIO .
Generic name/ Mometasone Metered-dose Nasal Spray 30 meg/dose
Henarenropannoe naumenosaume Mowyerasoua cripeil HazaitbHbiT A03upoBanipil S0 MKr/1032
’ I dose of the spray contains: Active ingredient: Mometasoné Furoate Monohydrate 51.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 30.00 meg
Heiicrsywune semecrsa I aosa cupest conepmnr: achierpyminee seieerso: Momerazoua gypoata MoHoripar
) 51.72 mkr B niepecuere na Momerazona gypoar 50,00 mir
Strength / losnposxa 30 meg/dose / 50 mrr/n03a Date of Mfg. / lara npoussoncrsa 05/2024
E)l()s?ge‘ﬁ()n m/ i\/‘I.CTC,ICd—d«(,)%c vnasal ?})1 ay :/’(,npcu Date of Exp. / 'ogett 0 042026
Jlekapcersennas gopma Ha3bHLIH O3HPOBAHHLIH
Product code / Kon nponykra SRU030007E040401DK Date of release / lara soinycka 31.05.2024
Batch No. / Cepus Ne 12240545 Qty. Released / 27,040 BOT/
KoqnuecTso BuinyieHo (aaxonos
Batch size / Pasmep cepum 28.972 BOT / prakonos Mig.License No. / luuensun na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000526976 " Mfg. License Date / JIuuensus na 30/04/2020
PerucrpauuoHubiil HOMep aHAAH3A npou3BOACTBO (AAaTA)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia/ Poceus GMP CepTllld)MKaT (Homep) 01556/20/IN
Reference Specification No. / o STP-CC-
Creundurxaunsirorosoro SPC-CC-063688 Reference STP No. / CIIH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ : MFM-
API name / Haumenosanue AOC s . ; _{ API Batch No / A®C cepus Ne 23423(IM-01)-
Monerazona (ypoara MoHOrHApAT 001
Manufactured by / [lpoussoanrens | Aarti Pharmalabs Limited, India/ Aapra @apsanate Jumures, Miaus
Ne | TESTS/TNOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIbTATbI
1. | Description/ Onucanne | White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Ot ©Gemoro go nourn OGemoro usera ot | flouru denoro useTa
N0Jy PO3pauHON 10 HENpO3pa“HOi KOHCUETEHLMHM | HEHPO3PauHOH  KOHCHCTEHLIMH
rycTas CyclieH3us, IyCTasi CyCrneHs3us.

2. | Identification / UperTudurxauns

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

MomeTtasona ¢gypoart 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 yiepxuBanus 0CHOBHOro rmuka | peak in the chromatogram of
HA  XpomarorpaMme  WcmbITyemoro  pactsopa | standard preparation / Bpems
LOJDKHO COOTBETCTBOBATL BPEMCHM YACPKMBAHUS | YACDKHUBAHMS OCHOBHOIO IMHKA

OCHOBHOTO MHKA Ha XpOMaTorpaMMme CTaHIapTHOTO | Ha Xpomarorpamme
pactBopa  (cM.  pasnen  «KoJHUECTBEHHOE | MCIBITYEMOrO pacTBopa
onpeaeneHue). : COOTBETCTRYET BPEMEHHU
YAEPHHUBAHNA OCHOBHOIO NHKA
Ha Xpomarorpamme

CTAaHIAPTHOrO pacTeopa.

: Prepared By / Mloaroroua Checked By / Iposepu. App‘koved By / Opo6pua
Signature / Hoanuce ! \/g:% ML
pate Aara YJlzovg e (s LU ey
, \ }
Name / @O Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation /
eeighation Executive -QA © Manager-QA Sr. Manager - QA

JlosuocTn

FCM/QA054/08.00




Glenmark pharmaceuticals Lid

Vitlaee: Kishanpura, Baddi-Nalagarh Road, Tehsil: Baddi,

; “Diste Solan Mimachal Pradesh 173203, India
Phone: +91-1745 249500 Fax: +91-1795 2493 10 email: glenmark @bom?. vsnl net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIM3A TOTOBOIO IIPOJIVKTA

