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Glenmark pharmaceuticals Ltd

\'itlage: 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
CEPTH®HUKAT AHAJIU3A IT'OTOBOI'O [IPOAYKTA

Name of Product/
HaumMeHoBAHME NPOOYKUHH

MOMAT RINO
MOMAT PUHO

Page 1 of 8/Crp. 13 8

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHHE

Mometasone Mctered-dose Nasal Spray 50 meg/dose
Moxerazona criped HazaibHLIH J03MpoBRaHsli S0 MrI/a032

Active Ingredients /
HelicTByOMIIE BeUIeCTBA

calculated for Mometasone Furoate 50.00 meg

51.72 mkr & nepecyere Ha Moaerazona dypoar 50,00 mr

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

1 1033 cipest coacp®uT: AckicTByioniee seuecrro: Moaerazona divpoara Mosoruapar

Strength / Joauposka 50 meg/dose / 50 mxr/ao3a Date of Mig, / lava nponzBoacrsa 006/2023
stored- sal o Crneii
Dosage form / M‘uel;d d:)sc ‘na:al spray / Cnpeti Date:of Exp: F Fonenio 05/2025
Jlexapersentas gopma Ha3ATLHLIA J034poBanHLIf
Product code / Koa npoayxTa SRU03000712040401E) Date of release / lata Brinycka 12.07.2023
Batch No. / Cepus Ne 12230617 Qy.Released | 840 BT Y
Konuyecrso BbINYLWIEHO (ilﬂ'dKOHOB
Bateh size / Paamep cepin 69.444 BOT / dhaakonos A7 License Ho./ Jlutenamin MNB/10/832
NPOH3IBOACTBO (HoMep)
: 7 -
Inspection Lot I\OLI 040000471604 Mfg. License Date / JInuensus Ha 3010472020
PerneTpaunoHHb HOMED AHAAN3A NPOH3BOACTEO (AATA)
Package size / Y naxkopra 60 Doses / 60 103 ML TChiHplittrckicend HiEate Dok 18/06/2020
GMP cepriduxar (aara)
: GMP Compliance certificate No. / GMP-
a Qe 12 oy
PIEREEE 5 Russia / Poccits GMP ceprudurar (nomep) 01356/20/IN
! Reference Specification No. / STP-CC-
U Coeundurauns 0T0BOT0 SPC-CC-063691 Reference STP No. / CITH Ne 040947
L npoaviTa Ne i
4 i - : MFM-
BT O gwe | o omelsens Furolle Monohedralet | oo s N At eepin 23405(M-01)-
Moverasona (ypoara MOROTHIpaT 002

Manufactured by / Nponsseanreab

Aarti Industries Limited. India / Aapti Muzacrpus Jnasurea, Misins !

N |

Pl |

TESTS / IIOKA3ATEJAMU |

LIMITS / TPEGOBAHUSA

OBSERVATIONS/ |
PE3Y.ILTAThI

1. Description / Onmcanue

I White to off white thick suspension of
| semitransparent to non-transparent consistency. /
j Or Geaore 1o nouty Geinoro  useta ot
' MOIYIIPO3PAYOR 10 HENpO3PauHON KOHCHCTEHUHH
i rveTas CVCMeH3Ns.

White thick suspension of non-
transparent consistency.

fenorc UBeTa HENPO3PAUHOI
KOHCHCTEH LI ryeras
CYCNEeH3HA, :

2. | ldentification / MaeuTndurauis

a) Mometasone Furoate /
Momerazoua gypoar
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{ The retention thine of the main_ peak in the
chromatogramy  of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpema yiaep:usaHia OCHOBHOTO NHKa
Ha  XpoMaTorpamMse  HCIBITYEMOrO  pacTBopa
ACTAHO COOTBETCTBOBATL BPEMEHN VICPKHBAHHA
OCHOBHOTO MHK4 HA XPOMATOrpaMme CTaHAapTHOro
pacteopa  (cM.  pasien «KomuectBenHoe
| ofpeacneHuER ).

The retention time of the main ;
peak in the chromatogram of |
sample preparation corresponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpess
YIOep/KHBAHHS OCHOBHOMO MHKA

Ha Xpomarorpase
HCTIBITYEMOro pacTsopa
COOTBETCTBYET BPEMEHI

YOEepAHBAHHA OCHOBHOIO NHKa
Ha XpoMarorpamMme
CTAHIAPTHOTO pacTBopa.

