Glenmark pharmaceuticals Ltd
Village: Kishanpura: Baddi Nalagarh Road, Tehsil: Baddi,
Driste. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom2, vsil.net.in

CERTIFICATE OF ANALYSIS FOR FIN ISHED PROBUCT
CEPTHOUKAT AHAJIM3A I'OTOBOI'O ITPOJAVKT A

Page Lof 8/Crp. 1 u3 8

Name of Product / - MOMAT RINO
Haumenosanue npoaykumn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenarenToBauHoe HauMenobanue Moserasona cnpeil Ha3aabLULI A03MpoBaHHbLIA 50 MKI/103a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / | caleulated for Mometasone Furoate 50.00 meg
HeficTByoue sewecrsa -1 1 aosa cupes coaepaut: AelicrByionice seiectso: Moserazoua (ypoara MoHOTHAPAT

31.72 mxr 8 nepecuere na Momerazona Qypoar 50,00 axr

Date of Mfg. / lara

Strength / losuposka 50 meg/dose / 50 mr1/i03a 05/2024

NPOU3BOACTBA
. e Metered-dose nasal sprav i

lzosage form / hr,lLvlLd d‘(‘)sc 'n 1sal spray i( npei Date of Exp. / Iozen 210 042026

Jlekapcreenuan dgopma HA3AABHBLIA 103UPOBAHH LI

Product code / Koa npoayxra SRUO30007E040401E) Date of release / lara suinycka 31.05.2024

Batch No. / Cepm N 12240528 Qty. Released / " 64.000 BOT/
Koaunuecrso Buinyumeno . (hiraxoHOB

Batch size / Pazmep cepun 69.444 BOT / ¢pnakonos Mig.License No. / Jlunessus na MNB/10/832

NPOH3BOACTBO (HOMep)

Inspection Lot No. / Mfg. License Date / Jluuensns ua

. 040000526684 30/04/2020
PerucTpauuonublit HoMep aHaansa MPOH3BOACTBO (1aTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 ' / 18/06/2020
GMP ceptudukar (aara)
Market / Puinok Russia / Poceus GMP Compliance certificate No./ | GMP-

GMP ceprudmkar (nomep) 01556/20/IN

Reference Specification No. / :
Cneundurauus rorosoro SPC-CC-063691 Reference STP No. / CTTHA Ne STP-CC-040947
npoayxra Ne

Mometasone Furoate Monohydrate/ MFM-23423(IM-

API name / Haumenosanne AGC API Batch No / ADC cepus Ne

Monerazona ypoara MoHoruapaT 01)-001

Manufactured by / lpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmanade Jlumuren, Maaus

Ne | TESTS/IIOKA3ATEJHU LIMITS / TPEBOBAHUSA OBSERVATIONS /

PE3YJBbTATBI

1. | Description / Ouucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-transparent consistency. / | non-transparent consistency. /
Or oGegoro gpo woutu OGesoro  usera otT | [Tourn Genoro uBeTa
NOMYTPO3PAYHOI 10 HENPO3PAUHOI KOHCHCTEHLMH HETIPO3PauHOf  KOHCUCTEHIIMH
rycrasi CycneHsus, rycTas CyCcrneH3Hs.

2. Identification / Unentudpuranus

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

MowmeTaszona Qpypoar 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 yaepuBaHus 0CHOBHOrO nuka | peak in the chromatogram of
Ha  XpomarorpaMMe  uchmITYeMoro - pactsopa | standard preparation / Bpewms
JOJKHO COOTBETCTBOBATL. BPEMEHU YIUEPHMKHBAHUS | YIACPKUBAHUA OCHOBHOTO NMKa

OCHOBHOI'O fIHKa Ha XpomaTorpaMme CTaHAapPTHOIo | Ha Xpomarorpamme
pacTtBopa (CM. pasaen «KoauuectsentHoe HCIILITYCMOrO pacTBOpa
()HpCHCHBHMG»). ) . COOTBCTCTBYET BpEMEHU
YACPXKUBAHUg OCHOBHOTO MIMKaA
Ha XpoMmarorpamme

CTAHAAPTHOIO pacTaopa.