Page 208/ Crp. 2 u3 8

Name of Product /
Hanmenosanie npoayviuun

MOMAT RINO

Generic name/
HenareuroBanuoe HaHMeHOBAHHE

Mometasone Metered-dose Nasal Spray 30 meg/dose

Mowerasoia crpeft nasaasuplii qos3uposatueiii 30 MK/1032

Active Ingredients /
Heitereyomne Beniecrsa

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

calculated for Mometasone Furoate 50.00 mcg

I stoza CHPECS COUCPACHT! flCi‘iC'l'B_\'l()HlCC seneeTso: Moserazona (l)}'[)(’)‘d’l‘ﬂ MOHOPHAPaY

31.72 s » nepecuere na Mosmerazona gypoar 50.00 axr

Strength / To3u poBKa 50 meg/dose / 50 vmir/ao3a Date of Mfg. / lata npoussoacrsa 05/2024
Dosage form / Metered-dose nasal spray / Cripe#t . -
0Sage 10 cretedrahise fasal Spray ! Date of Exp. / T'ogen a0 0472026

Jlekapcreennas gopma

HA3AABLHBIA 03MPOBANIbIA

Product code / Koa npoaykra

SRUO30007:04040 1 DK

Date of release / /lata soinyceka

31.05.2024

Batch No. / Cepus Ne

12240545 Qty. Released /

Koanuecrso BuIinyweHo

27.040 BOT/
Bhitakonon

Batch size / Pa3smep cepuu

28.972 BOT / (prakonos

Mfg.License No. / JInuensus ua
NPoOU3IBOACTBO (HOMep)

MNB/10/832

Inspection Lot No./

Mfg. License Date / Jluuensus na

. 040000526976 30/04/2020
Peructpaunonnblii Homep anaausa MPOH3BOACTBO (naTa)
Package size / Ynakoska 120 Doses / 120 q03 (fMP Compliance certificate Date / | 18/06/2020
GMP ceprudukar (1ata) ‘
. GMP Compliance certificate No. / GMP-
o $S1¢ / Dy .
Marlket / Poisor ~ Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne b4094'4"
npoaykra Ne
Mom ‘Vt'm)ne Furoate Monohydrate/ MEM-
API name / Haumenosanue ADC ometas YA API Batch No / A®C cepus Ne 23423(JM-01)-
Momerasona Qypoara MOHOTHAPAT 001
Manufactured by / lpoussosurens | Aarti Pharmalabs Limited, India/ Aapru dapmanade Jivren, Muans
Ne | TESTS/HNOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3VYJIbTATbI

b) Benzalkonium chloride
/ beH3anKoOHHS XJOPH

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

and Ci in the chromatogram of the standard

solution (refer to Assay). / Ha xpomarorpamwme
HCHBITYEMOrO 'PACTBOPA AOMKHB! OOHAPYKHBATHCH

TIHKH, no BpeMeHaM yaepxuBanua | standard  solution. /  Ha

COOTBETCTBYIOLUUE [UKAM FOMONOTOB OEH3ANKOHUS | XPOMATOrPaMME  HCTTLITYEMOTO

xjpopuaa - Cix m Ci Ha  XpoMaTtorpamme | pacTBopa OOHAPYKHUBAIOTCS

CTAHJAPTHOTO pacTBopa {cMm. pasaesn | MKy, no BpPEMEHAM

«KonuuecTBEHHOE ONpEIeeHHEY ). VIAEPKHBAHMS

’ COOTBETCTRYIOIINE nHKam
rOMOJIOrOB OeH3aAKOHHA
xpopuna Cpp n Cpy wHa
XpOMATOrpaMMe  CTaHAapTHOTO
pacTsopa.

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

w

pH

From 4.30 t0 4,90/ O1 4,30 110 4,90

4.76 /4,76

4. | Density / [lnoTHocTh

From 0.950 to 1.050 g/cm? /
O1 0,950 5o 1,050 r/em?®

1.014 g/em? / 1,014 r/em?