\

Prepared By / Toarorosia

Checled py / Tposepin

Signature / [Toanncs

)&pprm ed By / OnoGpun
-

._‘,_;-—"

Date / Jara

% s1o7 ] 1023 Iste1ny

ey 201

! Name/ ®HO

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

r . .
' Designation /
HoamuocTe

Officer-QA Officer-QA

Sr. Manager - QA

FOM/QANSL08 00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura. Baddi Malagarh Road. 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
CEPTHOHUKAT AHAJIM3A I'OTOBOI'O NPOAYKTA

_ Pape2of8/Crp.2u38

Name of Product/
HaumenoBauie npon},’_tg_uuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHToBaAHHOE HAHMCHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Moxerasona cripei HasasibHbIf Ao3HpoBaniLi 50 Mkr/103a

Active Ingredients /
JeiicTBYHOLIE BELIECTBA

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

calculated for Mometasone Furoate 50.00 meg

| noza cnpes coaepxuT: JeHcTRYOMEe BeIeCTRO: MoMmeTazona ypoata MOHOrdapar

51,72 mxr B nepecuere Ha Mosmerazona §ypoar 50.00 mxr

Strength / Josuposka 50 mep/dose / 50 mMxr/nosa Date of Mfp. / lata npoussoacrsea 06/2023
Dosage form / Metered-dose nasal spray / Cnpeii _ _
J'Ielcagpcraennaﬂ dopma HA3a/IbH b1 )10314;)0133?41;51?{ i Dateol Exp;/ Tanen o 5020
Product code / Koa npoayxra SRUO030007E0404011] Date of release / lata Brinycka 12.07.2023
Batch No. / Cepusn Ne 12230617 Qty. Beleased/ 63,840 BOT/
KosivecTso BuinyuieHo (aakonoB
Batch size / Pa3mep cepuu 69444 BOT / qnakoHoB Mig.Licease No. / Jinuensus na MNB/10/832
npou3IBOACTBO (HOMep)
Inspection Lot Nu.kl 040000471604 Mfg. License Date / JInueninga ua 30/04/2020
PerucrpauiOHHbLIA HOMED aHAMI3A NPOH3BOACTEO (AATA)
Package size / Vnaxosia 60 Doses / 60 203 MY Compliance certificate Date/ | 510612020
MP ceprispurar (nara)
. GMP Compliance certificate No. / GMP-
Markes/ Franon Russin/ Pocas GMP cepTlr:(i)m\‘ﬂT(HoMl:p) 01556/20/IN
Reference Specification No. / N 7 STP-CC-
CreunHKALNA roTOBOI0 SPC-CC-063691 Reference STP No./ CITH Me 040947
npoaveTa Ne
Mometasone Furoate Monohydrat2/ MEM
API name / HausesnoBanne AGC Mosetatoua diypomra S API Batch No / ADC cepus Ne 23405(IM-01)-
i e 002
¢ Manufactured by / ITponisoaiitear | Aart Industries Limijted. India / Aaptn Huaactpus Jusres Mienm
' Nu | TESTS/HNOKA3ZATEJIM LIMITS / TPEBOBAHUMA OBSERVATIONS / I
i PE3YJLTATDI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
i / Beusaaxkonus xaopia | contain peaks corresponding 1o the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues C)> | corresponding to the retention
and Cys in the chromatogram of the standard | times of peaks of benzalkonium
! solution (refer to Assay). / Ha xpomarorpavinie | chloride homologues Cy» and
: HCMBITYEMOrO pacTBopa J0:1%Hbl odHapyausatees | Crs in the chromatogram of the
‘ el ey THIKSL no BPEMcHaM viepauBanis | standard  solution. 7/ Ha
f/’:'l i A L"f-.’,L Y COOTBETCTBYIOLINE NUKAM FOMO10TOB GCH3ATKOHMA | XPOMATOTPAMME  MCTIBITYCMOrO
/: o ’:‘ , xnopima Ciz ou Ciy Ha  Xpomarorpamse | pacTsopa OO HAPYMHBAIOTCA
: s“‘ Mgl ‘51[ ’ CTaHAAPTHOTO pacTeopa (eMm, paziea | mirkn, no BpemMeHaM
! ! / i} «KonHuecTBE HHOE ONpeIeIenten), yvIepAHBaAHHA
) %ﬂ — COOTBETCTBYIONLIE fIKaM
‘\,‘ X (i ,-y f roMO0TOB BEHzANKOH NS
k.\_‘if A S xtopyaa Cpz v Cy  Ha
~lannalss XPOMaTorpaMMe  CTaH1apTHOro
pacTeopa.
3 pH From 4.30 t0 4.50/ O1 4.30 nc 4,90 4.66 /4,66
4. | Density / [TaoTHoCcT From 0.950 to 1.050 g/em® / [.OL5 glem® 7 1,015 r/ea
Ot 0.950 a0 1,050 r/em?
IR Viscosity / BasroeTh From 30 to 130 ¢cPs /Ot 30 ne 130 ¢l 59.8 cPs/ 59,8 cllz