Prepared By / Ifoarorosua Checked By / ITposepus Approded By / Ono6pua
Signature / Ioanue e -
gnatur b Py \’ » | uki/‘/ .
Date / Nata 2 \p g”"i’@«ﬁ’mj il ’f( 2oy hEY \ S 'Lg’ui\
Name / O Suresh Kumar Amit Kumar Saini Sandeep Semwal
Desi o7 -
esignation Executive -QA Manager-QA ; Sr. Manager - QA

Hoasknocrs

FCM/QA054/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIM3A T'OTOBOTO ITPOJIVKTA
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. Name of Product /
| Hannvenosanue npoaykuin

MOMAT RINO
MOMAT PHIHO

Generic name /
Henarenrosannoe HauMeHoBaHe

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmeraszona criped HazaibHLI 1o3uposaninit 50 M1/103a

Active Ingredients /
Aeiicrsyome semtecrsa

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

caleulated for Mometasone Furoate 30.00 meg

I nosa enpes copepamr: ieiicrayioniee senectso: Momerasona Gypoara MoOHOPMApaT

31,72 mxr B niepecuere na Mosmerasona dypoar 50,00 mxr

Date of Mfg. / dara

Strength / Josuposka 50 meg/dose 7 50 mrr/a03a 0572024
’ POH3BOJACTRA
age for Metered-dose nasal spray / Cripeit . s
Dosage form / Metered-dose nasal spray / Cripeit Date of Exp. / Foen 10 0472026

Jexapersennas popma

HA3WILHLIA 103HPOBAHHbI

Product code / Koa npoayxra

SRUO30007E040401E)

Date of release / lara Bbinycka

31.05.2024

Qty. Released /

64,000 BOT/

Batch No. / Cepusi Ne 12240528 i
Konunuecrso peinyieno (axonon
H J BY? .
Batch size / Pasmep cepuu 69.444 BOT / axorios Mig.License No. / luuensust #a |y 51 /937
TIPOU3BOACTBO (HoMep)
Inspection Lot NOL/ o 040000526684 Mfg. License Date / JIuuensus va 30/04/2020
Perucrpaunonnsiii HoMep aHanau3a NPOM3BOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 103 / ' 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No. / | GMP-
. SGQ Dy
Market / Pbinox Russia/ Poccus GMP ceprudukar (omep) 01556/20/IN

Reference Specification No. /
Creuugukauus roTosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITU Ne

STP-CC-040947

APl name / HaumenoBanue A®C

Mometasone Furoate Monohydrate/

API Batch No / ADC cepus Ne

MFM-23423(IM-

MoxeTasoua gypoara MOHOTHIpAT 01)-001
Manufactured by / Dpoussoanresns | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Hinus
Ne | TESTS/TNIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS /
' PE3YJbTATBI

b) Benzalkonium chloride
/ BeH3aNKOHHA XJIOPHA

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chioride homologues Cj2
and Cyy in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCHBLITYEMOTO PacTBOPA JOJBKHbBI OOHapYKUBATLCS

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ci» and
Cy4 in the chromatogram of the

THKH, o BpEeMEHaM yviaepxusanus | standard  solution. /  Ha
COOTBETCTBYIOLIHE NMKAM FOMOJIOTOB OEH3ANKOHUS | XPOMATOrpamMMe  HCIILITYEMOIO
xnopuga  Cip w Ciy Ha  XpoMatorpamme | pacTsopa 00HAPYKUBAIOTCS
CTaHIapTHOrO pacTeopa (cMm. pasgen | Iuky, 1o BpEeMeHaM
«KonuyecTseHHOR ONpeIeacHueY). YACPKUBAHHKA
COOTBETCTBYIOLIHE THKam
rOMOJIOrOB OeH3anKkoHUs
xjopuga Ciz om Gy Ha
XpoMarorpaMme CTaHAAPTHOrO
pacTsopa.
3. | pH From 4.30 10 4.90/ O1 4,30 o 4,90 4.70 /4,70

4. | Density / IlnorHocts

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

1.008 g/cm®/ 1,008 r/em®

5. | Viscosity / BstskocTn

From 30 to 130 ¢Ps /Ot 30 no 130 cllz

45.0 ¢Ps /45,0 cll3

i :

Checked By / IIposepua

Signature / [loanuce

Prepared By / lloarorosun

7

Apprm\ed By / Ono6pun
3

Rummocy

Date/ lara

lbl l QJ’{ Zﬂw l)*'l

Name / ®HO

2] o 5 f,‘} L”‘)