S. | Viscosity / Bsiskocrn

From 30 to 130 ¢Ps/ Ot 30 no 130 cll3

44.2 cPs/44.2 cll3

Prepared By / [Toarotosna

Checked By / [Iposepua

Appr(‘ved By / Ono6puan
)

Signature / Moanucs /6',@ o, — -
Date / Jlata Zbﬂo;ﬁ“f Low) DU e {re s R\ \ |
Name / ®UO ’ '

Suresh Kumar

Amit Kumar Sainj

Sandeep Semwal

Designation /
JomHocTn

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: glenmarki@bom2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A 'OTOBOIO II POJIYKTA

Page 3 of 8/ Crp. 3 us 8

Name of Product /. MOMAT RINO
Hanmenosanue npoaykuun MOMAT PHHO
Generic name / ' Mometasone Metered-dose Nasal Spray 50 meg/dose
Henateutopamioe nanmenonanue Mowerazona chpeit Hasabupii 103uposaniptii 30 sx1v103a
: I'dose ol the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 30.00 meg
Aeiicrayomue semecrsa I awosa cupest coepait: seicrsyionee sereerno: Moserasouna (ypoara MOHOI'HparT
) 51.72 amwr B nepecuere na Momerasona gypoar 50.00 mrr o
Strength / osuposka 50 meg/dose /.50 mxr/no3a Date of Mfo. / Tara npoussoacrsa 0372024
Dosage tox m/ N Elhd df)sf 4n sal spray . Chpeit Date of Exp./ Foaen ao 04/2026
Jexapersennas popma HABAABULIH JI03MPOBAHH b
Product code / Koa npoayxra SRU030007E040401 DK Date of release / lata sbinycka 31.05.2024
Batch No. / Cepust Ne 12240545 Qty. Released / - 27.010 BOT/
KoauqecTso BLUTYIEHO piakoHoB
? i N V 4 IH
Batch size / Pasmep cepun 28.972 BOT / aakonos Mig.License No. /. Jluuensus ua MNB/10/832
NPOU3BOACTBO (HoMep)
. ¥ Y 1 >
Inspec.tlon Lot F\OL/ 040000526976 Mfg. License Date / Jluuensus na 30/04/2020
PerucrpaunoHdeiil HoMep anaau3a MPOM3BOACTBO (1aTa)
Package size / Y naxoska 120 Doses / 120 703 GMP Compliance certificate Date /| ¢/
GMP ceprudurar (nara)
. GMP Compliance certificate No. / GMP-
Qi D ey
Market / Pornox Russia / Poceus GMP ceprdurar (somep) 01556/20/IN
Reference Specification No. / C STP-CC-
Cneyudurxauus rorosoro SPC-CC-063688 Reference STP No. / CTIM Ne 2)40944”
npoaykra Ne
MFM-
APIname / HanmenoBanue ADC Momc'tdsonc ! umalﬁ Monoh} d dl%/ API Batch No / A®C cepusi Ne 23423(JM-01)-
Momerazona dpypoara MoHOrHAPaT 001
Manufactured by / Ipoussoaurenr | Aarti Pharmalabs Limited, India/ Aapru Dapmasnade Jlumuren, Unaus
Ne | TESTS/TNOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATIONS /
' PE3YJIbTATDI
6. | Osmolality / From 250 to 350 mOsm/Kg 292 mOsm/Kg
OemMonanbpHOCTD Ot 250 1o 350 mOcm/kr 292 MOcm/kr
7. | Net content / Macea Not less than 18 g/ He menee 18 r . 18.6 g/ 18,6r

conepARHuMoro gpiakona

8. | Number of deliveries per Not less than 120 doses (discard the first pumping) | 168 doses / 168 103

container / Kosmueerso - | / He menee 120 103 (He cuutas nepBHUHYIO
no3 POKayKYy)

9. | Pump delivery / Individual dose mass: from 85% to 115% of the Minimum / Munumym: 100.1%
Maceca no3ni theoretical dose mass / Maximum / Makcumym: 105.5%

MuausnayaneHan Macca nosst: o1 85 % 0 115 % Average / Cpennee: 102.8%
OT TEOPETHUYECKOH MACChl A03bI;

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

Cpennas macca 10361 01 90 % 5o 110 % ot
TEOPETHUECKOH MacChi 103bl

: e 0 ;
Prepared By / loarorosua Checked By / Iposepun Approv\@d By / OnoGpua

Signature / Moanuck TG , % =N

Date / lata A, i}ﬁ) j i) il og {202 L \\ tA ey

Name /®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal

Designation / . . .

