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Certificate of Analysis for Finished Product /
Ceprudnxar ananusa na FOTOBYI0 IPOAYKIHIO -

Page 1 of 7/Crp. 137

Name of product /
Haumenosauuce npoaykuuu

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
Henarenrosannoe
HAHMEHOBANHC

Azelastine + Mometasone metered dose nasal spray /
A3JIaCTHH + MOMETAa30H CHIPCH HA3ANLHEI {03MPOBAHHLI

JeficTByomue BemecTna

Lach spray delivers / Kaxnas noza CIIpest COACPIKUT:
Mometasone Furoate BP 50 meg / Momerazon
Azelastine Hydrochloride BP 140 meg / Az

a ¢pypoar Bpur.®. 50 mxr
CAACTHHY LUAPOXTOPHI Bpur.®. 140 mMxr

' 140 meg + 50 meg / dose Date of Mfg. / A
Strength / Mosuposica 140 mur + 50 Mxr / aoma Hara npoussoacrsa 10&0"“3;
Daosage form / Metered-dose nasal spray / !

Jlexapersennas gopma Cupeii Ha3anBHbI TO3UpOBAHHLIE Date of Exp. / Tonen no 0972025
P'roduct code / SRU0300082460401 DM Date of release / lata puinyciea 30.11.2023
Kon nponyicra ]
ateh No / Cenn 223105 Qty. Released / 22,500 BOT
Bateh No/ Cepus Ne 12231059 Konuuecrno sounymeno 22,560 ¢naxonon
icens 2
Batch size / Pasmep cepun 25,395 bot /25,395 ¢uaxonon Mig. License No. / MNB/10/832
Hpoussoncreennas aunensus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000494514 HNpouspogcrrennasn nuuensus
Kontpomupyemast cepus N (xara)
. < GMP Compliance certificate Data/ | 18/06/2020
Package size / Y nakoska 150 doses / 150 no3 GMP cepruguar (zara)
Market / Poiox Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/ e
Creundukamus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride/ | Batch No / Mfg by / Urquima S.A., Spain /
F400-23002
. . A3EaCTHHA PHAPOXJIOPUL Cepus Ne Ipoussoa. | Ypxsuma C.A., Honanys
API information / MTC-
Hupopmanus 06 A®C | Mometasone Furoate / Batch No/ Mfg by / Sterling S.p.A., Italy /
i . 002/221.22405 ¥
Momerasona dypoar Cepust Ne Al Hpoussoa. | Crepsunr C.iLA., Wranus
No TESTS / TIOKA3ATEJN LIMITS / TPEGOBAHUS OBSERVATION / PE3VJILTATDI
1. Description / Onucanue White to off-white suspension / Benas vnu Off-white suspension /
H0uTH Oenas cycneHsus IMoury Gesay cycnensus
2. Identification / Mnentudnrauusn

@) Azelastine hydrochloride /
Asenracmuna eudpoxnopud

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine
iydrochloride peak in the chromatogram
of standard solution (see "Assay” section)
! BpeMs ymepxuBamus ommoro m3
OCHOBHBIX IIHKOB HAa XPOMaTOrpamMme
HCIIBITYEMOro pacTBopa JHOIDKHO
COOTBETCTBOBATEH BPCMCHH YACDKUBAHMS
[MKA  a3elacTvHa  TUAPOXJIOPMAA Ha
XPOMATOTpaMME CTAHIAPTHOIO PACTROPA
(em. pasaen «Komuecrsennoe
OTIPEACIIEHUED ).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram uof stundard  solution (see
"Assay” section) / Bpems VAECPXKUBAHNS
ONHOTO M3  OCHOBHBIX  IMKOB  Ha
XpOMaTOrpaMMe  HCOBITYEMOTO  pacTBOpa
COOTBETCTBYET BPEMEHM YIEPKHBAHUS IHKA
aseslacThHa THIPOXJOpHAA Ha
XPOMATOrpamMme CTaHAapTHOIe PACTBOpA.

l

Prepared by / Iloarotos.ieno Checked by / Hposepeno Approved by / Ono6penc
Signature / Hoanuce e AN e
Date / Jlata 05 liring ox 2\t Geiieg ey
Name / PO Atul Kumar Anmol Sharma S:‘mdeep Semwal
Designation / Jomsxcuocrs Officer -QA Asst. Manager -QA Sr. Manager -QA