Suresh Kumar

Amit Kl{mar Saini

20\ 80 1y

Sandeep Semwal -

Designation /

HoamHocTn

Executive -QA Manager-QA

Sr. Manager - QA

FCM/QA054/08.00




Glenmark pharmaceuticals Ltd

Villager Kishanpura, Baddi Nala

carh Road, Tehsil: Baddi,

Distt, - Solan Himachal Pradesh 173203, India

Phone: +91-1793 249300 Fax: +91-1795 249310 email; glenmark@bom2.vsnlnet.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3ATOTOBOI'O IPOAYKTA
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Name of Product/
Haumenosanue npoayKuny

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenroBanuoe HauMenopanie

Mometasone Metered-dose Nasal Spray 30 meg/dose
Mosmcrasona cripeit Hasaiapunii 103uposannbiii 50 Mx1/103a

Active Ingredients /
Aeficreyromne Bemecrsa

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

calculated for Mometasone Furoate 30.00 mcg

1 qosa enpes cogepaut: AcHersylomee senectso: Momerasona (ypoara MoBoruiapar

5172 mxr B niepecdere na Monverazona gypoar 30,00 mxr

Strength / Jloznpopka

50 meg/dose / 50 mxr/aosza

Date of Mfg. / lata
NPOH3BOACTBA

05/2024

Dosage form /
Jlekapereennan dopma

Metered-dose nasal spray / Cripeii
Ha3aAbHBLI A03HPOBAHHLIHA

Date of Exp./ Fogen ao

04/2026

Product code / Koa npoaykra

SRUO3000712040401E)

Date of release / /lara suinycka

31.05.2024

Qty. Refeased /

64.000 BOT/

Batch No. / Cepust Ne 12240528
Koan4ecTBo BbINYHEHO (ps1akoHOB
Batch size / Pasmep cepun 69,444 BOT / ¢pnakonos Mig.License No. / Tuuensun na MNB/10/832
POH3BOACTBO (HOMeP)
. 1 /3 N ] £
Inspection Lot 1\0.0/ 040000526684 Mfg. License Date / JAnuensus na 30/04/2020
Perucrpaunonssiii Homep ananusa nNpoU3BOACTBO (1aTAa)
GMP Compliance certificate Date
Package size'/ ¥ nakoska 60 Doses /60 no3 / ‘ 18/06/2020
GMP ceprudukar (aarta)
. ) GMP Compliance certificate No./ | GMP-
cQle Dy
Market / Poisox Russia / Pocens GMP cepruduicar (somep) 01556/20/IN

Reference Specification No. /
Creundukauns rorosoro
npoaykra Ne

SPC-CC-063691

Reference STP No. / CITH Ne

STP-CC-040947

APl name / Haumenosanue A®C

Mometasone Furoate Monohydrate/
Mowmerazona pypoara MOHOIHApAT

API Batch No / A®C cepusi Ne

MFM-23423 (M-
01)-001

Manufactured by / IlpouzsoauTens

Aarti Pharmalabs Limited, India/ Aapru @apmanadce Jumuren, Muaus

Ne 1 TESTS / ITOKA3ATEJIU

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJIBTATBI

6. | Osmolality /
OcMONAABLHOCTE

From 250 to 350 mOsm/Kg
Ot 250 no 350 mOcm/kr

3 mOsm/Kg
93 mOcm/Kr

7. Net content / Macca
COAEPKUMOTo (PJIaKoHA

Not less than 9 g/ He mMesee 9 ¢

8. | Number of deliveries per
container / Koanyecrso
103

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuuTasg NEPBHUHYIO

NIPOKAYKY)

71 doses / 71

A03

9. | Pump delivery/
Macca g0361

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

theoretical dose mass /

Wnnusunyanbnas macca a03bl: 0T 85 % a0 115 %

oT Teopemqecxoﬁ MacCChl A03bl;

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

the theoretical mass of the dose /

Cpenuss macca 10361 01 90 % 1o 110 % ot

Teopemt{ecxoﬁ MacCChbl 103b1

Minimum / Munumym: 100.0%
Maximum / Makcumym:106.0%
Average./ Cpennee: 102.1%

Prepared By / Hoarorosus

Checked By / Ilposepun

Signature / Iloanucey

¥
e

'
Approve‘é By / Onobpua
s )

