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Glenmark pharmaceuticals Ltd

Village: Kishanpurn, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solun Himachal Pradesh 173205, India

Phone: 191-1795 249300 Fax: -191-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUO®HUKAT AHAJIU3A T'OTOBOI'O IIPOAYKTA

Pape 1 of B/ Crp. 1 m1 8

Name of Product /
HanMeHODNIHE NPOLYKIHH

MOMAT RINO
MOMAT PHHO

Generic name /
Henurentonaniios iasMenonaiue

Mometnsone Metered-dose Nosnl Sproy 50 meg/dose
Momeraaonn cnpeH HoanaLHKA Joanponunmii 50 MKr/1oin

Active Inpredients /
Hellernylouwne newtectna

1 dose of the spruy contains: Active ingredient: Mometasone Furonte Monohydrate 51.72 meg ns

calculnted for Mometasone Furonte 50,00 meg

1 nosu cnpen concpackt: aclernyiomes neneerno; Momernaonn thyponrn Mmmﬁﬂlpn‘l

51,72 mkr n nepectere Ha Momernaonn diypoar 50,00 Mkr

Strenpth / Toauponka 50 meg/dose / 50 mrr/aoan Date of Mfg. / Tata npoxinoactoa | 07/2023
Dosage form / Meteted-dose nasal spray / Cripell
Jlesnpernennns dopmn noatLH KA 103HpontHHKH Date of Exp. / Coaon a0 —
Product code / Kon nponykra SRUO030007E040401 DK Diate of release / JlaTa nLinycko 19.07.2023
Qty. Released / 32,160 BOT/
Batch No. / Cepun Ni 12230655 Konkuocrno peisiviisiio ditakotan
i Mfg.License No. / JIutienana na
Batch size / Paamep cepuu 34,722 BOT / dankcorton EnOaBANETO (HoMED) MNB/10/832
Inspection Lot No. / Mfg. License Date / Jinueniua na o
Perncrpanuonnuil noMep anaausa AOURNT 20 npouanoacrna (aaTa) , | A/082020
rtificate Date /
Package size / Ynnkonka 120 Doses / 120 03 oy fﬂ;‘:‘ﬂ:’:ﬁ;‘&m;‘ oDate/ | /062020
GMP Compllance certificate No. / GMP-
Market / Puintox Russin / Poceun GMP ceprudminT (nomep) 01556/20/IN
Reference Specificntion No. / STP-CC-
CneuuHKALKA rOTODOTO SPC-CC-06368% Reference STP No. / CITH Ne
040944
npoayira Ni
APIn [ Haumenonanue AQC Mometasane Furaate Monohydrate/ API Batch No / A®C cepun Nz lh‘gig[ﬁ-(lM-Ol)-
ame Melomate MowmeTazona yponta MONOrHAPAT P 002

Manufactured by / Oposanoanreis | Anrti Industries Limited, India / Anpra Munserpaa Jlumuren, Hiutin
Nt | TESTS /TIOKA3ZATEJIH LIMITS / TPEBOBAHHUA OBSERVATIONS /

PE3YJIETATLI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
Or Genoro po nowrn OGenore  useta  oT
nonynpoapautioli A0 HenpoapauHoH KOHCHCTCHLMH
FYCTUA CYyCOeHINA.

non-transparent consistency. /
Moy Genaro LBeTa
vHenpospaudHol  KOHCHCTCHUMH
IYCTAa CYCNeHaus.

2. | Identifieation / UncHTHDHKALHA

1) Mometasone Furonte /
MomeTrnaona ypont

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromutogram of standard preparation (refer
to Assay). / Bpems yaepicUBaHHA OCHODHOTO MHKA
HA& XpOMATOrpaMMe  HCMBITYEMOTO  PacTOnopa
JOMKHO COOTDETCTHODATE DBPEMCHH YACPKUOLHMUA

QCHONHOTO MHKA WA XpoMATODAMME c-mtmapmoro H KpOMuTﬂI"pﬂMMC
pacteopa  (cM. HCOLITYEMOTO pacTnopa
OMPEACHEHHEN ). COOTBETCTRYCT DpEMERH
YACPKHDUHHA OCHOBHOrO HHKA
HA XpoMaTorpaMme

The retention time of the main
peak in the chromatogram of
sample preparation corrcsponds
to the retention time of the main
poak in the chromatogram of
standard preparation / Bpemn
YACPXKUBAHHA OCHOBHOMO MUK

CTANAAPTHOMO PACTROPA.

Prepaped By / MoaroTonia Checked By / Iponepit Approyed By / Onolpua
Signature / Moanucn /_‘-('f//
Dnte/ lata = 01 ] LoL —a e\l “Jp %PVB
7
Name / DHO Yogesh Kumar Mchta Atul Kumar Ajay kumar Garg
Deslgnation / Officer-QA Officer-QA Asst. Manager -.QA
Honmuocri.