FCM/QA054/08.00
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Anew way for a new world . . . ..
Certificate of Analysis for Finished Product /

Cepruduxar ananusa ua TFOTOBY¥O NpoOAYKHHIO
Name of product /
HﬂHMeHOBaHl/Ie npoaykuuu

Generic name /
Henarenrosannoe
HAHUMEHOBaHU e

Page 2 of 7/ Crp. 2 u3 7

Momat Rino Advance /
Mowmar Puno Anpanc

Azelastine + Mometasone metered dose nasal spray /
AsenacTau + mMomerason CTIPeH HazaNbLHbLI HO3UPOBaHHBIH

Each spray delivers / K

Heiicteyromue Beuecsa

Strength / {osuposka

Dosage form /

JlekapcTBennas do pPM A
Product code /
Kon npoayiera

Batch No/ Cepusi Ne 12231059 Qty. Released /

Koaunyecrso BBINYIEHO
25,395 bot /25,395 quaonos Mig. License No. /
Hpoussoacraennasn JuueH3ust Ne
Mfg. License Date /

040000494514

22,560 BOT
22,560 dinaxonos
MNB/10/832

30/04/2020 .
Package size / Yraxosica 150 doses / 150 nos GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduicar (nara

Market / Prisox Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprugurat Ne
R -

eference specification No / SPC-CC-034990 STP No / STP-CC-026675

Cneunduxanns No CITH Ne
Azelastine Hydrochloride / Batch No / Mfg by / Urquima S.A., Spain /

API information / Aszenactuna THIPOXJIOPH T Cepusa Ne Mpoussox. Ypxeuma C.A., Mcnandyg

Mifg by / Sterling S.p.A., Italy /

Hudopmannus 06 AGC Mometasone Furoate / Batch No / g?)g/g;L22405
Mowmerazona ¢ypoar Cepusa Ne - Ipoussop. Crepmunr C.iA., Uranus

Al
TESTS / TOKA3ATEIN LIMITS / TPEFOBAHHS OBSERVATION / PE3YJIbTATBI
b) Mometasone Juroate / The retention time of one of the main | The retention time of one of the main peaks in

Momemazona Pypoam peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of mometasone | that of mometasone furoate peak in the
furoate peak in the chromatogram of chromatogram of standard solution (see
standard solution (See»"Assay”section)/ "Assay”section) / Bpems  ynepsxupamms
Bpems  ynepxupanns - OZHOTO w3 | ommoro  pg OCHOBHBIX  IUKOB  ng
OCHOBHBIX NHKOR Ha Xpomatorpamme | xpomarorpamme HCTIEITYeMOro  pacraopa
HCIIBITYEMOro pacTeopa AOIDKHO | COOTBETCTBYeT Bpemenn YACPKHUBAHUA MUKz
COOTBETCTBOBATH BpeMeHH YOCPXKUBAHUA | MOMETa30HA (Qypoara mua Xpomarorpamme
HKa MOMETa30Ha  (yypoata  na CTaHAAPTHOTO PACTROpA.
XPOMaTorpaMme CTaHmApTHOrO pacTBopa
(M. pasien «Konmuectrennoe
onpenenenues),

Batch size / Paszmep cepun

Inspection Lot No
Kontpoaupyemas cepus Ne

HpOH3BOﬂCTBeHHaH Juuenius

In the test of assay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks  of  benzalkonium chloride
homologues C1;  and Cu in  the
chromatogram of the standard solution /
Ha XPOMatorpamme  ucomITyemoro
" | pacTROpa  niomicHy oGHapyxuBarLca
1 nuKH, COOTBETCTBYIOMHE 110 BpemeHam
ACPHUBARMS IIUKAM roMo0ros Cia Cia
Oensankodus XJ0pHaa Ha
XPOMATOTPAMME CTAHAAPTHOro pacTBopa
(oM. pasnmen «Konuuecreennoe
onpenenenuey).