[ A—

Date / laTa

B(os v

Bley] iy

2 e

Name / PO

Suresh Kumar

Amit Kumar Saini

Sandeep Semwal

Designation /
JLoIKHOCTE

Executive -QA

Manager-QA

Sr. Manager - QA

FCM/QA034/08.00




Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalaearh Road. Tehsil: Baddi.
Distt. Sotan Himachal Pradesh 173205, India : :
Phone: +91-1795 249300 Fax: 191-1795 249310 email: glenmark{@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HKAT AHAJIM3A FOTOBOIO MPOJIVKTA
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Name of Product/ MOMAT RINO
- Haumenosanne npogyxunn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
Henarenrosannoe HaumeHoBanue Monerasona enpeit nasainubii Aosuposanusii 30 Mr1/1034
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
Heitersylowmne seuecTna I 1o3a cipes copepmur: eiicriyionice seneerso: Momerasona (ypoara MOHOTHAPAT

51,72 mkr B nepecuere na Moserasona gypoar 50,00 mxr

Date of Mfg. / lata

Strength / Jo3uposka 50 meg/dose / 50 mrr/ao3a 05/2024

NPOH3BOACTBA
os oOr stered-dose nasal sprav / Criped )

Dosjlge form/ f\/l%.lL'ILd df,)%‘“ _n 1sal spray U( npeif Date of Exp. / Tozen 0 04/2026

Jexapersennas dopma HA3AALH BT J103HPOBAHHLIIH

Product code / Koa npoaykra SRUO300071204040112] Date of release / lata Bbinycka 31.05.2024

Batch No. / Cepus N 12240528 Qty. Released / 64000 BOT/
KonunuecrBo Boinymeno (paaxonon

Batch size / Pasmep cepun 69.444 BOT / aaxonion - Mig.License No. / Jluuensusi ua | i1 /035

npoH3IBOACTBO (HoMep)
Mf{g. License Date / Jluuensus na

Inspection Lot No. /

. 040000326684 30/04/2020
Perucrpaunonublil HoMep aHaausa NpoU3BOACTBO (aTa)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
' GMP ceprudurar (nara)
. GMP Compliance certificate No. / | GMP-
Market / Prinok ‘| Russia/Poceus GMP cepTl?(buKaT (Homep) 01556/20/IN

Reference Specification No. /
Cnenndukauns rorosoro SPC-CC-063691 Reference STP No./ CIIU Ne STP-CC-040947
npoaykra Ne

Mometasone Furoate Monohydrate/ MFM-23423(IM-

APl name / Haumenosanne AGC API Batch No / ADC cepus Ne

Mowmerasona ypoara Monorupar 01)-001
Manufactured by / Ilpounssoaurens | Aarti Pharmalabs Limited, India/ Aapru Qapmanabe Jlumuresn, Vnjus
Ne | TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
‘ PE3YJIbTATDHI
10. | Particle size / Particles < 10um in size: Not less than 90% 100.0% / 100,0%
Paszmep uactuu Yacruu pazmepom < 10 MM — He MeHee 90 %;
1 Partieles <30pm in size: 100% : 100.0% / 100,0%
Hacrun pasmepom < 30 mrm — 100 %
Particles > 30um in size: Should be absent Absent / OTCyTCTBYIOT
YacTuuet pasmepom > 30 MM — J10D/KHb
OTCYTCTBOBATH
I1. | Sedimentation Stability / Not less than 5 min / He menee 5 My, Complies /
CeguMeHTaHHOHHAS ‘ CootBercTByeT
YCTOHYHBOCTDH
i
Prepared By / Iloarorosua Checked By / lposepua - Appro&ed By / Onobpua
i — F O -
Signature / Hoanuce (:,:igifww | L/’\‘ﬁ_y ‘ R
Date/ lata 3ilp slzey XL P W\ ey iy
7
Name/ ®1O Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / . N ’
JomRHocTS 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: elenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUGHKAT AHAJIU3A TOTOBOIO IMTPOAYKTA

Page 50f8/Crp.5u3 8

| Name of Product /
Haumenosanue npoayxiin

MOMAT RINO
MOMAT PUHO

Generic name /
HenarenTosannoe Hanmenosanue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Moaerazona cupeil Hasaapibi 1031 poBanuLlii 50 Mkr/a03a