\

Prepared By / Moarotosun

Checked By / ITposepia

A&pruved By / Opobpua

Signature / IToanicey

% I

P

Date / laTa

Lol 13 T3

(160l

Name /®HO

Yogesh Kumar Mehta

Atul Kumar

Sandcep Semwal

Designation /
JommuocTe

Officer-QA Officer-QA

! Sr. Manager - QA

FOM/QAD34/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

CEPTUOUKAT AHAJIU3A TOTOBOI'O IPOAYKTA

Page3of 8/ Crp. 3138

Name of Product /
HﬂliMCHOBR]IHE "PO,E)’K"L[“H

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTOBAHHOC HANIMEHOBAHHE

Mometasone Meicred-dose Nasal Spray 50 meg/dose
Moneraszona cpei HasaibhLi Ao3uposansnii 50 mMir/103a

Active Ingredients /
HeiicTRyO1UHE BELIECTBA

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

calculated for Mometasone Furoate 50.00 mcg

1 2103a ciipes coepkuT: AelcTsyowee BenlecTso: Momerasona (ypoara MOHOTIIPET

51.72 »xr B nepecyere na Momerasona dypoar 50.00 nkr

Strength / Jo3npoBka 50 mcg/dose / 30 mxi/a03a Date of Mfp. / lata npom3ssoacTea 06/2023
Dosage form / Meétered-dose nasal spray / Cripeii <<
JlekapcrpenHas popMa HA3A/ILHBIH JO3UPOBAHHbIH DijteaCExi [ Bimen:n e
Product code / Koa npoaykra SRUO30007E040401E) Date of release / laTa sbinycka 12.07.2023

Batch No. / Cepua Ne

12230617

Qty. Released /
KosiH4ecTBO BoINyIEHO

63.840 BOT/
(1akoHOB

Mfg.License No. / JInuensus ua

API name / Haumenosaune AGC

Mometasone Furoate Monohvdrate/
Moxerazona divpoara MoHorpaT

Batch size / Paimep cepun 69.444 BOT / drraxonon MNB/10/832
NpOH3IBOACTBO (HOMep)
Inspection Lot NOL/ 040000471604 Mfg. License Date / JInuensusn Ha 30/04/2020
Perncrpaunonnslii ROMep aHaausa NpoUIBOACTBO (aaTa)
Package size / ¥Ynaxoska 60 Doses / 60 1103 GME Compliance ceritlicate Hates 18/06/2020
GMP ceprudukat (naTa)
; GMP Compliance certificate No. / GMP-
y ssia / Poc o
ﬂj\jarket IRkt Russia / Pocea GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundurauus roToBoro SPC-CC-063691 Reference STP No. / CITH Ne :040947
npoaykTa Ne
MFM-

API Batch No / ADC cepus Ne

23405(IM-01)-
002

{ Manufactured by / [Tponssoantens

Aarti Industries Limited. India/ Aaprv Muzacrpus Jusrea, Wi

‘" Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHHA [ OBSERVATIONS /
§ PE3YJIbTATDI
i 6. | Osmolality/ From 250 1o 350 mOsm/Kg 293 mOsm/Kg

OcMOAaNbHOCTH

Ot 250 10 350 MOcsm/kr

293 MOcn/kr

7. Net content / Macca
i cogepHHUMoro g.IaKoHa

Not less than 9 g - He menee O 1

9.7¢/97r

Number of deliveries per
container / Koantyecrso
o3

Not less than 60 doses (discard the first pumping) /
He menee 60 103 (He cuytas NepsHvHYO

NPOKAYKY)

73 doses 73 a03

9. | Pump delivery /
Macca 103n1

ot -
T e '-’/fj O
Rt S
e 2 N
- LA

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

theoretical dose mass /

MunusuayaisHas Macca nossl: o7 85 % a0 115 %

OT TSOPSTHYECKOI Macchl A03bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpeanas macca 303s1: 01 90 % 10 110 % ot

TEOPEeTHHECKOIT MacCh) 103kl

Minimum / MuHuMys: 97.7%
Maximum / Maxciymyam:107.9%
Average / Cpeanee: 104.3%

\

—

Preparedy By / IToirorosna

Checked By / Ilposepua

Ap\?rovcd By / Onodpun
—

Signature / [loanuce

U
P

e

Date/ laTa

I

1S tlnn

\i’\‘&‘}\U'LB

Name / PHO

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
JonkuocTs

Officer-QA

Officer-QA

Sr. Manager - QA

FOM/QAORL08.00
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Glenmark pharmaceuticals Ltd

Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.