¢ Benzalkonium chloride /
Benzankonua xnopuo

In the test of assay, the 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 standard
solution / Ha XPOMATOTPaMMe HCIBITYEMOTO
pacreopa oCHapy»uBaroTcs THKH,
COOTBETCTBYIOLME 1o BpEMEHAM
YACPRUBAHMA 1MKAM TOMOJIOroB Cpy n Cuq
OeHsankonus Ximopuna ua Xpomatorpamme
CTaHIAPTHOTO pacTeopa,

5
& I m- ved by / Onobpeno

Name / ®HO Sandeep Semwal
Officer -QA Asst, Manager -QA Sr. Manager -QA
FCM/QA034/08.00

:
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Certificate of Analysis for Finished Product /

Ceprudukar ananusa HA roTOBYI0 NpopykmIo
Name of product /
Haumenosanne npoy KUHH
G

eneric name /
Henatentopannoe
HAauMeHOBaHHe

Page3 of 7/ Ctp.3uz7

Momat Rino Advance /
Mowmar Puyo Anpauc

Azelastine + Mometasone metered dose nasal spray /
Asenactuu + momerason CIIpEeH HasaIbupIi AO3UPOBAHHEIH

Each spray delivers / Kaxcnas nosa CIIpest Conepxur;
Mometasone Furoate BP 50 meg / Mowmerazona dypoar Bpur.®. 50 air

Azelastine Hydrochloride BP 140 mceg / Asenacruna TMAPOX0pUA Bpur.®. 140 mir

140 meg + 50 mcg / dose Date of Mfg. /
Dosage form / Metered-dose nasal spray /
Product code / SRU0300082460401 DM Date of release / ara spmycxca m
Kox nponyicra ;

o Qty. Released / 22,560 BOT
25,395 bot / 25,395 tnaxonos Mfg. License No. / w
Hpoussoacraennas JuueH3uss Ne
, Mfz. License Date / , 30/04/2020
040000494514

Heficryromue Beulecrea

Batch size / Pazmep cepuu

Inspection Lot No
Konrtpoaupyemas cepus Ne

Hpoussoncraennas NI eH3Hs

AaTa

GMP Compliance certificate Data /
GMP ceprudurar aarTa

Market / Poiox Russia / Pocous GMP Compliance certificate No / GMP-01556/20/IN

GMP ceprudurar No
Reference Specification No / SPC-CC-034990
Creunduxanus Ne
Azelastine Hydrochloride / Batch No / Mfg by / Urquima S A, Spain /
Cepus Ne Hponsson.

Asenactuna THAPOXJI0pHA Ypksuma C.A., Henanug

18/06/2020

Package size / ¥nakoska 150 doses / 150 g03

API information /
Undopmauns o6 ADC

Mometasone Furoate / Batch No / 002/221.22405 Mifg by / Sterling S.p.A., Italy /
Mowmerazona Gypoar Cepus Ne Ipoussop. Crepinnr C.LA., Hranus

Al

_
Density / Ilnornocrs From 0.90 10 1.10 glem?/ 1.02 g/em?

Viscosity / Bssxoctn 74.2 ¢Ps /74,2 ¢Il3

absent / Yacruyp Bonee 30 mrm HODKHBI

7.
OTCYTCTBOBATE

‘
%-nmmu_
_ﬂm Asst. Manager -QA Sr. Manager -QA

FCM/QA054/08.00

Mass of the released dose /
Macca BLICBOGOMaeMoif 10311

Single dose / OTaensnan nosa:
85.0 10 115.0 % of the claimed delivered Minimum/Mum&myM: 88.7%
dose amount / 850 - 1150% or Maximum/MaKcuMyM: 107.0%
3aSABJIEHHOTO KONUYeCcTRY Average / Cpenirce: 96, 6%

Average dose / Cpeansis nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % o7 3asABJIICHHOTO
KoaMuecTpa

Not less than 14.175 g/
He menee 14,175 ¢

Not less than 150 doses (disregard the
first pumping) / He menee 150 103 (He
CUHTag nepeudnyio IIpoKayKy)

90 % of particles less than 10 pm /
90 % wacru paszmepom Menee 10 mienm

Mass of the vial content /
Macea corepiknmoro ¢gaaxona

Dose number / Konnuecrso K03 177 doses / 177 no3

-Particle size / Pazmep yacrun 100.0% / 100,0%.