FCM/QA054/08.00
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Glenmark pharmuceutieals Lid

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India
Phone: +91-1795 249300 Fax; +91-1795 249310 email: glenmark@bom2. vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®VKAT AHAJIA3A I'OTOBOI'O INPOAYKTA

Page2of8/Crp.2 M3 8

Name of Product /
HanmMeHonaiine NpoayKuum

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTenTonaunoe NnaHMeHOBANHKE

Mometnsone Metered-dose Nasal Spray 50 mepg/dosc

Momerazonn enpell nasannintl gossponnimuit S0 micr/noun

Active Ingredients /
Hdefternyionine nemecTna

1 dose of the spray containg: Active ingredient: Mometnsone Furoate Monohydrate 51,72 meg a5

caleulated for Mometusone Furoate 50.00 meg

1 1030 cnpext cofepyiar; neflernyiowee nettieerno: Momernaonn diyponta Mononupur
51,72 mxr b nepeeucre na Momerusonn diypoirr 50,00 mxr

Strength / Joawponka 50 mep/dase / 50 Mer/nozn Date of Mfg. / /lava npouanonerna | 07/2023
Dosage form / Metered-dose nasal sproy / Cripell
Jlexnpernennnn dopmna nmaLLi foaMponninntt Date of Exp. / Fonent a0 0672025
Product code / Koa npoaykra SRUQ30007E040401DK Date of release / Jlata puinycka 19.07.2023

Qty. Released / 32,160 BOT/
Bafeh o,/ Copltn 0 12230635 KoJuuecTno phnynieio thrakonon

. Mirg.License No. / Jluuenaun na ;
Batch size / Pasmep cepun 34,722 BOT/ (pnaxonon HpOMABUKErS (HOMED) MNB/10/832
:’nnptctlnn Lot No. / 040000471528 Mfg. License Date / JInuenans na 30/04/2020
erucTpamomnil HoMep nunanan npouisogeTno (1aTa)

Package size / Ynakonka 120 Doses / 120 ;03 GMP Compllance certificate Date / | ;41062090

GMP cepTuduxaT (nnTn)

Market / Puinoi

Russin / Poccun

GMP Complianee certificate No. / GMP-

GMP cepTdivicaT (1omep) 01556/20/IN
Reference Specification No. / STP-CC-
Creumhuicaus roTanoro SPC-CC-063688 Reforonce STP No./ CITH M 040944
npoavira Nt
: , MFM-
API name / Haumenonnine ADC thmmm"'Dm: i Mon“hydmlw API Batch No / A®C cepus Nt 23405(JM-01)-
oMeTII0In (hyPORTE MOHOTHAPAT 002

Manufactured by / Ipowanoaurens | Aarti Industries Limited, Indin / Auprs Munuerpus Jinmerren, Migus
Nt | TESTS/INOKA3ATEJIHN LIMITS / TPEBOBAHU3 OBSERVATIONS /

PE3YJILTAThHI

b) Benzalkonium chloride
/ BeHanaeonms xaop

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Ciz
and Cu in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HEMLITYEMOr0 pucTnopa Aosoktsl oGHAPYKUBATLER
MHKH, no DBpEMCHAM YACPKHBAHHA
COOTOOTCTHYIOUHE [IHKEM roMonoron GermankoHus
xiopga Ci2 o Cu Ha
CTAHAAPTHOTO pactnopa
«KomecTnennoe onpeene

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues Ciz and
Ci4 in the chromatogram of the
standard  solution. / Ha
XPOMOTOrPAMME  MCHRITYEMOTO
pacTeopi oGnapyxubuioTe
[IHKH, no npaMeHaM
YACPMHBAHHS
COOTDETCTHYIOUUE nHKaM
romMonoron GeH3LIKOHMA
xmopuaa Ci2 n Cu HO
XPOMOTOrPAMME  CTAHJOPTHOMO
pRcTROPA.

3. | pH

4.71/4,71

4, | Density / ILnorHoeTh

From 0.950 to 1,050 g/em? / G
Or 0,950 no 1.050 rfem®

1.019 g/em?/ 1,019 r/em?

5. | Viscosity / BaakocTi

From 30 to 130 cPs/ Ot1 30 no 130 clla

45.3 cPs /45,3 ¢lla

Mrepyetyd By / Hoarotonnd

Cheeked By / I'Ipm'n_g_pu.l

Appived By / Ouaudpii.