Distt. Solan Himachal Pradesh 173203, India

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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUDHKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page4 of §/Crp. 411 8

Name of Product /
HanmMeHoBaKHMHE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOoBAHHOE HANMEHOBAKI{C

Mometasone Metered-dose Nasal Spray 30 meg/dose
Moserasona cnpelt Hasanbibli Jo3HpoBanHelf 30 MKi/103a

Active Ingredients /
JeficTeyiowe BewecTsa

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

calculated for Momelasone Furoate 50.00 meg

1 1032 cripes codepskuT: AeHcrsyiouiee sedectso: Mosmerazona Qypoara Monordapar

51.72 mxr B nepecucte Ha Momerasona diypoar 50.00 akr

Strength / Josnposka 50 mep/dose / 50 Mxr/103a Date of Mfg. / Jara rtpouaaonlaﬁa 06/2023
Dosage form / Mc?ered-dfssc nasal spray {(,npcn DitesT g/ ol 1o 052025
JlekapcTBeruan dopma Ha3aM bEHLIA TO3KPOBAHHBI
Product code / Koa npogykra SRUO30007E040401E) Date of release / lara suinycka 12.07.2023
Batch No. / Cepus No 12230617 Ry Reionsed | a3,E0BOT Y
KoJl14eCcTBO BEINYLWEHO (aakoHoB
H \J
Batch size / Pamep cepun 69.444 BOT / (haakonos Mig-LicedseNu. / Jnuexzns na MNB/10/832
npou3soAcTBO (HoMep)
Inspection Lot Nu._/ 040000471604 Mfg. License Date / JIuuen3susa na 30/04/2020
PernerpaunoHHbIi HOMCD AHATH3A NpOM3IBOACTBO (AaTA)
Package size / Ynakoeka 60 Doses / 60 103 M Con?plmncercertlﬁcate Dael 18/06/2020
GMP ceprudnxar (nara)
; R . GMP Compliance certificate No. / GMP-
Market / Peinok Russia / Poccua GMP cepruhiicar (uomep) 01556/20/IN
Reference Specification Neo. / STP-CC
Creunidpuixanuist roToBoro SPC-CC-063691 Reference STP No. / CITH Ne 040947 d
| npoaykTa Ne
Mometasone Furoate Monohyvdrate/ e T BB e

¢ API name / Hanmenosanie ADC - e . | API Batch No/A®C cepua Ne 23403(JM-01)-
1 MosseTazona §ypoara MonorIpal 002
Manufactured by / ITporssoanrens | Aarii Indusiries Limited. India / Aapru Muaacrpus Jlinmres, Mg
'"Ne | TESTS/TOKA3ATEJH LIMITS / TPEEOBAHMA OBSERVATIONS /
i PE3YJBLTATHI

10. | Particle size / Particles < 10pm in size: Not less than 90% 100.0% / 100,0%

Pa3nep uactniy

Uacrnu pasyeponm < 10 Mkt — He mMenee 90 %:

Particles <30pm in size: 100%
Yacrun pasmepom < 30 mxm — 100 %
Particles > 30pm in size: Should be absent

YacTuubl pasmepos > 30 MEM — J00HHbE
OTCYTCTBOBATL

100.0% / 100.0%

Absent / OtcyteTByIoT

11. | Sedimentation Stability /

Not less than 3 min  He Mexee 5 MitH.

Complies /

CealMCHTAILHOHHAR CooTBeTCTBYET
¥CTOIYHBOCTE ] % ? .
f/" \\i‘ sy ;..l\ .
/- TN
£ d/ N .-_ii
T T
= n
‘\9‘ ; f?'ﬂl 3 =
w
\-’ o .3:‘ A
K;;Zarmaﬁ{"
)

PrepargénBy / Hoarorosna

Checked By / fﬂiaacplm

\(kpproved By / Onobpua

Signature / Moanucs

/4

——

Date / dara

S I

skl

Name / 1O

Yogesh Kumar Mehta

Atul Kumar

i \ g/\\ e\ ety

Sandeep Semwal

Designation /
JoswnocTs

Officer-QA Officer-QA

! Sr. Manager - QA

FOM/QAGSA/08 10
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

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

Phone: +91-1795 249300 Fax: +91-17935 249310 email: glenmark/%bom2.vsnl.net.in

CEPTHDHUKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page Sof 8/ Crp. 5138

Name of Product /
Haumenosanue Hl]ﬂﬂyﬁ'ulﬂ‘l

MOMAT RINO
MOMAT PUHO

Generic name /
HeﬂaTeHTOBﬂHHDB HAalMeHOBaHueE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Moserasona cripeit HazansHbi po3rposaisti 50 Mrr/ao3a

Active Ingredients /
JeiicTByrouie BemecTss

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 meg
1 a03a cnpes coaepaut: deficrsyioulee seniecTro: Momerazona ypoara MOHOTHAPAT
51.72 sxr B nepecuere ua Mosmetasona qypoar 50,00 mxr