100 % of particles less than 30 pm/
100 % wactuy pasMepom meree 30 mrm

100.0% / 100,0%

Particles of more than 30 pm should be Absent / OrcyrerByror
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Anew way for 4 new world . . s,
Certificate of Analysis for Finished Product/
Ceprugurar aHAIN3a Ha T0TOBYI0 npoaykuure

Momat Ring Advance /

Name of product / i
Haumenosauue npoaykuuy Mowmar Puyo Ansayc

: e ) — .
Generic name /

Henmarerron HHOe Azclastine + Mometasone metered dose pasy] Spray /
k H (¥ ~ o
T — Asenacruy + MOMETa30H cripeti HA3aj1bH LI RO3UPOBAHHUL]

Heiicrayompe BeulecTra M S ' 5
Azclastigg Hydrochloride BP
140 meg + 50 meg / dose
M_O\luir ' 50 Mrr/ osa
Metered-dose hasal spray /
Cnpeii HasabHLI AO3UPOBAK K

dypoar Bpur. o, 50 mxr
THHA TP oX topuy Lpur.@. 140 MKL

Date of Mfg, / 10/2023
Hara n OM3BOACTRY -

Strength / Ho3upopry

Dosage form /

P
JlekaperBennas hopma 09/2025

Product code/ SRU030008246040 1 ppg Date of yelease / Jtara monyerey 30.11.2023
12231059 | Qty. Released / 22,560 BOT

Koanuecrpo BbIllymeno
Mfg. License No. /
OH3BOACTBeHHAsy JTHUEeH3Hs No
Mfg. License Date /
Hpnmuoncmehuaa MHHenInsy
nava)

22,560 Prakonos
MNB/10/832

Baich Ny / Cepusn Na
Batch size / Pasmep cepun

30/04/2020

Inspection 1ot No
Kourponupyemaﬂ cepus Ne
Package size / Ynakoska

040000494514

150 doses / 150 nos

18/06/2020

ficate No / GMP-01 556/20/IN

GMp

GMP cep THQHKAT Ne
Azelastine Hydrochloride 7 Batch No / Mfg by / Urquima S.A., Spain /
Asenactamg THIPOXNIOpH ;1 Cepusn No Mpoussoy, Ypkeuma C.A., Henanng

Mometasone F uroate / Sterling Sp.A., Italy /
Momerasona dypoar Crepnuyr CLA., Uranug

API information /
Hudopmaung 00 ADC

Cepus Ne

OBSERVATION / PE3YJIBTATB]
Complies /

TESTS / HOKA3ATE I

Sedimentation Stability /
Ce}.IHMeHTaUHOHHaﬂ
Yeroitunsocery,

LIMITS / TPEBOBAHI/IH
Not less than 5 min/ He MeHee 5 Muy

Impurities / Ipumecn

@) Azelastine J; ydrochloride /
Asenacrmung 2UOpoxnopudg;
Single unspecifivd Impurity /
Enunimnag Heunentnuumposanyag
npumeck

Total impurities / CymMma npuvecei

Not morc thay 0.89 %/ He Ooree 0,89 9, 0.21%/ 0,21%

Not more than 2.0 9 / He 6oJrec 2,0% 0.24%/ 0,249,

b) Mometasone Juroate /
Mosemazong Pypoama
Impurity 1/ Mprvecy D

Not more than 1.0 %/ He 60see 1.0 % 0.01%/0,01%

Single unspecified impurity / Not more thay 1.0 %/ He Bonee 1,0 9
Enuununag HCHACHTH G uuHpoBanyay
npumMecs

Total impurities / Cymma npuMeceit

0.06% / 0,06%

Not more than 2.0 9/ He 6o51ee 2,0% 0.209% / 0,20%

1

Prepared by / Hoarorosnen by ; m
-mmm-ﬂmmm_

FCM/QA054708 .00
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Certificate of Analysis for Finished Product /
Ceprugugar AHAIN3A Ha ToToBYI0 nponykunie

Name of product / Momat Ring Advance /
Haumeuosauue npoayxkuny Momar Pupo AnBanc
Generic name /

Azelastine + Mometasone metered dose nagaj Spray /
HenaTeHTosaHHoe Lo N .