NosspocTs Executive -QA S Manager-QA Sr. Manager - QA

FCM/QAD054/08.00




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Elenmark pharmaceuticals Lid
VillagerKishanpura, Baddi Nalagarh Road, Tehsil: Raddi,
Dist. Solan Himachal Pradesh 173203, India

CEPTHOUKAT AHAJIM3A TOTOBOTO NPOJIYKTA

Page 4 of 8/ Crp. 4113 8

Phone: +91-1795 249300 Fax: +91-1795 249310 emajl: glenmark{ebom?2. vsnl.net.in

Name of Product /
Haumenosaune npoaysuun

MOMAT RINO
MOMAT PHIIO

‘

Generic name /
Henarenrosaunoe HanMeHoBaRHe

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mosterasona cnpeit HasaibublH_ao3uposabii 50 Mrr/1o3a

Active Ingredients /
HeficTByioimne Bemecrsa

I'dosc of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
caleulated for Mometasone Furoate 30.00 meg
11038 CNpest COACPRIT: ACHCTBYIONICE BeecTso: MoMeTasona vpoara MOHOHAPaT
51.72 sr s nepecuere wa Momerasona dypoar 50,00 mr

. Strength / 1o3nposka 50 meg/dose / 30 mxa/a03a Date of Mfg. / lata npoussoacrsa 05/2024
Dosage form / Metered-dose nasal spray / Crpeii . .
& - © hasdl spray 7 Ly Date of Exp. / l'oaen ao 042026

Jlekapcrsennas gopma

HA3bHBIH A03HPOBAHH LI

Product code / Koa npoaykra

SRUG300071:04040 1 DK

Date of release / lara Buinycka

31.05.2024

Batch No. / Cepusi Ne

12240545

Qty. Released /
Koamdectso Bbinyumero

27,040 BOT/
pitaconos

Mfg.License No. / Jlnuensus na

Batch size / Pazmep cepun 28.972 BOT / ¢paaxonos MNB/10/832
NPOH3BOACTBO (Homep)
Inspection Lot NOL/ 040000526976 Mfg. License Date / JIuuensus na 30/04/2020
PerucrpaunoHubIii HOMep aHaIM3a NpPoH3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (1ara)
: "GMP Compliance certificate No. / GMP-
o D yverer
Market / Prisox Russia / Poceita GMP cepruduar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurkauns rorosoro SPC-CC-063688 Reference STP No. / CI1H Ne 640944’
npoayxra Ne
MFM-

API name / Haumenosanne A®C

Mometasone Furoate Monohydrate/
Moaerazona (ypoara MOHOrMAPAT

API Batch No / ADC cepus Ne

23423(IM-01)-
001

Manufactured by / Npoussoaurens

Aarti Pharmalabs Limited, India/ Aapru ®apmanabe Jumuren, Muaus

Ne | TESTS/IIOKA3ATEJIU

LIMITS / TPEBOBAHWs1

OBSERVATIONS /
PE3YJBLTATbBI

10. | Particle size /
Pasmep yacTun

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

Particles < 30pm in size: 100%

Yacrnu pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent
Yacruiibl pasMepom > 30 MKM — IOJKHBL

OTCYTCTBOBATH

100.0% / 100,0%

100.0% / 100,0%

Absent / OteyTeTByIOT

11." | Sedimentation Stability /
CegnveHTannoHHAs
YCTOHYUBOCTD

Not less than 5 min / He menee 5 mun,

Complies /

Cootsercrayer

Prepared By / [loarorosua

Checked By / IIposepu

',
Appro\(ed By / Onodpuan

Signature / Hoanuce /{{Kjw \/’;r\// %:3
Date / Aara Y f oi)v‘jlﬁh,«a? Uler [ 2r g A \ & S{" ’uu\

Name / ®UO

Suresh Kumar

Amit Kumar Saini

Sandeeb Semwal

Designation /
JloskHocTh

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 173205, India
Phone: #91-1795 249300 Fax: +91-1795 249310 email: elenmarkzaboin2. vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3A FOTOBOIO IPOJVKTA