API name / Hauwenoraune AOC

Mometasone Furoate Monohvdrate/
MoseTasona @vpoara MoBOrWIpaT

Strength / Jo3nposra 30 meg/dose / 50 mxr/zosa Date of Mfg. / lava npouspoactsa | 06/2023
Dosage form / Metered-dose nasal spray / Cnpeit i -
Jlexapersennan opma HA3ATbI I 103HPOBAHHBIN Date of Exp. / 'onen a0 05/2025
Product code / Koa npoayxra SRUO3000TEQ40401E) Date of release / laTta Beinycka 12.07.2023
Batch No. / Cepus N 12230617 Qty. Released / 63,840 BOT/

KosuecTBo BhINYEHO (haxonos

H N

Batch size / Paimep cepun 69444 BOT / daaxonon Migdaceuse No,JJluuensity fin MNB/10/832

MIpOH3BOACTBO (HonED)
Inspection Lot NO'..! 040000471604 Mfg. License Date / JluueH3us ua 30/04/2020
PerscTpaunonipiil HoMep aHanuia HPOH3BOACTBO (BaTa)
Package size / Y naxoska 60 Doses / 60 no3 haE Complaiicoeachlicaty Date/ 18/06/2020

GMP ceprudnrar (naTa)

; GMP Compliance certificate No. / GMP-
~ 56 I Poc ]
NECIEG: PLiin Russia/ Poccna GMP ceprudukar (1omep) 01536/20/IN
Reference Specification No. / STP-CC-
Cneunduraunst roTosore SPC-CC-063691 Reference STP No. / CITH Ne 6_50947'
npoaykTa Ne
MEM-

API Batch No / ADC ceptis Mo

23405(IM-01)-
002

Manufactured by / [Ipoussoaurteas

Aarti Industries Limited. India / Aapru Muzacrpus Jismren Miviiy

Ipusecu 8 DM

Impurity DMC /
Mpusec DMC

Impurity D
Mprmecn D

Any individual unspecified
impurity / EaHuunoil
HeHAEHTHHUBPOBAHNHO
npuaecit

Total impurities /"~

~Not more than 0.60 % / He onee 0,60 %
{

Not more than 0.15 % / He dosee 0,15 %

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

Not more than 0.20 % / He 6onee 0,20 %

| Ne | TESTS/MOKA3ATEJH | LIMITS / TPEBOBAHWUA OBSERVATIONS /
| PE3YJIbTATHI
12. | Impurities / [Tpustecn
Impurity 8 DM / Not more than 0.13 % / He Gonee 0,15 % 0.05%/ 0.05%

0.02%/ 0.02%

0.05%7 0.05%

Not Detected He oduapyxeno

0.28% 7 0.28%

E j u AT b
f Cywabl npiiviecelj . ‘ij.:,,’-\
N i C’ \ ’
- &
{3

\

Preparedy By / loaroTosun

Checked By / Tlposepua

A\pproved By / Onobpuan

Signature / Moamick

st

i

Date/ laTa

C71 )07 s

i)

Lo Lot}

Name / QMO

Yogesh Kumar Melita

Atul Kumar

Sandeep Semwal

Designation /
JLON#HOCTL

Officer-QA

Officer-QA

Sr. Manager - QA

FOM/QADSL U8 8K




G

;:;{enmam{

W oo for a nev vondd

Glenmark pharmaceuticals Ltd

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

Distt. Solan Himachal Pradesh 1732035, India
Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net,in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®HKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA

Page 6 of 8 / Crp. 6 13 8

Name of Product /
HanmeHoBaAHHE NPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HANMEHOBAHNHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmerazona enpeli HasansHbi Lo3uposannei 50 Mxr/1o3a