Asenacrup + MOMETa30H cripeii HA3aNbHLIH AO3UPOBAHKLIH
HaUMeHoBanye

Each Spray delivers / Kaxnas gosa CIpes conepoxnr:

Mometasone F uroate BP 50 me
Azelastine Hydrochloride

Date of Exp. /Togen no 09/2025

Date of releage / Hara Briycxa 30.11.2023

Qty. Released / 22,560 BOT

Konnuecrpg BbINyuweno 22,560 daaxonos

MNB/10/832

300042020

lleﬁcmymmue Bemwecrea -

Strength / Ho3upogica
Dosage form /

Jeka PCTBEHHAS dopma
Product code /

Koa npoayira

Batch No/ Cepus Ne 12231059

140}\vu<r * 50 Mkr / no3a
Metered-dose hasal spray /
Crnpeix Ha3ILHLI AO3UPOBAHHEI]
Hpoussopcraey
Mfg. License Date / .
Hpomaoucmeunaﬂ AuneHznsn

SRUO3000824604O 1DM
040000494514
Aara

' o ' GMP Compliance certificate Datq / 18/06/2020

Package size / ¥Ynaroska 150 doses / 150 o3
GMP ceprugmicar aara
GMP Compliance certificate No / GMP-01556/20/IN
Reference Specification Ng / SPC-CC-O3499O STP-CC-026675
Creundmranug Ne
Azelastine Hydrochloride 7 Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
Asenacruna THAPOXOpH Cepusi No Ipousgon, YpxBuma C.A., Henanug

APLinformation / MTC.
Andopmanug 06 ADC Mometasone Furoate / Batch No / 002/221,22405 Mfg by / Sterling Sp.A., Italy /
1

Mowmerasona Qypoar Cepusi No A Mpouspop, Crepnunr C.nA., Hranug
TESTS / HOKA3ATE 1Y LIMITS / TPEBOBAHIIs OBSERVATION / PE3YJILTATD]
Uniformity of delivery dose / 9 of 10 doses: 75 % 10 125 % of the Azelastine Hydrochloride /

Batch size / Pasmep cepun 25,395 bot/25,395 {naxonos

140 mcg + 50 mceg / dose
Mfg. License No, /

Inspection Lot No
Kourponupyemaﬂ cepus Ne

Oanopognocry, A0CTaBAREMO; mean; Asenacruna Fuapoxsopuy:
AO3bI 10 0f 10 doses: 65 % to 135 9 of the Minimum / Munnyyn: 99.0%
mean y

Maximum / Makcumyn: 102.29
Average / Cpeanee: 100.0%

If2or3 results are outside 75-125 %, test
other 20 doses. Not more than 3 of 3¢
values may be outside 75 — {25 % range
and al] the values shoyid be within 65 to
1359/

9 u3 10 gos: 0T 75 % 5o 125 % ot
CPeIHErO 3Hayenyy

10 13 10 go3: 0T 65 % 10 135 % or
CPeAHEro 3nayenyy

Mometazone Furoate /
Momerazonq Pypoar:
Minimum / Muaumyn; 99.0%,
Maximum / MakcnmyM: 101.6%,
Average / Cpennee: 100,09

Ecin 2 unn 3 Pesynvrara Bemagaor u3
penenos 75 - 125 %, uensitanye
HpoBoasr ¢ 20 APYruMu nosamu. He
Gonee 3 u3 30 SHAYCHUI MoryT BBIXOANUTE
sanpenenst 75 — 125 %, 1 Bce 3HaYeHus
ROIDKHBI Gpity B lpeaenax or 65 yo

135 ¢, .

Not more than 102 ctu per I ml of the
product/ He Gonee 12 KOE B | mp
npenapara

Name / ®HO
Designation / Hosmxnocry

FCM/QAOS4/08.00
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Aew way for a new world . . . .
Certificate of Analysis for Finished Product /

Cepraduxar AHA/IM32 HA roToBYyIO npoaykumro
Name of product/
Haumenosanue o onyKuun
Generic name /

HenaTeHTOBaHHoe
HauMeHoBanpe

Page 6 of 7/ Crp.6uz7

Momat Ring Advance /
Mowmar Puno Angauc

Azelastine + Mometasone metered dose nasal Spray /
Asenacray + MOMETa30H cripei HazanbHLIiH A03HpoRauukIif