Signature / Moannewn

P

Ji

Vi

Date / Iatn - Lolo] oL ARG W"’TIWVB
Name / ®HO Yopesh Kumar Mchta Atul Kumar A!"J’ kuﬁnnr'(}nrg
Designation / Officer-QA Officer-QA Asst. Manager - QA

JlonmsucHocTs

FCM/QAG54/08.00
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Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: B
Distt. Solan Himachal Pradesh 173205, India
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Phone: +91-1795 249300 Fax: +91-1795 249310 email: glonmark@bom2.vsnLaét.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOHKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

PageJofR/Crp. 308

Nnme of Product /
Hanmenonatiie npoayKunut

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTelToBAHHOE HAUMAHOBAIIHE

Mometuione Metered-dose Nosal Spray 50 meg/dose
Momernsona enpelt nmananiii roauponuntmit 50 Mir/noan

Active Ingredlenta /
Jeliernyiomue nemecrnn

I dosc of the spray contnins: Active ingredient: Mometnsonc
calculnted for Momelusone Furonte 50.00 mep,

1 1040 enpes conepuiar: scliersyloniee nemecruo: MoMeTazoHn (hypoRTA MOHOTHADRT

51,72 mkr* n nepecuere 1a Momerazonn dypoar 50,00 mxr

Furonte Monchydrate 51,72 meg s

Strength / Joauponka. 50 mep/dose / 50 mxr/nona Date of Mfg. / [Intn nponaneactsa | 07/2023
Dosage form / Metered-dose nisal spruy / Cripeht
Jlewnpernennnn opmn Hpauin i aoavponuinisiil Date of Exp. / Tonent 20 06/2025
Produet code / Kon nponyxra SRUO030007E04040 DK Date of relense / IaTa nanycikn 19.07.2023
Qty. Relensed / 32,160 BOT/
Batch No. / Cepun Nt 12230655 Ponmneoend RidkyilisHs b naxoKoD
Mifg.License No. / Jlnuenaus m
Batch size / Paamep cepiu 34,722 BOT / duinkonon ipowsnacens (oMap) MNB/10/832
Inapection Lot No./ Mfg. License Date / JInuenyus na
R I 040000471528 ipabmaNErea (i) 30/04/2020
; GMFP Compliance certifiente Date/
- ;
Package size / Ynakonka 120 Doses / 120 100 GMP cepruduicar (1aTa) | 18/06/2020
i GMP Compliance cortificate No. / GMP-
Market / Painox Russin/ Poceus GMP copruduskar (nomep) 01556/20/IN
Reference Speclfication Na, / STP-CC-
Creuudmicanus roTonoro SPC-CC-063688 Referonce STP No./ CTITH M 040944
npoavicTa Ni
API name / Haumenonanne A©C Mametasons Purante Mariohydrate/ API Bateh No / A©C cepuna Nt %TC‘;;-U M-01)-
d ManeTuzonn yponTa MOHOTHIPOT e e 002
Manufactured by / Mpowanoautem. | Aartl Industries Limited, Indin / Anpri Hierpua Jlumuren, Hunus
Nt | TESTS/TOKA3ATEJH LIMITS / TPEBOBAHIA OBSERVATIONS/
PE3YJBTATHI
6. | Osmolality / From 250 to 350 mOsm/Kg 290 mOsm/Kg
OcMOIAALIOCT Ot 250 no 350 MOcm/xr 290 mOcm/kr
7. | Net content / Macea Not less than 18 g/ He menee 18 1 18.1g/18,1r
copepxumMoro nkonn
8. | Number of dellveries per | Not less than 120 doses (discard the first pumping) | 166 doses / 166 nos
container / Konn4ecTno / He mence 120 noa (He cuuTw NepBHIHYIO
no3 npoKnyKy)
9. | Pump delivery / Individunl dose mass: from 85% to 115% of the Minimum / Mumamynt: 95.2%
Macca no3nl theoretical dose mass / Maximum / Makcumym:108.0%
MupunuayunsHas Macea aoant: ot 85 % po 115 Average / Cpemmee: 103.9%
OT TeopeTHYeCcKOf MACCEl J03bI;
Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpeuan Macen aoant; o1 90 % o 110 % ot
TeopeTHYECKOH Maceh JIOaN
Prepgred By / Moarotonw Checked By / Mponopua Approyed By / Onolpun
T
Signature / Toanuen ﬁ/ #_’f_’ﬁ-___
Date / Oata 10107) L0132 22 v1]23 Ei(’] A
(]
Name/ ®HO Yogesh Kumar Mchta Atul Kumar Ajuy kumar Garg
Deslgnation / Officer-QA Officer-QA Asst. Mannger - QA
HJonxuocms