Page Sof 8/ Crp.5u3 8

Name of Product / MOMAT RINO
Haumenosanue nponl\uuu MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
HenarenrosanHoe naumenosanne Moxerazona cupeit HazauaLunii A03upoBaHLii 50 MK/ 1032
b dose of the spray contains: Active ingredient; Momelasone Furoate Monohydrate $1.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
AefierByouue seutecTsa I 103a cripest coepuut: aeHeryioniee seiecto: MovMerazona (pypoara Monoruiapar
: 51.72 mxr B nepecuere na Momerasona dypoar 50.00 skt
Strength / losuposia 50 meg/dose / 30 amxr/inosa Date of Mfg. / lata npoussoacrsa 0572024
l?osagc ?()n m/ ],dk,“d df)?u 'n 15al spray / Cripei Date of Exp. / Fonen 0 042026
JlexaperBenuast popma HasBEH LI A03HPOBARN LI
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Bbinycka 31.05.2024
, ase 27.04 YT/
Batch No. / Cepus No 12240545 Qty. Released / 27.040 BOT/
Koaudecrso suinymeno tharaxonon
, icence N y
Batch size / Pazmep cepun 28.972 BOT / (paaxonos Mig.License No./ luuensits na MNIB/10/832
. : NpPOH3BOACTBO (HOMeD)
: 5 : ) :
Inspection Lot I\o.ﬂ/ 040000526976 Mfg. License Date / Tuuensus na 30/04/2020
Perncrpanmonnsiii Homep anaausa NpoH3BOACTBO (1aTa)
Package size / ¥ naxoska 120 Doses / 120 5103 GMP Compliance certificate Date /| o009
GMP ceprudurar (nara)
. GMP Compliance certificate No./ | GMP-
/] - o Q¢ Dy
Market / Puinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurxauus rotosoro SPC-CC-063688 Reference STP No. / CITH Ne 04094;1
npoaykra Ne
: . Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanue AOC - : | API Batch No / ADC cepun Ne 23423(IM-01)-
Mowmerazona Qypoara MOHOrMApaT 001
Manufactured by / lpoussomaureas | Aarti Pharmalabs Limited, India/ Aaptu Qapmanabe Jlumuren, Unaus
Ne | TESTS/MNOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
' PE3YJIbTATDI
12. | Impurities / Mpumecnu
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % .Not Detected/ He oGnapyxeno
ITpumecu § DM
Impurity DMC / Not more than 0.15 % / He 6onee 0,15 % ~ | Below LOQ /Husxe KO
Ipumecu DMC .
| . Not more than 0.20 % / He dosee 0.20 % 0.01%/0.01%
mpurity D/
Hpumecu D
Any individual unspecified Not more than 0.20 % / He 6onee 0,20 % 0.03%/ 0,03%
impurity / EqunsuHoi
HEWIEHTHPHINPOBAHHOIH
npuMecH
Total impurities / Not more than 0.60 % / He Gosaee 0,60 % . 10.10%/0,10%
CyMMbI ipumeceii
Prep’ared By/ Honromsu.u Checked By / TIposepua Approv%d By / Ono6pua
Signature / Hoxnuce cw ' \{’g)’/, M:%
Date / lata /; d,/wl,&? %l[ 5 2er l\\ g{\ 'l}“\
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / .
jlon:c:?:)cn Executlve‘ -QA Manager-QA Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura: Baddi Nalagarh Road; Tehsii; Baddi,
: Distt. Solan Himachal Pradesh 173205, India
FOI-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

Phone:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIM3A T'OTOBOIO MTPOJVKTA

Page 6 of 8/ Crp. 6138

Name of Product / MOMAT RINO
Hamvenosanue npoayxumn MOMAT PHIO
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
Henarenrosannoe Hanmenonanue Mowmerasona cipedi nasaasnit aosuposanislii 30 Mri7ao3a N
’ : ) I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 31.72 meg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
HeitcTyioue semecrsa 11032 cipen coepamT: AcHCrByIomee Beweerso: MoveTasola Gypoara MOorLpaT
3172 mxr s nepecuere na Mowverasoua dypoar 50,00 axr
Strength / losuposka S0 meg/dose / 30 mi/ao3a Date of Mfe. / laTa npowssoactsa 0572024
Dosage form / E\@tgrcd—d\gsc vnu.\‘al spray ’ Crnpeit Date of Exp. / Foaett o 042026
Jexkapcersennas popma HASAABHBIH A03HPOBAHN BN
Product code / Koa npoayxrta SRUO300071:04040 1 DK Date of release / /lara Boinycka - 31.05.2024
Batch No. / Cepust Ne 12240545 Qty. Released / 27040 BOT/
KoaunuecTso Bbinyimeno Paaxonon
Batch size / Pazmep cepuu 28,972 BOT / daakouon MigLicense No. / Jlunessua na MNB/10/832