Active Ingredients /
JeficTByroue BeulecTea

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

calculated for Mometasone Furoate 50.00 meg

1 o321 enpes conepxkuT: AeHcTBYIONCE BewecTao: Mometazona (ypoara MOHOrKApaT

51.72 Mxr B nepecuere ha Momeraszona dypoar 50.00 mxr

Strength / Jlo3npoxa 50 meg/dose/ 50 mxr/nosa Date of Mfg. / lata nponasoncTea 06/2023
Dosage form / Metered-dose nasal spray / Cnpeit - -
JlekapcreeHHas dopma Ha3a1bHbI 103WPOBAHHLIH Date of Exp. / Tonen 1o 0512025
Product cade / Koa npoaykra SRUO30007E040401E) Date of release / lara sbinycka 12.07.2023
Batch No. / Cepusi Ne 12230617 Qty. Released / 63840 BOT/
KoJil4ecTBO BLIMYILIEHO ()IaKOHOR
Batch size / Pasmep cepun 69.444 BOT / dpaaxoron WiegLicense Ro./ Jidnonsus na MNB/10/832
npou3BeacTBO (Homep)
Inspection Lot No.“/ 040000471604 Mfg. License Date / JIuueusus ua 30/04/2020
PerucTpauMoHHBLIH HOMep aHANH3A NpoH3IBOACTBO (AaTa)
Package size / ¥ nakoBka 60 Doses / 60) j103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmiar (aara)
. GMP Compliauce certificate No. / GMP-
: 3y
Mt B Russia/ Poceiia GMP ceprisdukar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Creunpurauusa roTosoro SPC-CC-063691 Reference STP No. / CITH Ne :
040947
npoavkra Ne
LP1 /H s A Mometasone Furoate Monohydrate/ API Batch No / ARC conus Ne “};ilgis-JM@l)
) WERELD EBas MosteTazona gvpoara MOHOIHIpaT A epHA S 607 ( B
Manufactured by / Oponssonnrens | Aarti Industries Limited. [ndia / Aaprs Muzacrpins Jinmprea. Muaus
I Ne | TESTS/TIOKA3ATEJH LIMITS / TPEBOBAHMHA OBSERVATIONS/
PE3YJILTATBI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpenusia
AocTapafemMasi 4032 I
OJHOPOAHOCTEL
DOCTABNSEMOIT AO3BI

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviale more than  20% [rom the average
value and not any dose can deviate more than = 23% [rom the
average value. The mean should not exeeed £ 15 % of label
claim

If 3 to 6 doses deviate more than = 20% bul not more than +
23%. 1est another 20 vials.

Not more than 6 of 60 doscs can deviate more than = 20 % from
the average value, and not any dose can deviate more than
£ 25% from the average value, The mean ol each determination
should not exceed + 15 % of label claim.

He Goaee 2 13 20 203 (10 nayatespy (103 1 10 KoHeunbx 103)
MOTNT 0IMETh OTKAOHCHIE OT CPEaHEro 3HaucHus donee uem
£20%. W HK 0AHA 103A HC JONAKMA HMETH OTKIOHEHHE OT
cpeaniero atennn foace yes =23 % Cpeance navenue ue
JIOTKHO APEBLIDAT: = 13 Yo 0T 3asBACHHON.

Ecaur or 3 10 6 103 nyelor oTRaoHenns 6oce vew = 20 %, wo
MEHEE HeM £ 25 %, TO HCATHIBAIOT caciyiome 20 duakonos.
He Sonee 6 153 60 103 MOPMVT SIMETL OTKIOHCHIE OT CPEaHEro
3nauennn Goace vest £ 20 %, 1 His 0214 2032 HE A0/KHA MMETD
OTKAOHEHILE OT CPEIREro 3Hayenns Ouaee ven + 25 %, Cpeulice
3HaYCH e KAALI0r0 Oﬂpd,’le."lﬂlllm HE JLOTAHO npeésvimaTh + |5 %
OT 3a8BAEHHOTO.

Beg / Hauano:

Minimum / Munusmym: 91.8%
Maximum / Makcumym:101.6%
Mean / Cpeanee:99.1%

END / Konen:

Minimum / MunusMym: 97.2%
Maximum / Makcumym:101.2%
Mean / Cpennee: 99.3%

\

PrepareghBy / Noarorosin

Checked By / posepun

App roved By / OpoGpun

Signature / Moamics

. o /),__,,,

i)

Nepisise

Date/ Jlara

“7)5199) Lor?

1113

e 2oLy

Nante / @HO

Yogesh Kumar Mchta

Atul Kumar

Sandeep Semwal

Designation /
Hon#uocTn

Officer-QA Officer-QA

Sr. Manager - QA

FCM/QAD34/08.00
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Glenmark pharmaceurticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: elenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A T'OTOBOI'O IIPOJAYVKTA

Page 7of 8/ Crp. 7113 8

Name of Product /
HaumeHoBaHHe NPOAYKUHHI

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenToBaHHoe HAIMEHOBAHIE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MomeTasona cripeit HasansHstii jo3uposantni 50 M1/ a03a