Active Ingredients /
HeiterBylomie semecrsa

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

calculated for Mometasone Furoate 50.00 meg

Faosa cipes coaepaur: ieiiersyioniee setectiso: Moamerasona gypoara MOHOPHAPAT

31.72 sxa B nepecuere va Monverasona Qypoar 50,00 akr

Strength / losuposka

Date of Mfg. / Aara

50 meg/dose / 50 mxr/ao3a
npoH3BoaACTBA

05/2024

Dosage form /
Jlekapersennan gopma

Metered-dose nasal spray / Cripeid
HA3AALI LI A03UPOBAHHLIH

Date of Exp. / Togen 10

0472026

Product code / Kox npoayxra

SRUO30007E040401E]

Date of release / lata Buinycka

31.05.2024

Batch No. / Cepun Ne

12240528 Qty. Released /

Koaunuecrso el NyuieHo

64,000 BOT /
(urakonon

Mig.License No. / Jluuensus na

Batch size / Pazmep cepun 69,444 BOT / ¢aaxouos MNB/10/832
NPOH3IBOACTBO (HOMep)

Inspection Lot.No.v/ 040000326684 Mfg. License Date / Jlnuensus na 30/04/2020

Peructpaunonnsiii Homep anaamsa POU3BOACTBO (1aTa)
GMP Compliance certificate Date

Package size / Ynakoska 60 Doses / 60 03 / 18/06/2020
GMP ceprudurar (aata)

. GMP Compliance certificate No. / | GMP-
- QQTY Do
Market / Poinox Russia/ Poccus GMP cepruduicat (Homep) 01556/20/IN

Reference Specification No. /
Cnenndukauns rorosoro
npoayxkra Ne

SPC-CC-063691

Reference STP No. / CIIH Ne

STP-CC-040947

API name/ Haumenosanue ADC

Mometasone Furoate Monohydrate/

API Batch No / A®C cepusa Ne

MFM-23423(JM-

Monmetasona dypoara MOHOPHIpAT 01)-001
Manufactured by / Ipoussogutean | Aarti Pharmalabs Limited, India/ Aapru Papmanabe Jlumuren, Unaus
Ne | TESTS/TIOKA3ATEJIU LIMITS / TPEBOBAHMSA OBSERVATIONS /
PE3YJbTATDI

12. | Impurities / [pumecu

Impurity 8 DM /
Hpumecu 8 DM

Impurity DMC /
Mpumecu DMC

Impurity D/
[Tpumecu D

Any individual unspecified
impurity / Eausnanoii
HEMACHTHHULHPOBAHHOTH
ApUMeCH

Total impurities /
CyMMBI nTpumMeceit

Not more than 0.15 %/ He Gosee 0,135 %
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 6onee 0,60 %

Not Detected/ He obnapysxeHo
Not Detected/ He obHapyxeno

0.01%/0,01%

0.03%/ 0,03%

0.11%/0,11%

Checked By / Ilposepua

Prepared By / nOJII‘OTOBH.ﬂ

R :
Appro\ed By / Ono6pua

Signature / Moanues *;g;.“m (/\’4\/, =
Date./ flaxs _loyhan RIS s
Name / ®UO d !

Suresh Kumar

Amit Kumar Saini

Sandeep Semwal

Designation /
HosxHocTs

Executive -QA

Manager-QA

Sr. Manager - QA

FCM/QA034/08.00




Glenmark pharmaceuntieals Lid
VillagerKishanpura - Baddi Nalagarh Road. Tehsil: Baddi
I:

’ Distt, Solan Himachal Pradesh 173205, India
Phone: +91-1793 249300 Fax: +91-1793 2495 1()’ emal '>lu1mai Kiwbom2. vsnlnetin

(fERTiFICA'I‘E OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3A TOTOBOIO [TPOJIVKTA

Page 6 of 8 / Crp. 6 13 8

Name of Product/ - MOMAT RINO
Haunenosanne npoaykunn MOMAT PHHO ‘
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
Henarenrosanuoe Hanmenosanue Mosterazona cnipeii HasgabULI A03upoBaniLIi 50 Mxr/a03a
i 1 dose of the spray contains; Active ingredient: Mometasone Furoate Monohydrate 51 7? meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 nicg
Aelicrsyioiiie Bemiecrna 1 o3a cupen coaepamr: aciicrsyiomes senecriso: Mosmerasota gypoara MONOTHAPAT