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJM3A TOTOBOI'O NPOXYKTA

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

Paped of B/ Crp. 438

P.iumo of Product/
HauMenonaHmue npoayKuHy

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTORAHHOE HAHMEHOBNHHE

Mometasone Metered-dosc Nasal Spray 50 mep/dose
Mometnonn enpefl nuanisini noavponanstil 50 Mer/roan

Actlve Ingredients /
Heliernyloumue neuecrna

1 dosc of the spray contains: Active ingredient: Mometasone Furonte Monohydrate 51.72 meg as
calculnted for Mometnsone Furoate 50.00 meg
1 1070 crped coflepsuT; AckcToyloucs neleeTno; Momerusona (hypoara MOHOMIADST
51,72 mkr n nepecuere 1nn Momerusona (hyporr 50,00 mkr

API nnme / Haumenonanue A®C

Mometnsone Furonte Monchydrate/
Mamermonn diypoara MOHOTHIDAT

Strength / Joiuponkn 50 mep/dose / 50 mer/nosn Date of M{g. / Aata npowsnonctna. | 07/2023
Dosage form / Metered-dose nosul spray / Copelt
Jleicapernenuan gopma HiswibHLI JloauponniLi Date of Exp. / Toaen a0 062025
Product code / Kon npoaykTa SRUO030007EQ40401 DK Date of release / llata nnnycka 19.07.2023
Qty. Relensed / 32,160 BOT/
Ratch No./ Cepun Mo 13230655 KoaHuecTha DLINYIICHO duiaiconon
Mfg.Licenae No., / JIHuenIns na
Batch alze / Paamep copun 34,722 BOT / duakonon HpoNonancTMO (MOMeD) MNB/10/832
Inapection Lot No. / Mfg. License Date / JInuetiua na
PerveTpaunoniiiil HomMep aHATHIA 040000471528 npoxInogeTno (anTa) 30/04/2020
GMP Camplinnce certificate Date /
Packape size / Yoankonikn 120 Daoses / 120 noa GMP ceprudiear (aaTa) 18/06/2020
GMP Complinnce certificate No. / GMP-
Markat / Puinox Russin / Poccun GMP coprudicar (omep) 01556/20/IN
Reference Specification No. / STP.CC-
Creundmxauus rotonoro SPC-CC-063688 Reference STP No. / CITH Me
040944
npoaykTa Nt
MFM-

API Batch No / ADC cepun Nu

23405(IM-01)-
002

| Manufacturcd by / [TpouinoanTens

Aarti Industries Limited, Indin / Aapret Muancrpus Jinmuren, Hiumim

M | TESTS/TIOKA3ATEJIH LIMITS / TPEEOBAHHA OBSERVATIONS /
PE3YJIBTAThI
10. | Particle sixe / Particles = 10um In size: Not less than 90% 100.0% / 100,0%
Pasmep wacTiuu YacTuu pasmepom = 10 mim — He Mexee 90 %; :
Particles < 30pm in slze: 100% 100.0%/ 100,0%
UneTHy pasmepom < 30 mxm — 100 %
Particles = 30um in size: Should be absent Absent / OteyTeTnyor
YacTHunw pasmcpom > 30 MKM — 00MKHEL
OTCYTCTROBATS
11. | Scdimentation Stability / | Not less than 5 min / He menee 5 MUH. Complies /
CeaumMenrTauoHHas CooTneTcTnyer
yeToluunocTL # -

Prepyred By / TToaroronna Checked By / IMponepita Apprpved By / OnoGpun
Signature / [loanwuck H :
Date / Jata %\o'}] Lol w0\ '\ MDQ’[&”&
Name/ ®HO Yogesh Kumar Mchta Atul Kumar Ajn{f Kuthar Garg
Deslgnatlon / Officer-QA Officer-QA Asst. Manager - QA
JonAcHOCTL:

FCM/QAD54/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt, Salan Himachal Pradesh 173205, India

Phone: +91-1795 249300 Fox: +91-1795 249310 email:

nmark@boms:

CEPTHOHKAT AHAJIU3A T'OTOBOI'O MPOAYKTA

Page5of8/Crp.Sm 8

Name of Product /
HaumeHonaliie hpogyKumu

MOMAT RINO
MOMAT PHHO

Generic name/
Hennrentonanuos nauMenonaiue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmernaonu enpefl noaannunil nosuponanistil 50 Mxr/non

Active Ingredients /
JelicTnyomue nemecTna

1 dosc of the spray contains: Active ingredicnt: Mometusone Furoate Monohydrate 51,72 meg os

caleuluted for Mometasone Furonte 50,00 meg

1 no1n cripex conepucier: aciernyionee newecrno: MoMeTaioHu (iyponTa Monorapar

51,72 Mkr b nepeciere HA Momeraonn dyponr 50,00 mer

Strength / Josuponka 50 meg/dose / 50 mer/noan Date of Mfp. / [InTn nposanoaeTna 07/2023
Dosage form / Metered-dose nasal spray / Copelt | e Exp. / Conen 0 + | 062025
Jlexnpernennas diopma HnInaLnLi goanponnHini
Product code / Koa npoayTa SRU030007E040401DK Date of relense / laTh BBInycKa 19.07.2023