Each spray delivers / Kaxaas noza Cpest coaepxur:
Mometasone Furoate BP 5¢ meg / Momerasona dypoar Bpur.d. 50 MKT

Azelastine Hydrochloride BP 140 meg / Asenactuna THIpoxnopun Bpur.d. 140 MK
) 140 meg + 50 mcg / dose Date of Mfg, /
Dosage form / Metered-dose nasal spray /
Cripeit asampup AO3HPOBAHHLI} Date of Exp. / Tonen a0
Product code / SRUO3000824604OIDM Date of release / Aara Bemycka m
Koa npoaykra
Qty. Released / 22,560 BOT
22,560 ¢naxonos

Heiteteyiomue Bewecrsa

Batch No/ Cepus Ne

Koauyecrso BhINyieHo
Batch size / Pasmep cepun 25,395 bot / 25,395 ¢praxonos Mfg. License No. / MNB/10/832
Hpouseoncraennag JIMLeH3us No
. . Mfg. License Date / . 30/04/2020
Inspection Lot No
040000494514 Hpoussoacreennag JMuensus
Kourponupyemag cepust Ne aTa

Package size / ¥naxoska 150 doses / 150 03 GMP Compliance certi

ficate Data / 18/06/2020
GMP ceprudmrar aara
Maiket / Pprox Russia / Poccyg . GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprugpnrar No

SPC-CC-03499¢
Crewnduraus No
Azelastine Hydrochloride / Batch No / F400-23002 Mfg by / Urquima S A Spain /
A3senactuna TUAPOXI0pY 1 Cepus Ne Mpoussoa. Ypkauma C.A., Vcnianus
Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
Momerasona (dypoar Cepust No Hpouspon, Crepnunr C.nA., Hranug
LIMITS / TPEGOBAHUS OBSERVATION / PE3YJIbTATE]
Not more than 10! cfu per I ml of the Less than 10 cfu/m] / Menee 10 KOE/™mn

product / He Gonee 10 KOE B 1 My
npenapara

Absence per 1 ml of
Orcyrerpue g 1 My npenapara

APl information /
Huadopmanus of ADC

TESTS / IIOKA3ATEIH
Total yeast and moulds count /
O6uiee wncno APOXKEBBIX 1
TJIECHEBLIX TpuGoR

Pseudomongs aeruginosa

Staphylococeys aureys Absence per | ml of the product /

Orcyrersue g 1 My npenapara

Absent / Orcyrersyer

Assay / Konuvecrsennoge ofipeneneHue

From 85915 ] 15 % of the labeled claim
of Azelastine hydrochloride / Ot 85 % 10
115% or 3a9BRCHHOrO KOjlHvecTra
asejgacTuua TUapoxnopua

From 85 9 1o 115 % of the labeled clajm
of mometasone furoate / Op 85% 1o
115% or 3a8ABACHHOr G Kojimvecrpg
MOMeTasona (ypoara

From 80 % 1o 120 % of the labeled claim
of benzalkonium chloride / Or 80 % 1o
120% ot 3asBICHHOrO Konuyecrpa
Gemzankonuy XJopuga

a) Arzelastine hydrochloride /
AsenacTuua THApOXJT0pUA

94.9% /94,99

b) Mometasone furoate /
Momertazona thypoar

97.6%/97,6%

c) Benzalkonium chloride /
Bensanionnsg Xnopuga

99.2% /99,29,

Package size / Onucaupe
ynakosku

150 doses in 2 HDPE plastic bottle equipped with a metering device ang actuator with
protective cap. Bott]e with leaflet placed in carton box. / TTo 150 np3 BO (hrrakon u3 13RI,
CHAOXEHHRIH AOSHpyIomam  yerposicrpon Y HazanbLHLIM 8HANTEPOM ¢ 3ammrHppy
Koimaykom. ®jakoy o MHCTPYKIMeH nio MEAHUHHCKOMY  ipuMenenuo noMemwaror g
KapTonHyro nayky. '

‘ Prepared by / Hoarorosneno Checked by /11 OBepeno - by / Ono6peno 7
q&—h«
Date/flara ISRy