S1.72 mxr m nepecuere ia Moserazona Qypoar 50,00 Mir

Date of Mfg./ lara

Strength / do3uposka 50 meg/dose / 50 mxr/aoza 0572024
, nPOM3BOACTBA
sage for : Metered-dose nasal spray / Cripeii - - ,
Dosage tgr m/ ( lulgui d‘f,\'\. nasal spray (‘( 1peit Date of Exp. / Foen a0 0472026
Jexapersennasn gopma HA38TLHBI JIO3HPOBAHH LI
Product code / Koa npoaykra SRUO30007E0404011] Date of release / lara Bbinycka 31.05.2024,
< 2 64,000 BOT/
Batch No./ Cepust No. 12240528 Qty. Released / 04.000 BO]
' Koandecrso sbinyuieno (iaxoHoB
Batch size / Pasmep cepun 69.444 BOT / ¢pnaxonon MigLicense No. / Jluuensus na MNB/10/832

NPOU3BOACTBO (HOMep)

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

L 040000526684 30/04/2020
Perncrpaunounpiii Homep anaausa APON3BOACTRO (AaTA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 nos / - 18/06/2020
GMP ceptuduxar (narta)
Market / Prtnos Russia / Poceus GMP Compliance certificate No./ | GMP-

GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. / ‘
CrieunpuKauus reTosoro SPC-CC-063691 Reference STP No. / CIIU Ne STP-CC-040947
npoaykra Ne :

Mometasone Furoate Monohydrate/ MFM-23423(JM-

API name / HanmenoBanue A®C API Batch No / A®C cepus Ne

MowmeTasona dypoara Mmonoruapar 01)-001
Manufactured by / Tlpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru Papmanabe JIumuren, Unjns
Ne | TESTS /TIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJbTATbHI

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

and Uniformity of fmm 10 vials) ca%x d@viatc more than = ‘20% fr»om_thc AVETAgE | pfinsim / Mutumym: 97%
value and not any dose can deviate more than # 25% from the - 1110
Delivered Dose / Cpeansis average value. The mean should not exceed + 15 % of label | Maximum+/ Makcumym:111%
ocrasjsiemast 103a H claim Mean / Cpennee: 100%
O/IHOPOAHOCTH ;13 to 6 doscls d;»(v)’izllc 1morc than = 20% but not more than =
o 5%, test another 20 vials.
ROCTABAHEMON 0351 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 % oflabel claim, END / Kouen:
He Ooaee 2 w3 20 1103 (10 HauanssHbx 403 110 KOHEUHBIX 403) Minimum / Munnmym: 97%
MOTYT HMETEH OTKAOHEHHE -OT -CPEAHCIO 3HAueHps 001ee yem . R . o/
£20%, 4 HH oma 2034 Me A0mKHA wmets oricionenye or | Maximum/ Makcumym:10
cpeanero sHauenns Sonee wewm & 25 % Cpeance suauenue we | Mean / Cpeanee: 100%
JOLKHO HPEBLUUATD % 15 % 0T 328BACHHONO.
Eciu.or 3 ’10 0. 7103 HMEIOT OTKII0HEHUS (oiace veM + 20 %, HO
MeHee HeM = 25 %, To HCTIBITBIBAIOT cieayvioute 20 GrakoHos,
He Doaee 6 13 60 103 MOTYT UMETh OTKIOHCHHE OT Cpeanero
3Hauerus 0oaee ueM =20 %, ¥ HU 0Ha 11033 HE JOIKHA HMETD
OTKOHEHHE O CPEAHETo 3HaYeHua Bonee vewm £ 25 %, Cpeanee
3HAUEHHE KAUAOTO ONPECHEHNs He J0IDKHO npespitats + 15 %
OT 3a8BJCHHONO.

oy ;
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Signature / Hoanucy /({I, ; ‘/‘;«‘%’ Qj.-
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Designation /
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Glenmark pharmaceuticals Led
gerKishanpura, Baddi-Nalagarh-Roead, Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 246300 Fax: +91-1793 249310 email: glenmark{@bom?2.vsnl.nelin