Qty. Released / 32,160 BOT/
Batch No. / Cepus Nu 12230655 s A—— hhaxolion

Mig.License No. / JInuenaus nn
Batch slze / Paamep cepun 34,722 BOT/ {noxonon DpDKABONCTAD (HOMED) MNB/10/832
Inspection Lot No. / Mfp. License Date / Jiutenans na
Peruerpausonnsifi noMep annanan QRADADAT Ladl} npouanageTno (aata) SiMAERE0

: ) GMP Compliance certificate Date /
Package slze / Ynaconkn 120 Dases / 120 a02 CMP convuinosss (aNaa) 18/06/2020
: GMP Compliance certificate No. / GMP-
Market / Prinox Russin/ Poceun GMP ceprudmicar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
CreunHKRLHA roTonoroe SPC-CC-063688 Reference STP No./ CITH M 040944
npoayicra Nu
MFM-

API name / Haumenonanse AQC

Mometnsone Furoate Monohydrate/
Momerazonn diypoara MOHOrHAPRT

API Batch No / A®C copust Nt

23405(JM-01)-
002

Manufactured by / Hporanoautens

Aunrtl Industries Limited, Indin / Anpru Hunacrpus Jlumures, Mg

MNe | TESTS/IOKA3ATEJIH LIMITS / TPEROBAHHA OBSERVATIONS /
PE3YJLTATEI
12. | Impuritics / Mpumecn
Impurity § DM/ Not more than 0.15 % / He Gonee 0,15 % 0.004% / 0,004%
[Tpumecu § DM .
Impurity DMC / Not more than 0.15 % / He Gouee 0,15 % Below LOQ /Hinxe ITKO
[Mpumeen DMC
I . Not more than 0,20 % / He Gonee 0,20 % 0.01%/0,01%
mpurity D/
[Mpumecu D
Any individual unspecificd | Not more than 0.20 % / He Gonee 0,20 % 0.04%/ 0,04%
impurity / EnusimHoli
HenaenTidguunponiHHol
npUMecH

Total impurities / Not more than 0.60 % / He Gonee 0,60 % 0.15%/0,15%

CymM=I ipimecei

Preparcd, By / IoaroTonin Checked By / Tponcpin Approyed By / Onolpun
Signature / Moanuewn /bb:, Cj-'__
Date/ latn “a\em\ LeL3 ~s 1 \23 P
Name / DHO Yogesh Kumar Mchta Atul Kumar Mny‘lmm’nr Garg
Designatlon / Officer-QA Officer-QA Aast. Mannger - QA
JonxnocTn :

FCM/QA054/08.00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,

Distt. Solan Himachal Pradesh 173205, India

Phone: 4+91-1795 249300 Fax: +91-1795 249310 cmail: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHUOUKAT AHAJIM3A TOTOBOI'O IMPOXYKTA

Pape 6 of R/ Crp. 61 8

Name of Product /
HauMeHOBAHKE NPOIYKIHK

MOMAT RINO
MOMAT PHHO

Generic name/
HenaTonTonanioe HaNMeHODRNNE

Mometosonc Mctered-dose Nasal Spray 50 meg/dose
Momernaonn cnpel tuswinii Jiosuponmuauit 50 Mxr/non

Active Ingredients /
Jeficrnyiontie newocrna

I dose of the spray contains; Active ingredient: Momctusone
cnlculnted for Mometusone Furoute 50.00 meg

