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Certificate of Analysis for Finished Product /

Ceprudukar aHAJHM3a HA FOTOBYIO NPOAYKIIHIO
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Name of product/
HaumeHoBanue npogyxuuu

Momat Rino Advance /
Mowmar Puno Anpac

Generic name /
HenartenToBaHuoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3CHacTUH + MOMCTA30H CIpell HasaabHblH 103UPOBaHHbIH

JeficTByomue BetlecTBa

Each spray delivers / Kaxxnas nosa cripest couepsxur:
Mometasone Furoate BP 50 meg / Mosmerasona dypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacrina runpoxnopua Bpur.@. 140 mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / loanposka 140 MKr + 50 M/ 1038 JlaTa npoussoACTBa 10/2023
Dosage form / Meterved-dose nas\a’ll sy?ray/ ) Date of Exp. / Fozen 0 09/2025
JlekapcTeeHHas dopma Crnipeli HazanbHbIH JO3HPOBAHHBIN
Product code / SRU0300082460401GS Date of release / ara Brinycka 30.10.2023
Koa npoayxra
o Qty. Released / 33,440 BOT
Batch No / Cepus Ne 12231029 Koauuectso soimymeno 33,440 raxoros
Batch size / Pasmep cepun 37,815 bot /37,815 pnakonos Mfg. License No. / MNB/10/832
' TlpoussoacTeeHHast iuneH3uss Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000491062 IpouseoacreeHHan Juensust
KouTponupyemas cepusi Ne (nata)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
- : 5T
Market / Portok Russia / Poceus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No/ | . . STP No / N
Crenuduanms Ne SPC-CC-051325 I Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-23002 -
. . AzenacTvHa r’uApOXJIOpHA Cepusi Ne Mpoussoa. | Ypxeuma C.A., HUcnanus
APl information / MTC-
Hndopmanus 06 APC | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
006/20L.21191 .
Mowmerazona Qypoar Cepust Ne Al Ilpousson. | Crepnuur C.nA., Uranus
No TESTS / HOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI
1. Description / Onucanne White to off-white suspension / Benas unu | Off-white suspension / '
nouTH Oefast CycneHsus Tlourn Genas cycneusus
2. Identification / Unenrndpuxauus

a) Azelastine hydrochloride /
Azenacmuna zudpoxnopud

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay™ section)
/ BpeMs yaepXuBaHWS OJHOTO U3
OCHOBHBIX fIMKOB Ha XpoMmarorpamme
UCHILITYEMOTO pacTBOpa JODKHO
COOTBETCTBOBATh BPEMEHU YACPKHBAHUS
NMKA a3eNacTHHa TMAPOXJIOpUAA HA
XpoMarorpaMMe CTAHAdpPTHOIO PacTBOpa
(oM. paszen «KonnuecTaenHoe
OTIpEHCIICHHEN ).

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 of standard solution (see
"Assay” section) / Bpems yaepxusaHus
OJHOTO W3  OCHOBHBIX  IIMKOB  Ha
XpOMATOrpaMMe  MCIIBITYEMOrO  PacTBopa
COOTBETCTBYET BPEMEHH YICPXKMBAHUS THKA
a3enacTHHa THAPOXI0pHIa Ha
XPOMATOIPamMMe CTAHAAPTHOIO PacTBOpa.

Prepared by / IloarorosJeno

Checked-by / IIposepeno
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Name of product /
HaumenosaHue npoaykuuu

Momat Rino Advance /
Mowmar Puno Axnsauc

Generic name /
HenatenroBannoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3€1aCTHH + MOMETa30H Crpe Hasalbubl 103UPOBAHHLIH

JeiicTByomue Beutecrea

Each spray delivers / Kaxaas n03a cnipest conepxut:
Mometasone Furoate BP 50 meg / Momerasouna ¢ypoat Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asesnactuna rugpoxopui Bpur.®. 140 mxr

) 140 meg + 50 meg / dose Date of Mfg. /
Strength / Josuposka 140 MKt + 50 Micr / 1032 Jlata npoussoeTsa 10/2023
Dosage form / Metered-dose nasal spray /
Jlekapcrsennas dgopma Cnpell HazaIbHBLH IO3UPOBAHHBIN Date of Exp. / Tonen o 09/2025
Product code/ SRU0300082460401GS Date of release / lara Bhunyexa 30.10.2023
Koa npoayxra
" Qty. Released / 33,440 BOT
Batch No/Cepus No 12231029 KosuvecrBo BeinywueHo 33,440 ¢akonos
Batch size / Pasmep cepun 37,815 bot/ 37,815 ¢pnaxonos y;%;:;;f;";ﬁ:::}-{;ﬂ I MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
K spection 040000491062 IpousBoacTEEHHAT AHNEH3US
OHTpOJIMpYyeMan cepus Ne (naa)
Package size / Ynaxosxa 75 doses / 75 no3 gmg i‘;}?ﬁ;?’?;ic&':;g;ate Data/ | 18/06/2020
Market / Phitok Russia / Poccrs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / . STP No/ D
Creunduicatus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
. . AsenacTuHa THIPOXJIOPUIL Cepns Ne Tlpowssoa. | VYpxeuma C.A., Hcnauns
API information / MTC-
Hndopmannus 06 AOC | Mometasone Furoate / Batch No / 006/20L.21191 Mfg by / Sterling S.p.A., Italy/
MowmeTazoHa gypoar Cepust Ne Al Ipoussoa. | Crepmunr C.iA., Hranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJILbTATLI