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIN3A FOTOBOIO ITPOJIYKTA

Page 7of 8/ Crp. 7wz 8

‘Name of Product/ MOMAT RINO
Haumenosanne npoayruun MOMAT PUHO »
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
Henarenrosannoe nanmenonanne Moserasona cnpedi gasaanusii 103upopaunnii 50 Mer/no3a
) I dosc of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 31.72 mceg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
Hefiersyioue semecrsa Fa103a cnpest coepRnr teersyionee reuectso: MoserasoHa (ypoara Moo par

31,72 s s nepecuere na Moserazona (ypoar 30,00 Mir

Date of Mfg. / lara

Strength / Tozuponka 30 megidose / 30 mki/no3a ) 0572024
NpoH3BOACTBA

Dosage form / i\'ivctc'rcd—df)s:c -nasul spray i Cripeit Date of Exp. / Cogen 10 042026

Jexapcrsenuan gopma HA3AABLH LI AO3HPORBANH I

Product code / Ko npoayxra SRUQO30007E040401E] Date of release / lara Boinyexa | 31.03.2024

: 2 . as 4,000 BOT /

Batch No. / Cepusi No 12240528 Qty. Released / 64.000 BOT/
Koanuecrso Bbinyumeno (raxonos

Batch size / Pasmep cepun 69.444 BOT / (paraxonon Mig.License No. / Jlnuensua a MNB/10/832

Npou3BOACTBO (HoMep)

Inspection Lot No. / Mfg. License Date / JInuensus ua

o 040000326684 30/04/2020
Peructpauonustii Homep anaausa Npou3BOACTBO (1aTA)
GMP Compliance certificate Date
Package size / Ynakoska 60 Doses /60 no3 / 18/06/2020

GMP ceprudurar (nara)

GMP Compliance certificate No./ | GMP-

o S B PSRN
Market / Peinox Russia / Poccua GMP ceprudurar (Homep) 01556/20/IN

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

Mometasone Furoate Monohydrate/ MFM-23423(IM-

API name / Haumenosanue AQC API Batch No / ADC cepun Ne

Mowmeraszona Qypoara MOHOrHApaT 01)-001
Manufactured by / Ilponssoaurenn | Aarti Pharmalabs Limited, India/ Aapru Papmanade Jlumuren, Unaus
Ne | TESTS/ITOKA3ATEJIH LIMITS./ TPEBOBAHUA OBSERVATIONS /
PE3YJbLTATDI
14 | Microbiological Purity / Mukpo6uonornyeckas 4acTora
Total aerobic microbial Not more than 107 cfu per 1ml of the product / He Less than 10 cfu/ml/
count / OBLee yucno - Gornee 102 KOE B | manpenapata “Menee 10 KOE/Mn
a3pOOHbIX
MUKPOOPTraHU3MOB
Total yeast and moulds Not more than 10" ¢fu per | ml of the product / He Less than 10 cfu/ml/
count / Obuiee uncio Gonee 10' KOE B 1 ms1 npenapara Menee 10 KOE/yn
JPONIGKEBBIX U MICCHEBBIX
TpudoB
Pseudomonas aeruginosa Absence per I mi of the product / OreyTteTsue B | Absent / OrcyTeTByer
MJI Tipernaparta
Staphylococcus aureus Absence per 1 ml of the product / Orcyrersue B 1 Absent / Orcytctyer -
MJ1 TIpenapara
15. | Assay / KonandecTBeHHOE onpeeenye .
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot | 96.6% / 96,6%
MowmetazoHa pypoar 85,0 % no 115,0 % oT 3asBACHHOTO COAEPKAHMA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot | 93.4% / 93.4%
beHzankoHus xiopug 80,0 % 10 120,0 % oT 3as1BiieHHOTO COepIKaHHs
H
Prepared By / Ioarorosus Checked By / Iposepua Approvkd By / Ono6pun
Signature / Tloanuce P ")é/”‘— N
Date / Jlata I v : il o2 20 a v ey
¥ i
Name / ®HO Suresh Kumar Amit Kumar Saini Sandeep Semwal
Designation / ] . . .
TlomRHOCTE Executive -QA . Manager-QA Sr. Manager - QA
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Glenmark pharmaceaticals Ltd
Village: Kishanpura, Baddi Nalagarh Read. 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
CEPTHOHKAT AHAJIM3A F'OTOBOIO NMPOAYKTA