| Ao3n cnpex concpki: ackicroyioniee newmeetno: Mometaaona giypoatn MOHOrHAPAT

51,72 mMir n nepeeiere Hi Momeranonn dyponr 50,00 mxr

Furonte Monohydrate 51,72 meg os

Strength / oauponka 50 meg/dose / 50 mMier/pomn Dite of Mfg. / [Iata nponinoncTna 07/2023
Dosuge form / Metered-dose nosnl spruy / Ciped ;
Jleknpernennas iopma nnannsitsifl fosuponaHubi Dats of Expi / LoRoM A9 V62023
Produet code / Ko npoayxTa SRU030007E040401 DK Date of release / {ara nuinycka 19.07.2023
Qty. Released / 32,160 BOT/
Batch No./ Copus Mo 12230655 KoauuecTno nuInyuiens tinnkoncn
Mfg.License No. / JInuenaus na
Batch size / Paamep cepun 34,722 BOT/ (nnxonon bR (oM MNB/10/832
Inspection Lot No. / Mfg. License Date / JInuensusn na
Perucrpauuoditnidl KOMep ananiia QanaoleT1 S npoianoacTno (1aTa) 30/0472020
GMP Compliance certificate Dato /
Package size / Ynokooka 120 Doses / 120 jioa GMP copTudukat (1ara) 18/06/2020
GMP Compliance certificate No, / GMP-
Mincketd Busmos Russin / Poccus GMP ceprntiukar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneunHKALHA roTonore SPC-CC-063688 Reference STP No, / CITH Nu
040944
npoaykra N
Mometusone Furonte Monohydrate/ MO
API name / Haumenonanne A©C API Batch No / ADC cepun Ni 23405(JM-01)-
MowmeTnionn diypoura MOHOTHAPRT 002
Manufactured by / Mponanoautens | Aarti Industries Limited, Indin / Aupri Munnerpus Jiumures, Hunua
M | TESTS/TOKA3ATEJM LIMITS / TPEBOBAHHA OBSERVATIONS /
PE3YJABTATEI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpenusin
JOCTALIAEMAR 2030 |
ORUOPOAIOCTh
AocTanemoil 103nt

Mot more thun 2 of 20 dosen (10 Initial doses and 10 finnl doses
from 10 vinls) ean devinte more than & 20% from the nveroge
valug und not nny doge eon deviate more than & 25% from the
avernge vilue, The mean should not exceed WL 15 % of label
clnim

If 3 to 6 doses deviale more than + 20% but not more than
25%, test another 20 vinla,

Nat more thon & of 60 doses can devinte more than 1@ 20 % [rom
the nvernge vulue, und not any dosc can devinte morc than
4 25% from the avernge value, The mean of each dotermination
should not exeeed & 15 % of label clnim.

He Ganee 2 ic1 20 201 (10 navmanimx 203 # 10 Konewiax 103)
MOrYT HMCTL oTKhioieHHe OT Cpaancro aunuenun Ganee wem
20 %, it QAR 030 11E AQDKI HMETL OTRNOHENHE OT
cpesnero mumuenmy Gonee uem 25 %, Cpealice IHaueHue e
Jlomeno npennttinms i 15 % ot ananacimnons,

Ecaun or 3 a0 6 a03 uMeiar anenoiciiig Gonee wem & 20 %, 1o
Melee oM Hi 25 %, To HenurmnmoT creyiotie 20 dinaxovon,
He Gonee 6 n3 60 A0 MOTYT HMETL OTRAGHENHE OT cpealiera
annuctna Gonee siem & 20 %, 11 11 0aN0 103 He JODKIN HMET!
QTKADNEHNE OT cpeitero Mg Gonee ucum & 25 %. Cpeaiee
J1iAYCIMe KIHELIOND ONPEASHE st 11 A0MmIKHO npentiunTs + 15 %
OT 3AXRNEHHOID.,

Beg / Hauano:

Minimum / Munumym: 98.5%
Maximum / Maxcumym:102.4%
Mean / Cpennee:100.0%

END / Komeu:

Minimum / Munumym: 98.8%
Maximum / Makeumym:101.2%
Mean / Cpeanee: 100.0%

Appyoved By / OnoGpua

Preppegd By / Moprotonsun Checked By / [Iponepun
Signature / Mloanuck /\é)/, —— ,_-;ﬂ,-r-'
i “ ol N LD bt Q2)9 YoV
Name / ®HO Yogesh Kumnr Mchta 3 Atul Kumar A!ﬁy kimar Garg
Deaigaation / Officer-QA Officer-QA Asst. Manager - QA
HJomxcnocrs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®HUKAT AHAJHM3A 'OTOBOI'O ITIPOAYKTA