b) Mometasone furoate /
Momemaszona Qypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay”section) /
Bpems  ymepXuBaHUs  OAHOTO 3
OCHOBHBIX IIMKOB Ha XPOMAaTOrpamme
HCTIBITYEMOrO pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHU YAEPKUBAHUS
nHKa MoMerasoHa  ¢dypoata  Ha
XPOMATOrpamMMe CTaHAAPTHOrO pacTBopa
(oM. pazjen «Konuyecteennoe
OnIpeACICHUEN ).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of mometasone furoate peak in the
chromatogram of standard solution (see
"Assay”section) / Bpems yaepxusadus
OJHOTO W3  OCHOBHBIX  IUKOB  Ha
XpOMATOrpaMMe  HCTIBITYEMOr0  PacTBOpa
COOTBETCTRYET BPEMEHH YACPKMBAHHUS TMKa
MOMeTa3oHa (ypoaTa Ha XPOMaTorpamme
CTaHJapTHOI'O PacTBOpA.

¢ Benzalkonium chloride /
Bensanxonun xnopu

Ha

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 Ci2 and Cus in the
chromatogram of the standard solution /
XpPOMAaTOrpamMMe  KHCHBITYEMOro
pacTBopa  JOJDKHBL  OOHAPYKHBATLCA
TIHKY, COOTBETCTBYIOLIME MO BpEMEHaM
yaep>xuBanus mkaM romonoros Ciz u Cig
OeH3aNKOHUs XJopuaa Ha
XpOMaTorpaMMe CTAHAAPTHOTO PacTBOpa

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ci2 and
Ci4 in the chromatogram of the standard
solution / Ha xpomarorpaMMe HCOLITYEMOTO
pacTeopa oGHapyKUBAKOTCSL TIHKH,
COOTBETCTBYIOIINE 110 BpEMEHaM
yaep:kuBanus nukaM romojioros Ciz u Cig
OeH3aNKOHHUS XJIOpUAA HAa XPOMATOrpaMme
CTaHIapPTHOIO PacTBopa.

(cMm. paznen «Komuuecrsennoe
ONpecAEHHEY ).
Prepared by / Iloarorossieno Checked by / Iposepeno Approvéd by / OgoGpeno
Signature / Hoanuce ) (Y ' .
Date / lata AN s SATEAWER AN
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JosmHocTs Officer -QA Sr. Officer -QA Sr. Manager -QA
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Ceprudukar aHajn3a Ha rOTOBYIO IPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHnoBanne npoaykunn | Momar Puno Aspanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenarteHToBaHHOe - N "
A3enacTHH + MOMETa30H cripel Hasanblbli JO3UPOBAHHbI
HalMeHOBaHUe
Each spray delivers / Kaxias j103a cipes coaepxur:
JeiicTByromme Bemecrsa Mometasone Furoate BP 50 meg / Momerasona gypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxaopua bpur.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposxa 140 mxr + 50 mxr / nosa Jlata npousBoacTBa 10/2023
Dosage form / B{Ietel;ed-dose nasval spray / } Date of Exp. / Fomen 10 09/2025
JlexapcTBeHHas popma Cnipeit Ha3anbHbIHA 103UPOBAHHBIN
Product code/ SRU0300082460401GS Date of release / JlaTa Binycka 30.10.2023
Koa nponykra
Batch No / Cepus Ne 12231029 Qty. Released / 33,440 BOT
Konuyecrso Bbinyieso 33,440 ¢nakouos
Batch size / Paamep cepun 37,815 bot/ 37,815 Quakonos Mig. License No. / MNB/10/832
IlpousBoacTBeHHast guueH3us Ne
Inspection Lot No ' Mfg. License Date / 30/04/2020
p 040000491062 INponssoacTBeHHAS AHIEH3US
Konrpoaupyemas cepus Ne (nata)
. : GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakosia 75 doses / 75 no3 GMP ceprudusar (1ata)
Market / Puitok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN

GMP ceprudurar Ne

Reference specification No / . STP No /
Creunduicaus No SPC-CC-051325 CIIU No STP-CC-037517
Azelastine Hydrochloride / | Batech No/ Mfg by / Urquima S.A., Spain /
F400-23002
. . A3enactuHa FHAPOXIIOPHA Cepus Ne Tlpousson. | VYpksuma C.A., Hcnanus
API information / MTC-
Hndopmauus 06 AOC | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
006/20L.21191 "
MowmerasoHa dypoar Cepus Ne Al IMpomssoa. | Crepnuur C.n.A., Uranus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJITATBI
3. pH From 4.0 t0 5.0/ Or 4,0 no 5,0 46/4,6
4, Density / [lnoThoeTn From 0.90 to 1.10 g/cm? / 1.02 g/em?
Ot 0,90 1o 1,10 r/cm? 1,02 r/em?
Viscosity / Bsiskoceth Not less than 5 cPs/ He menee 5 ¢ll3 39 cPs/39 cll3
Mass of the released dose / Single dose / Otaensnasn nosa:
Macca BpicBoGoxnaemMOil 10361 85.0 to 115.0 % of the claimed delivered | Minimum / Musumynm: 91.4%

dose amount / 85,0 -~ 1150% or
3asABJICHHOIO KOAUYECTBA

Maximum / Makcamym: 107.6 %

Average / Cpeanee: 97.1 %
Average dose / Cpeansist n03a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % or 3assneHHOro0

KOJIH4eCTBa
7. Mass of the vial content / Not less than 9.52 g / 103 g/
Macea coaep:xumoro ¢paaxona He menee 9,521 10,3r
8. | Dose number / Koanuecrso n03 Not less than 75 doses (disregard the first | 86 doses/ 86 103

pumping) / He menee 75 103 (He cunras
[EPBUYHYIO HPOKAUKY)

9. Particle size / Pazmep yacTnn 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % uwactuu pasmepoM MeHee 10 Mrm
100 % of particles less than 30 pm / 100.0% / 100,0%

100 % uacrui pazMepom meHee 30 MkM

Particles of more than 30 um should be Absent / OrcyTcTBYIOT
absent / Yacruust 6onee 30 MxM HOJDKHDBE

OTCYTCTBOBATh \
\
Prepared by / IloarorosJieno Checked by / Hposepeno Approvedby / Onobpeno
Signature / Moanuce P o i
Date / Jlata ) e oo g IO
Name / ®PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JosxnocTs Officer -QA Sr. Officer -QA ___Sr. Manager -QA
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Name of product /

HaumeHoBaHue npoaykuuu

Momat Rino Advance /
Mowmar Puno Aasanc

Generic name /
Henarenrosanunoe
HAHMEHOBAHME

Azelastine + Mometasone metered dose nasal spray /
A3zenactu + MOMETA30H CrIpeil HasabHBIN J03UPOBAHHDIH

JeficTByrouime BemecTsa

Each spray delivers / Kaxcnast no3a cnpes coaepxur:
Mometasone Furoate BP 50 meg / Momerasona dypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruua ruapoxnopua bput.®. 140 mxr

140 meg + 50 meg / dose Date of Mfg. /

Stre“g‘h / Rosuporka 140 Mxr + 50 Mxr / gosa Jara nponssoagcrsa 10/2023

Dosage form / Meterfd-?Ose nas;al S]?ray / 3 Date of Exp. / Conen 10 09/2025

JlexapeTBennast popma Crpeit HazanbHbINH 103UPOBAHHDIN

Product code / SRU0300082460401GS Date of release / lata binycka 30.10.2023

Koa npoaykra

3 Qty. Released / 33,440 BOT

Batch No/Cepus Ne 12231029 KoanuecTso BoinymeHo 33,440 ¢naxonon

Batch size / Pazmep cepun 37,815 bot /37,815 dnaxouon Mig. License No. / MNB/10/832
TIpoussoacTBeHHAs JHeH3ns No

. Mfg. License Date / 30/04/2020
Inspection Lot No
040000491062 TpoussoacreeHHas auueHsnus

Konrponupyemas cepus Ne (nata)

Package size / Ynakosxa 75 doses / 75 j103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudurar (aara)

Market / Portok ‘Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudnrar Ne

Reference specification No / < STP No/

Creunduicauns No SPC-CC-051325 CIIN Ne STP-CC-037517

Aczelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-23002
. . A3€aCTHHA M'HAPOXIIOPHITL Cepus Ne Iponssoa. | Ypxeuma C.A,, HMcnauus

API information / NTC-

Undopmauns 06 A®C | Mometasone Furoate / Batch No / Mfg by / Sterling S.p.A., Italy /
006/201L.21191

MowmertazoHa dypoar Cepus Ne Al INpoussoa. | Crepaunr C.n.A., Hranus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHU S OBSERVATION / PE3VJIBTATHI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mmun Complies /
CeauMeHTALIMOHHAS CooTBeTCTRYET
YCTOM4YNBOCTH