Page 8 of 8/ Crp. 8 us 8

Name of Product / MOMAT RINO
Hausenosanue npoayxumn MOMAT PHMHO }
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
Henareurosanioe nanvenopanne Momerazona crpeil nasansHpii aosuposaniii 30 sMxi7n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 ncg as
Active Ingredients / caleulated for Mometasone Furoate 30.00 meg
Aeiicreyowne Beutecrsa I 03a cnpen coaepuent: aeficryioniee seuiectso: Momerazona (ypoara MOHONApaT

51.72 mxr B repecuere na Momerasoua gypoar 50,00 mir

Date of Mfg. / Hara

Strength /}.].dmpmsnca 50 meg/dose / 50 s/ io3a 0572024
° NPOH3IBOACTBA
J[;osage form/ l\/lf:tqui-di)sc 'nasal spray /( Ipeit Date of Exp. / Fogen 10 04/2026
eKapeTBeHHas Gpopma Ha3aALHBIH IO3UPOBAH b
Product code / Koa npoayxra SRUO30007E040401E]) Date of release / 1ara seinycka 31.05.2024
Batch No. / Cepust No 12240528 Qty. Released / 64,000 BOT/
KosuecTso BoinyuieHo (aakoHoB
H I
Batch size / Pasmep cepun 69.444 BOT / daaxonon Mfg.License No. / Jluteusus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No.“/ 040000526684 Mfg. License Date / Jluuensus ua 30/04/2020
| Peructpaumonnblil Homep ananansa NpPOU3IBOACTBO (AaTa)
GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 a03 / 18/06/2020
GMP ceprudnkar (aara)
\ - s YN
Market / Peisor Russia / Poccust GMP Compliance certificate No. / | GMI

GMP cepruduxat (Homep) 01556/20/IN

Reference Specification No., /
Cneundurauusi rorooro SPC-CC-063691 Reference STP No. / CTIA Ne STP-CC-040947
npoayxTa Ne

API name / Haumenosanue A®C i/l/lomevt‘at‘%one Furoat? M(mo’ll\yqrmc{ API Batch No / A®C cepust Ne MFM-23423(IM-
oMeTazoHa (ypoarta MOHOTUIpat 01)-001
Manufactured by / lpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanade Jnmures, Uums
Ne | TESTS/NOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATIONS /
' PE3YJIBTATEI

16. | Package Size / Ynaxoska | 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. /
[lo 60- mo3 cycneHsu#t BO (rakoHe H3 TIOAMITHMICHA BBICOKOH TUIOTHOCTU C
AO3HPYIOUIUM YCTPOHCTBOM M KOAMAYKOM U3 MOJUITUIEHA Bbicokoil mioTHoeTH. [To |

rakoHy BMECTe ¢ HHCTPYKUMEHT 10 MEAHLMHCKOMY MPUMEHEHHIO B NIAUKE KAPTOHHOII.

Any deviation/Incident/OOS: Non-applicable
Orraouenns/necooTercTBHsI/OOC: He NPHMEHUMO

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, JIII- -Ne(001710)-(PT-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC- 063()91 The -batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.” ‘ '
3akmouenne 0 COOTBETCTBMH: HACTOALUMM TOATBEPKAAIO, HTO TNpEACTABNECHHAs Bbime HHGOPMALUS ABJSETCS
AOCTOBEPHOH U TouHOM. JlanHas cepus Oblna mpousBeneHa (BKIOUAs YNAKOBKY/MapKUPOBKY M KOHTPONb KAYeCTBA) Ha
YKasaHHOH  Bbille NPOM3BOACTBEHHOM IUIOWIANKE B TOJHOM — COOTBETCTBMM ¢  TpeboBamuamu Hamrexauweid
[Tpoussoncrsennoit Mpaxruxu (GMP) foKafbHBIX PEryJIsSTOPHBIX OPraHOB M TPeGOBARUAMY HOPMATHBHON NOKYMEHTALIMH
JUT-Ne(001710)-(PI-RU)-230123 nns peinka Poccuu U yTBepskaeHHOM cneunduranueit No SPC-CC-063691. TIpoTokosns
IpOH3BOACTRA, YIAKOBKY M MOKA3ATE/IM KAUeCTBa JAHHOH cepun ObUIM NPOAHATH3NPOBAHB U CAENAHO 3aKAIOUYEHHE, HTO OHH
COOTBETCTBYIOT TpeboBaHuam Hannexaiuei HpOI/BBOﬂCTBEH}IOM [Mpaxtuku (GMP).
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