Page 7 af 8/ Crp. 713 8

Name of Product/ MOMAT RINO
HaumMentonanue npogys<unm MOMAT PHHO
Generic name / Mometusone Metered-dose Nasal Spray 50 meg/dose
Henatentonnioe HIHMEHORANNE Momernionn cnpelt imsanumii nosnponniHatil SO Mer/nosn
1 dose of the spray contains: Active ingredicnt: Mometnsone Furoate Monohydrate 51.72 meg s
Active Ingredients / enleuluted for Momelusane Furaate 50.00 mcg
JelicToyoniue nemecTna 1 noan enpen copepauT: acflernyioniee neweerno: Momerionn giyponta MOHOTHADPAT
51,72 mxr n nepecuere nin Momerasonn diypont 50,00 Mkr
Strength / Joanponka 50 meg/dose / 50 mr/tosn Date of Mfp. / Iara npovanogcrna 07/2023
Dosnge form / Metered-dase nasul spray / Cnipel
Jlexaperneuiag diopma HIIMLIIWH NGIHPOBAHHBIR Dato of Exp. / Fasen a0 oGm0
Product code / Kon npoaykra SRU030007E040401DK Date of relense / ot puinyeKa 19.07.2023
Qty. Relensed / 32,160 BOT/
Batch No. / Cepun Ne 12230655 1o A WD GO WA BRITA dnnkolion
Batch size / Paimep cepun 34,722 BOT/ ¢uinkonon Mfg.License No. / Jluuenaus na MNB/10/832
npoxanoacTno (HoMep)
;'nsnﬂctlon Lot No. / 040000471528 Mfg. License Date / JInuenaus ua 30/0472020
erucTpauMoNnLIil HoMep aunanIn npouinogcTno (aaTn)
GMP Complinnce certificate Date /
Package size / ¥nakonkn 120 Doses / 120 noa GMP copmibisenr (rare) 18/06/2020
: GMP Compliance certificate No./ | GMP-
Mirket CRAanam Russln/ Poccus GMP ceprudnkar (nomep) 01556/20/[N
Reference Specification No. / STP-CC-
CneunpHKAUUA roTonoroe SPC-CC-063688 Reference STP No. / CITH Ne
040944
npoaykTa N
Mometnsone Furoute Monchydrate/ MEM-
API nnme / Haumenovanue ADC MoMeTa3018 ()ypORTE MOHOFHAPET API Batch No / ADC cepun Nt gggosu M-01)-
Manufietured by [ Mpowanogurens | Anni Industries Limited, Indin / Anpru Miancrpus Jiumure, Hnaug
Ne | TESTS /[NOKA3IATEJH LIMITS / TPEGOBAHUWA OBSERVATIONS/
PEIVILTAThI
14 | Microbiological Purity / MuxpoGHONOrHYECKAR MHNCTOTH
Total acrobic microbial Not more than 10° cfu per 1ml of the product / He | Less than 10 efu/ml/
count / OGwee wuco Gonee 10? KOE n | mn npenapata Menee 10 KOE/mn
13pobiiLx
MUKDOOPraiHImMon .
Total yeast and moulds Not more than 10! efu per 1 ml of the product / He | Less than 10 efw/ml/
count / OGee “Hcno Gonee 10" KOE o 1 mit npenapata Menee 10 KOE/mn
JIPOACKENIX 1 MUIECHEBLIX
rpuGon
Pscudomonas aeruginosa Absence per | ml of the product / Otcyretone b 1 Absent / OteyTeTnyer
M1 IpenapaTa
Staphylacoccus atreus Absence per 1 ml of the product / Oteyreroue b 1 Absent / OreyTeTnyer:
MJT IPENapaTa 0 AS%
15. | Assay / KonnwecTnennoe onpene/icHie ﬂ-:jb“ _' 2
1) Mometasone Furoate/ | From 85,0 % to 115,0 % of the labeled content/ Ot | 102.0% / 102,09’(*“"" AJ/ 3 D
Momeranona diypoat 85,0 % no 115,0 % or aaqnneHHOro cOACpKAHHA o AV !
b) Benzalkonium chioride / | From 80,0 % to 120,0 % of the labeled content/ Ot | 99.5% /99,5% \ (/'\?"\‘ =
Beinuikorua XI0pHa 80.0 % no 120,0 % oT 3RMBNEHHOTO CONEPMAHUA Y4 /)
i,'}’.
Prepyécy By / MoaroTonun Chocked By / [poncpin Apprgyed By / Ono6pun
Signature / Mlognucn /\&/ d—
Date / {aTn V')/q\ﬁq Vel 3 2 \v\|ng &E’J"’Waﬂ'ﬂ
Name/ @HO Yogesh Kumar Mchta Atul Kumar Afﬁ:’ kﬂmar Garg
Designation / Officer-OA Officer-QA Asst. Manager - QA
Jonxcocts
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y CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOMKAT AHAJIM3A TOTOBOI'O IMPOXYKTA
PapeBof8/Crp. B8

Name of Product / MOMAT RINO
HaumMenonanKHe NpoiyKuHH MOMAT PHHO
Generle name / Mometnsone Metered-dose Nasal Spray 50 meg/dose

HenaTonrronamioe nusmenopanne | Momerasona cipell nuanmmill tosuponmumtit 50 mxr/nosa

1 dose of the spray contains: Active Ingredient: Mometasone Furoate Monohydrate 51.72 mep, us