NPOUZBOACTBO (HOMep)

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

o 040000526976 30/04/2020
PerueTpauHoHbIil HOMep aHAAH3A NPOoM3BOACTBO (1aTA)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020

GMP ceprudpurar (narta)
- GMP Compliance certificate No. / GMP-
Ao Deveses

Market / Poiox Russia/ Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-

Creunduxauun rotosoro SPC-CC-063688 Reference STP No. / CIIM Ne

040944”
npoaykra Ne 7
Mometasone Furoate Monohydrate/ MEM.-
API name / Haumenosauue AOC " e Y API Batch No / ADC cepus Ne 23423(IM-01)-
Moxerasona ¢ypoara MOHOTHApPAT 001
Manufactured by / Hpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu Qapmasabe Jlumuren, Mnaus
Ne | TESTS /ITOKA3ATEJIU LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJILTATDBI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hayano:

. R 5 O vials) ca oyl o an = 20% fi > average Rt
and Uniformity of from 10 vials) can deviate more than + 20% from the average Minimum / Musumym: 97%
value and not any dose can deviate more than = 25% from the . , o
Maximum / Maxcunmym: 104%

Delivered Dose / Cpennsist average value. The mean should not exceed + I35 % of label !
aocraBasiemMast 1032 u claim Mean / Cpejnee:100%
OAHOPOAHOCTL lvf ;”s/ 00 duscls dp;v(')iatc Imvore than £ 20% but not more than +
N N 25%, test another 20 vials.
AOCTABAAEMOH 2031 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 / Kouneu:
He Soaee 2 w3 20 203 (10 navansHbIxX 103 0 10 KOHC:IH[:IX 7103) Minimum / Munnmym: 97%
MOPYT HMETh OTKIOHCHHE OT CPEAHErO 3HAYCHHS O0Aee veM . R 1 haos
£20%. 1 MU oA A03a We AoMKHa nyeth oTkiomcnwe or | Maximum/ Makcumym:103%
CpeAHCro sHaueHus Sodee yem =25 % Cpeauee sHatexie ve | Mean / Cpennee: 100%
HAOMKHO Tipesbinath + 15 % o1 3assaennoro.
Lenn o1 3 10 6 2103 uneioT orkaoHenus Soaee uem £ 20 Y%, Ho
MCHEE HEM + 25 %, TO HCIBITLIBAIOT Cacayiolue 20 prakoHos.
He Gonee 6 113 60 103 MOTYT UMETH OTKIOHCHHE OT CPEAHEro
3HadeHns Sonee yewm + 20 %, W MK 0HA 1033 HE JOHKHA UMETD
OTKAOHCHHE OT CPEAHCTO 3HAdYeHHA Qonee veM + 25 %, Cpeance
SHAYCHHE KAWA0T0 ONPEAETEHHA HE A0DKHO Mpesbiuars = 15 %
OT 3a1BACHHOTO.

]
Prepared By / Tloarotosu Checked By / ITposepun Appro\ed By / Ono6pun

Signature / Noanucey ///%M » VB’/ i
Date 2iorhe] I Py TR

| ‘ : f
Name/®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / ] . N ‘
JomxHocTs Executive -QA Manager-QA Sr. Manager - QA

FCM/QA034/08.00




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: elenmarkiabom2.vsnLnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A I'OTOBOYO HPOJIVKTA