Active Ingredients /
JeiicTeyoupie BelecTsa

I dose of the spray conlains: Active ingredient: Mometasone Furoate Monohydrate 31,72 meg as
calculated for Mometasone Furoate 50.00 meg
1 2103 enipes COALPRUT: ASHCTBYIOWEE BCLIECTBO: MoMeTasona (hypoara Monoruapar
51.72 mur 8 nepecuere Ha Momerasona dvpoar 50.00 mxr

|
; APl name/ Hammenosaune AQC

Mometasone Furoate Monohyvdrate/

Moxtetasona ypoara Monoriapar

API Batch No / ADC cepus Ne

Strength I,Il,(—)—s'nposxa 30 meg/dose / 50 smkr/ao3a Date of Mfg. / JaTa npoﬁaso,zxcma 06/2023
arad-dae asal ay / Cripe
Dosage form / Metered d?se r’lsa spray / Cripeit Diité of Exp. / Tojen 2o 052025
JlekapceTBenHas opma HazanbHLI 103MpoBalHbI
Product code / Koa npoaykra SRUQ30007E040401E] Date of release / Jlata Buinycka 12.07.2023
Batch No. / Cepus e 12230617 UhnBrleased 03,880 BOT/
KonuwecTeo BhinyLeno (raxon0B
Batch size / Pazmep cepun 69.444 BOT / gnakonon BL{E:Liccnse No./luteuzitn MNB/10/832
. NPOM3BONCTBO (HoMep)
; = .
Inspection Lot I\OL/ 040000471604 Mfg. License Date / JInuensus na 30/04/2020
PerucrpaunonHblii HOMep aRANTH3A NPOM3BOACTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 xo3 GMP Compliance sertificate Date:/ 18/06/2020
] GMP cepruduxar (nara)
. . GMP Compliance certificate No. / GMP-
Ik Vinios Russia / Poccns GMP cepriipukat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundnrawis roToBoro SPC-CC-063691 Reference STP No. / CIIH Ne 04094;]'
. _npoayrra Ne
f MFM-

23405(1M-01)-
002

: Manufactured by / ITpoussomirear | Aarti Industries Limited. India/ Aaprn Muaacrpus Jusirea. Muns

P
i

Ne | TESTS/TIOKA3ZATEJHM

|

LIMITS / TPEBOBAH 5]

OBSERVATIONS /
PE3YJIbTATSI

14

Microbiological Purity / Mu

K of10A0THYECRAA YHETOTA

Total aerobic microbial
count / Obuiee ycio
a3pO0HBIX
MHKPOOPraHH3MOB

Total veast and moulds
count / Ofutee 4sicao
APOAKAEBLIX H NIECHEBLIX
rpudos

Pseudomonas aeruginosa

Saaphylococcus aureus

Not more than 107 cfu per 1ml of the product / He

Gomee 10> KOE & | ma npenapaTa

Not more than 10! cfu per 1 ml of the product / He

donee 10' KOE 8 1 Mn npenapata

Absence per I ml of the product * OrevrerBiie & |

M npenapata

Absence per | ml of the product " O7cyTtcTaie B |

MII fIpEnapara

Less than 10 efu'ml /
Metice 10 KOE/ma

Absent - Orcytereyer

Less than 10 cfu/ml /
Menee 10 KOE/va

(4’7,13

5 b1

oot

Absent OrcyTersyer

Assay / Koanyecreennoe on

peaenedue

a1 Mometasone Furoate /
MowmeTtaszona dypoar

From 85.0 % to 115,0 % of the labeled content/ Ot
85,0 % no 115.0 % 0T 3aABNEHHOIO COALPHKAHNA

102.6% / 102,6%

b) Benzalkonium chloride 7
BeH3ankoHus Xaopiia

From 80,0 % to 120,0 % of the labelzd content / Ot
80,0 % 10 120,0 % o1 3asBICHHOIO COAEPKAHUA

96.9% - 96.9%

|

Prepafed By / MoaroTosin

Checked By / Ilposepua

Signature / IMoanues

[

e e

A‘]b)prm*ed By / OmoBpin
=

Date / laTa

“15l011 103

=y

{ &’\ﬂ}-\ 20011

Name/ OHO 3

‘ogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
JomgHocTs

Officer-QA

Officer-QA

Sr. Manager - QA

FOMAQAOSL/08.00
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Glenmark pharmaceuticals Lid
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi.

Distt. Solan Himachal
Phone: +91-1795 249300 Fax:

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A T'OTOBOI'O INPOJAYKTA

Pradesh 173205, India

91-1795 249310 email: glenmark(@bom2.vsnl.net.in

Page 8 of 8 /Cip. 83 8

Name of Product /

HaumeH0BAHHE NPOLYKLIIH

MOMAT RINO
MOMAT PHHO

Generic name /

HenateHTOBAHHO® HAUMEHOBAHME

Mometasone Metered-dose Nasal

Spray 50 meg/dose

Mowmerazona cnpeil BasanLuLi A03HpoBansif 30 Mxr/fio3a

Active Ingredients /
HeiicTBywomHe BelecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
caleulated for Mometasone Furoate 50.00 meg
I n03a cnpes coaepwiT: Aekcrnyloulee peutecTBo: MomeTasoHa gypoara MOHOIpaT
51.72 mkr B niepecyere na Momerazona gypoar 50.00 mxr