Active Ingredients / enlculuted for Mometnsone Furounte 50.00 meg, )
Jehcroyomne newecrnn 1 s01n enpen copepicnt: JieHernylomee neweeTno; MoMeTasoHi thyponTn MOHOTHADRT
51,72 mkr n niepeeyere no Momernona dyypont 50,00 mkr
Strength / Joluponikcu 50 meg/dose / 50 Mur/nosu Date of Mfg. / IaTa nponinoneTai 07/2023
Dosage form / Metered-dose nusul spray / Cripeht
Jleapernennas hopma RnILHWE o3uponainLiti Dato of Exp, / Coach 20 paams
Product code / Koa npoaykTa SRUQ30007E040401DK Date of release / llaTa peinycKa 19.07.2023
Batch No. / Copitst M 12230655 91y Esloasd | . [FHIHROTY
KoauiecTno nkinyuieHo thmconon
. Mfg.License No. / Jliuenana na
Batch size / Paimep cepun 34,722 BOT/ ¢anxonon npoKIBONCTRO (1arep) MNB/10/832
Inspection Lot No. / Mfg. License Date / JInuenang na
Pernerpaunonnil nomep nnnanan 040000471528 npomanoncrho (1aTa) 300473020
: GMP Complinnce certificate Date/
Package size / Ynokonka 120 Doses / 120 aoa GMP cepTidmxat (nnrn) 18/06/2020
GMP Campliance certlficate No. / GMP-
Market / Prnok Russio / Poceust GMP cepuduicaT (omep) 01556/20/IN
Referenceo Specifleation No. / STP-CC-
Cneunduxnina roTonoroe SPC-CC-063638 Reference STP No. / CIH Nu 040944
npoayicra N
Mometasone Furoate Monohydrate/ MM

API name / Hnumclmqmmc ADC MOMETaIOHA (hYPOLTT MOHOFUIDAT API Batch No / ADC cepun M 33;05(]M-01).
Manufactured by / [lponanoawrent. | Aarti Industrics Limited, India / Anprin Hrnacrpua Jlumures, Huaus
Nt | TESTS/TNOKAZATEJIH LIMITS / TPEGOBAHHA OBSERVATIONS /

PE3YJILTATEI

16. | Pockage Size / ¥ nuiconicu 120 doses of suspension in a high density polycthylene vial with a dosing device and a
high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
Mo 120 mea cycnmewsust mo duakoHe H3 NOJAHITHACHA BBICOKOW MAOTHOCTH C

JI03IMPYIOUIMM YCTPOHCTBOM H KONNAUKOM 3 MOJMITHICHA RKICOKO -r%n 1
(NAKOHY BMECTE C HICTPYKUMEH 10 MCAMUMHCKOMY NPUMEHCH e Kil A

Any devintlon/Incident/O0S: TN/1101/2023/0165
OTinonenust/iecooTnerernusn/O0C: IN/[101/2023/0165

Declaration of certifiention: “I hereby certify that the above information is authentic and accurate.
been manufactured including packaging and quality control at the abovementioned site in full com
requirements of the local Regulatory Authority and with the normative document no. JIM-Ne(0
23.01.2023 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.”

JaKTIoNEINE O COOTRETCTHMM: HACTOSIUMM NOATDEPICIAIO, YTO MNPEACTADACHHAA BHIWC MHGOPMAUMA sBJsICTCR
AoctosepHolt u Touxol, JanHas cepun Guina npouasenena (DrmovAA YNaKoBKy/MApKUPOBKY H KONTPOIb KOMECTNA) HA
ykaagHHO# DHIWC NPOM3BOACTUCHHOM IUIOWANKe ©n  MOJNHOM  COOTBCTCTBHM  C tpeGopanuamy  Haanesawed
Mpomsponcraehtoll Mpakruku (GMP) noxankinix PEryATOPHEX OPraHOB H TpeBoRAHMAMKM HOPMATHBHOR JOKYMCHTRLMH
JIM-Ne(001710)<(PI-RU) or 23.01.2023 ans puinka Poccum M yTBepMACHHOH cneumdukannet No SPC-CC-063688,
[TpoTokonnt MPOMIBOACTRL, YMAKOBKW W TOKAINTENM KaHCcTHd AaHHOH cepul GblM MPORAHLTHIMPODAHLL W ChCKaHO
JaIU0NEHHE, YTO Ol cooTBeTcToyloT TpeGonanuam Hawtexamelt [TpoussonctoeHtol [pakruks (GMP).

Prepured By / [logrovonun Cheeked By / lTponepun Approyed By / OnpolGpun
Signature / Moanucn o d-"
Date/ lava L0107 1ol3 el 20 an
Name / ®HO Yogesh Kumar Mchta Atul Kumar Ajuy’ kun‘nr Garg
Raigantion Officer-QA Officer-QA Asst. Manager - QA
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