Page 70f8/Crp. 7u3 §

Name of Product/ MOMAT RINO
Hanmenosauue npoayrus MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenroBannoe nanmenosanue Monerazona cripeit nazsaibpHbI A03HpoBanLIE 30 vk iosa
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
AeiicTyrone sewecrsa 1 103 enpes copepirnt: seficrsytonee seuecrso: Moseraszoua Qypoarta MOUOrHpar
) 51,72 mir B riepecuere Ha Monerasoua Qypoar 30.00 smkr
Strength / Jlosuposra 50 meg/dose / 50 mxr/iaosa Date of Mfg. / Jara upoussoacrsa 05/2024
¥ : Metered-dose nasal spray / Cripeit . . :
l?osage fi()l m/ M,uk.l ed d‘(’)\b nasal spray w( npeit Date of Exp. / Fogert 110 042026
Jexapersennas gopma HA3AbHBIH 103HPOBAHHLIH
Product code / Kon npoaykra SRUO03000712040401 DK Date of release / lara sbinyeka 31.05.2024
; ) 27.0): T/
Batch No. / Cepust Ne 12240545 Qty. Released / 27.040 BOT
Koauectpo Buinymeno (1akoHOB
. ) 5 o - o Mfg.License No. / Jinuensus na ) ; -
Batch size / Pasmep cepun 28,972 BOT / duakonos MNRB/10/832
Npou3BoAcTBO (HoMep)
lnspectwn Lot No.“/ 040000526976 Mfg. License Date / Jluuensust ua - 30/04/2020
PerucrpaunonHsiii HoMep anaausa NPoH3BOACTBO (1aTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date /| 14,07
GMP ceprunduxar (zara)
: GMP Compliance certificate No. / GMP-
L Dy
Market / Puinok Russia / Poceus GMP ceprugurar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
CrieunpuKauus rotTosoro SPC-CC-063688 Reference STP No./ CITH Ne 2)40944”
npoayKTa Ne :
Mometasone Furoate Monohydrate/ , MFM-
API name / Haumenoanue A®C ' T API Batch No / A®C cepust Ne 23423(JM-01)-
MowmeTtazona ¢ypoara MOHOTHAPAT 001
Manufactured by / Tipoussopurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanace JTuvurea, Unans
Ne | TESTS/IIOKA3ATEJIUN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATBI
14 | Microbiological Purity / Mukpo6uojoraueckass 4ucToTa
Total aerobic microbial Not more than 10? cfu per Iml of the product / He Less than 10 cfu/ml /
count / Odwee yueno Sonee 10° KOE & 1 mn npenapara Menee 10 KOE/mn
a’pOOHBIX ) ) : ’
MUKPOOPTraHH3IMOB _
Total yeast and moulds Not more than 10! cfu per I m! of the product / He | Less than 10 cfu/ml/
count / Ob1uee qucio ponee 10' KOE 8 1 mn npenapara Menee 10 KOE/Ma
IPOKKEBBIX 1 [UIECHEBLIX .
rpudoB
Pseudomonas aeruginosa Absence per 1 ml of the product / Oteytetsue 8 1 Absent / OtcyTterByer
’ MJI nipenapara ‘
Staphylococcus aureus Absence per 1 mi of the product / OrcyteTaue B 1 Absent / Otcyrersyer
: MJI Tipenapara '
15. | Assay / KoanuecTBeHHoe onipeaesienne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 97.7%/ 97,7%
MowmeTtazoHa dypoart 85,0 % 10 115,0 % ot 3a4BIC€HHOTO COBEpKaHHs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 92.5% 92,5%
bensankoHus xyiopua 80,0 % no 120,() % OT 3adBNEHHOIO COoAePKaHUs
]
Prepared By / lloarorosua Checked By / Tposepua Appro\ed By / OnoGpuan
Signature / [Toanuce T - g '
& Cﬁiﬂﬂ*‘“"ww - (.
Date / JaTa ‘ A A YU e, 3 o
A P I/ J / LoV [esTaery _Z,\\ 641 v L\’
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / '
}Iomiuocn, Executive -QA Manager-QA Sr. Manager - QA

FCM/QAQ54/08.00




Glenmark pharmaceuticals Lid
Village: Kishanpura: Baddi Nalagarh Road; Tehsil: Baddi,
Dist Solan Himachal Pradesh 173203, India ;
Phone: #91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHORUKAT AHAJIM3A TOTOBOIO IPOJAYKTA