Strength / ozuposka 50 meg/dose / 50 mkr/aosa Date of Mfg. / laTa npoussoacrea | 06/2023
Dosage form / Metered-dose nasal spray / Cripeit ] ) -
JlekapeTBenHan gopma HA3ATLH bI 203K POBAHIbI Date of Exp. / Fonen no 0512025
Product code / Kon npoaykra SRUOQ30007E040401 EJ Date of release / JiaTa peinyexa 12,07.2023
Batch No. / Cepus Ne 12230617 Aty Released 83,540 ROTY
KonnuecrBo BhinyweHo ¢aakonon
Batch size / Pasmep cepun 69.444 BOT / paakonos MIg.License No. / Jnuensus na MNB/10/832
NpoH3BOACTBO (HOMep)
Inspection Lot No.'i 040000471604 Mfg. License Date / JInuensus ua 30/04/2020
PerncrpaudonHbiii HoMep aHann3a NPOM3BOACTEO (naTa)
Package size / Ynaxkoska 60 Doses / 60 no3 GMPCompliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
. QXL b
Matket/ Ruiion Riissia { Fostua GMP ceprisricar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduaunsg rotosore SPC-CC-063691 Reference STP No./ CITH Ne 04094"7
i npopykra Ne
E MPM-

- APIpame f Hanmenopanne A®C

Mometasone ['uroate Monohydrate/
: Moserasona divpoara MOHOIHApaT

API Batch No / A®C cepun Ne

23405(IM-01)-
002

" Manufactured by / Npoussoauress ;| Aart Industrics Limited, India / Auapry Muaacrpus Jlumures. Mizaus

© Ne | TESTS/UTOKA3ATEJIM | LIMITS / TPEGOBAH WA OBSERVATIONS / _?

: : PE3YJIBTATHI
Package Size / Ynarosra | 60 doses of suspension in a high density polyethylene vial with a dosing device and a

16,

. high density polvethylene cap. | vial and patient information leaflet in a carton pack, /

¢ Mo 60 203 cycneHsin Bo $naKoHe M3 NONMITHACHA BRICOKO[ [10THOCTH €
NO3UPYHUIHM YCTPO{ICTBOM H KOANAYKOM H3 NMOJTHATIIEHA thcowﬁmﬁwo}m}‘! o |
- AAKOHY BMeCTe ¢ HHCTPYKUMEN M0 MCANLITHCKOMY NpHMEHeH Q. &ﬂﬁlme RAPRMIHOI.

Any deviation/Incident/OOS: Non-applicable
Orkaonenns/necoorseTcreus/QOOC: He npuMeHINO

Declaration of certification: I hereby certify that the above information is authentic and accurate
been manufactured including packaging and quality control at the abovementioned site in full ¢

Y

&

> Jlis

!

batch of producrhas
aﬁpe with: ahp GMP

mqmrements of the local Reguiatory Authority and with the normative document no. JII- ’\ﬂ{OD]?IO)(!‘!‘ RU) du
3.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing.
paclﬂ“m and analysis reviewed and found to be in compliance with GMP.™

3akaoyeHne o

COOTBETCTBHIIL  HACTOALUMM  MOATBEPAKIAI0.

UTO [MpeacTaBicHHas Bbile

;quopmaunﬂ ABAACTCA

aoctosepHoll 1 TouHoil. Jaunas cepus Obiia npoisseileHa (BKAOYAS YINAKOBKY/MapKHPOBKY H KOHTPOIL Ka4yeCTBA) Ha
p P 3 , >

yKazaHHol

BbILlE€

NpoN3BOACTSSHHON niowaixe B

IOAHOM

COOTBETCTBHH C

TpeOoBaHUAMH

Haxiexaweii

npOIBBOﬂCTBEHHDH Opakturn (GMP) J0Ka2LHEIN pery IATOPHBIX OPIAHOB 1 TPEBORAHIIAMH HOPM2THBHOH QOKYMEHTALH
No(001710)-(PT-RU) o1 23.01.2023 aaa puika Poccuis 1 yreepxiaeHsoll creunduskaunaii No SPC-CC-063691.

Hpm OKOANbl MPOH3BOACTRA.

\

VOAKOBKH W NOKA3aTedll KAayecTBa IAHHOH CepHll ObLIIM TPOAHATHINPOBAHB 1l CASIAHO
3aKMOYCHILE, UTO OHIM COOTBETCTBMOT Tpedosannam Haanewaweii [Npouzsoacteennoii Npastikn (GMP).

Prepared/Bp’ / IToaroToRuAa

Checked By / ITposepun

%pprm'ed By / Ono6pua

Signature / [loamice
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s
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Date / Jara

"1 810 113

1§71

NATEIWIZRY

Name / ®1O

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
HJosmwnocTe

Officer-QA

Officer-QA

Sr. Manager -

QA
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