Name / ®HO ‘mmm—-mﬂ_ Sandeep Semwal
Designation ! Doswxuocts Officer -QA Asst. Manager -QA %
FCM/QA054/08.00




glenmank

A new way for 2 new workd

Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Tel.: +91-1795 667200 Fax: +91-1795 667299 email;

glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product/
Ceprudukar ananusa na TFOTOBYIO HPOAYKIHIO

Name of product /
Haumenosanue npogyxuuu

Distt. Solan Himachal Pradesh 173205, India

Page 7 of7/Crp. 7u3 7

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
Henarenrosannoe
HAUMEHOBAHHe

Heficrayiomue Beuwecrna

Azelastine + Mometasone metered dose nasal spray /
A3enactiH + MoMeTa30H CHIpei Ha3anBHbBIA NO3MPOBAHHEH

Each spray delivers / Kaxras nosa CIIpEs CONCPIKNUT:
Mometasone Furoate BP 50 meg / Momerasona drypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactu

Ha ruapoxsiopua bpur.@. 140 mxr

140 meg + 50 meg / dose Date of Mfg. / 2
Strength / losupoeica 140 Mkr + 50 wxcr/ s103 JlaTa npomssoncrsa 10/2023
Dosage form / Metered-dose nasal spray /
Jexapcraennas dopma Cripeit HazanbHpIH JO3UPOBAHHbIN Date of Exp. / Tonen 20 0972025
Product code/ SRU030008246040 1 DM Date of release / Jlata srinycka 30.11.2023
Koa npoayxra
Batch No/Cepus Ne 12231059 Qty. Released / 22,560 BOT
Kosanuecrso srinymeno 22,560 ¢naxonon
Batch size / Pasmep cepun 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
Hpousponcreennast iuuensus Ne
Inspection Lot No , Mfg. License Date / 30/04/2020
p 040000494514 Ipoussoacreennas aunensus
Kom‘po.nupyemaﬂ cepust Ne (naa)
. i GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 150 doses / 150 no3 GMP cepruduxar (nata)
Market / Pritox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurar Ne
Reference specification No / P STP No / ~
Crieundmicanus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-23002
. . Asenactuna PHAPOXJIOpHA Cepus Ne Ilpouseon. Ypxsuma C.A., Ucnanus
API information / MTC-
Hupopmauns 06 AOC | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Ttaly /
002/221.22405
L Mowmerazona dypoar Cepusn Ne Al Hpoussox. | Crepnunr C.n.A., Hranus

Any deviation/Incident/O0S:

IN/1101/2023/0285.

Onmoneuun/necoo’rsercmuﬂ/OOC: IN/1101/2023/0285.

Declaration of certification:

“1 hereby certify that the above info
manufactured, including packaging and quality control at the above mentioned site in full com
local Regulatory Authority and with the normative document no.
SPC-CC-034990 . The batch processing,
3axurouenue o cooTBereTBHM: HacTOs
Hannas cepust Goina TIPOU3BENICHA, BK
IJIOMIAAKE B TIONIOM COOTBETCTEMM ¢ T
AoxymenTauuu JI-No(001749)-(PI -

rmation is authentic and accurate. This b

JII-Ne(001749)-(PT -
packaging and analysis reviewed and found to
IHM TIOATBEPKIAIO, UTO NPEACTABICHHAS BBILIE U
THOYas YHAKOBKY/MapKHPOBKY, W TIPOKOHTPOIHPO
peboranuamu Hayiexamei Hpowmssoxcreeunoi Hpakruxu (GMP) n TPCOOBAHUIMY HOPMATHBHOH
RU)0130.01.2023 u YTBEDKACHHOM cnenudnkanmeit No

atch of product has been
pliance with the GMP requirements of the
RU) dt. 30.01.2023 and submitted specification no.
be in compliance with GMP.”

Hbopmauus spnsercs JOCTOBEPHOH ¥ TOYHOIA.
BaHA HA YKA3aHHOW BBILIE IPOHSBOACTBEHHO

SPC-CC-034990. Iporokons: NPOU3BOICTRA,

YIAKOBKY M NPOBEACHHBIX AHANM3OB IS AAHHON Cepuu OblM NPOAHATM3MPOBAHLI M CAENAHO 3AKTIOYCHHE, YTO OHM COOTBETCTBYIOT
TpeboranusaM Haanexameit Hpouspoacreennoi Hpakryku (GMP).

(
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