Page 8 of 8/ Crp. 8 u3 8

Name of Product/ MOMAT RINO
Hanmenosanue npoayxiun MOMAT PHHO
Generic name/ . Mometasone Metered-dose Nasal Spray 50.meg/dose
HenarenTosannoe nanmenoBanue Mowerasona cnpeil Basaibubii qosuposaninti 50 MK/ 103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohvdrate 51.72 meg as
Active Ingredients / caleulated for Mometasone Furoate 530.00 meg
HeitcTByromine setecrsa I so3a cupes coacpaut: siciicrsyiontee Benectso: Mosverazona dypoara MOHOIMApaT
: 5172 mkr i nepecuete va Moserasouna gypoar 50,00 sixr
Strength / lo3zuposka 30 meg/dose 7 50 axrinosa Date of Mfg. / Jara npoussoacrsa 0572024
Dosage ‘i‘orm / l\f‘lglgrcd-df),sp 'nusul spray Cripe# Date of Exp. / Costen 110 042026
Jexapersennasi gpopma HA3AABLHBLIA J03HPORAHILLIH :
Product code / Kon npoaykra SRUO3000712040401DK Date of release / lara Bbinyeka 31.05.2024
- <4z /. 3 27.0¢ 1/
Batch No. / Cepun No 12240545 Qty. Released / 7,049 BO1
KoauuecrBo BbinyuieHo iakoHoB
i i ’ 151 M )
Batch size / Pazmep cepun 28.972 BOT 7 ¢paakonor Miz.License No./Jluensua na MNB/10/832
NPOU3BOACTBO (HoMep)
. . | M £
Inspection Lot N’L/ 040000526976 Mfg. License Date / Jluuensnn na 30/04/2020
PerucrpaunoHuelii HoMep aHaan3a MPOU3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 a03 GMP Compliance cerfificate Date / 18/06/2020
GMP ceprudukar (aara)
, . GMP Compliance certificate No. / GMP-
. scia / Poce
Market / Prinox | Russia/ Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneuuguKauus roroBoro SPC-CC-063688 Reference STP No./ CHIH Ne 04094'4'
npoaykra Ne ‘ )
Mometasone Furoate Monohydrate/ ; | MFM-
API name / Haumenosanue A®C o ) - API Batch No / A®C cepus Ne 23423(IM-01)-
, Mowerazona (ypoara MOHOTHApPAT 001
Manufactured by / Tlpoussoanrens | Aarti Pharmalabs Limited, India/ Aapru @apmanabe Jlmuren, Mnaus
Ne | TESTS/HOKA3ATEJH LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJIbTATLI

16. | Package Size / Ynakoska 120 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. /
[To 120 no3 cycnensuu Bo (uWIaKOHE M3 NOJMITHAEHA BLICOKOH TIIOTHOCTH ¢
JOBHPYIOWIMM YCTPOHCTBOM M KOJIIIAYKOM U3 MOJHITUACHA BBICOKOH rutoTHOCTH. T1o |

(i)ﬂ'dKO}ly BMECTEC C !/IHCTP)/KUHEX‘;! 10 MEAHUMHCKOMY IIPUMCHCHHIO B [1aUKe KapTOHH()lva

Any deviation/Incident/OOS: Non-applicable
Orkaonenus/necooreTcTBHA/QOC: He NpUMeHHMO

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(001710)-(PT-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.”

3aKioueHNe 0 COOTBETCTBHH: HACTOAMMM [OATBEPXNAIO, YTO MpPENCTAaBIEHHAs Bbie WHPOPMALMA  ABISETCA
AIOCTOBEPHOH ¥ TOUHOH. [laHHasi cepus Oblia npousBedeHa (BKIIOUAS YNAKOBKY/MapkvpOBKY M KOHTPOJb KauecTBa) Ha
YKA3aHHOH  Bbllie  MPOU3BOACTBEHHON IJONIAAKE B TOJHOM  COOTBETCTBHH ¢  TpebosaHuamy  Hamexawelt
Hpowussoncrsentoit Ipaktukn (GMP) nokanbHbIX peryisTOpHbIX OPraHOB W TPeOGOBAHUAMU HOPMATHBHOM HOKYMEHTALMH
JII-Ne(001710)-(PT-RU)-230123 "nsist poinka Poccun u yTeepxkieHHoH cnemupnkauueit No SPC-CC-063688. TTpoTOKObI
NPOU3BOACTBA, YNAKOBKY U TIOKA3ATENM KAYECTBA AAHHON CepHH ObLIM NPOAHAIM3NPOBAHE! U CAENANO0 3aKTIOUEHHE, YTO OHH
COOTBETCTBYIOT Tpebosanuam Hamnexaueii [poussonctsentoit [Tpaxtuxu (GMP).

i
Prepared By / IloaroTosun Checked By / ITposepus Appro&ed By / Ono6pua
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Signature / Tloanuck o %’ N
Date / Aara Ren A s o, EALGAN T
Name/ (D“Q Suresh Kumar Amit Kumar Saini o Sandeep Semwal
Designation / . . . .
TlomKHoOCTS Executive -QA Manager-QA Sr. Manager - QA
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