11. | Impurities / Hpumecu

npHMeEch

TIpHMECH

a) Azelastine hydrochloride /
Azenacmuna zudpoxnopuoa:

Single unspecified impurity /
Eavnnynas HeuaeHTH)UUMPOBAHHAS

Total impurities / Cymma npumeceit

b) Mometasone furoate /
Momemaszona yypoama
Impurity D / Ipumecs D

Single unspecified impurity /
Enunuynas HengeHTuUuMpoBanHas

Total impurities / Cymma npumeceii

Not more than 0.89 % / He Gonee 0,89 %

Not more than 2.0 % / He 6oaee 2,0 %

Not more than 1.0 % / He 6onee 1,0 %

Not more than 1.0 % / He Gonee 1,0 %

Not more than 2.0 % / He Gonee 2,0 %

0.04% /0,04%

0.05%/0,05%

0.22 %/ 0,22%

Not Detected/ He obHapyxeuo

Not Detected/ He obuapyxeHo

{

Prepared by / Iloarotosaeno Checked by / IlpoBepeno Approved ‘tgy / OpoGpeHo
Signature / Iloanuck v
Date / JlaTa ey ey \w bvo2 S X \ IR
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Designation / JlosxHocTh Officer -QA Sr. Officer -QA Sr. Manager -QA
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Name of product /
HaumeHoBaHHE NPOAYKUHH

Momat Rino Advance /
Mowar Puno Ansasc

Generic name /
HenarenroBanHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3ENacTHH + MOMETA30H CIIpeH Ha3abHBIH 103MpOBAHHBIH

JeiicTByoiue BeuiecTsa

Each spray delivers / Kasias 103a cnpest conepuur:
Mometasone Furoate BP 50 meg / Momerasona ¢pypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxsiopua bpur.®. 140 mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mxr / no3a Jdarta npoussoacTsa 10/2023
Dosage form / Mf:ter\’ed—(?ose nasEﬂ sl?ray/ . Date of Exp. / I'ogen a0 09/2025
JlekapcTeennasi popma Cupeit HazaJILHBIH T03UPOBAHHDIH
Product code / SRU0300082460401GS Date of release / [lata phimycxa 30.10.2023
Koa npoaykra
Batch No/ Cepus Ne 12231029 Qty. Released / 33,440 BO1
Koayecto Bhinymeno 33,440 dnaxonos
Batch size / Pazmep cepun 37,815 bot /37,815 ¢nakonon Mig. License No. / MNB/10/832
IpousBoncTaeHHasn JuueHsun Ne
Inspection Lot No | Mfg. License Date / 30/04/2020
p 040000491062 Ipou3BoacTBeHHAA JHUEH3US
KonTpoaupyemas cepust Ne (nara)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / - STP No/ >
Crienduxaims No SPC-CC-051325 CIIA No STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-23002
. . A3zenacThHa ruIpOXIIOPHA Cepusi Ne Ipouseoa. | Ypkeuma C.A., Mcnanus
API information / MTC-
Wndopmauns 06 A®C | Mometasone Furoate / Batch No / . Mfg by / Sterling S.p.A., Italy /
006/201.21191 .
Mowmerazona ¢ypoar Cepus Ne Al IIpousson. Crepmuur C.rtA., Uranus
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJObTATDHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHopoaHoCcTh JOCTABAsSIEMOi mean; A3eacTHHA THAPOXJOPHA
03Bl 10 of 10 doses: 65 % to 135 % of the
o Minimum / M £ 96.3%
If 2 or 3 results are outside 75— 125 %, test Mml'mum / M”H”MyM‘ : 1(')2 ;cy
other 20 doses. Not more than 3 of 30 | 1 ax.lmur}q c akc?f\alyg:). 0% ?
values may be outside 75 — 125 % range verage / Lpeance: e
and all the values should be within 65 to
135 %/ Mometasone Furoate /
9 u3 10 103: o1 75 % 10 125 % ot Momerasona pypoat:
CPEIHEro 3HaYCHUs
10 u3 10 no3: ot 65 % a0 135 % ot Minimum / Munumym: 96.5%,
Cpeaero 3nayeHus Maximum / Maxcumym: 103.2%,
Ecnu 2 unu 3 pesynsrarta BRHIAJAIOT U3 Average / Cpeanee: 100.0%
npenenos 75 — 125 %, ucnpitanue
npogoast ¢ 20 apyrumu nosamu. He
Gonee 3 w3 30 3HaUCHUI MOTYT BBLIXOANTD
3a npegens! 75 — 125 %, v Bce 3HaueHus
JLOJKHBI ObITH B nIpesenax ot 65 a0
135 %.
13. | Microbiological purity / Muxkpo6uonoruueckas 4ucrora
Total aerobic microbial count / Not more than 10? c¢fu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
Oo1ee yuco a3pobHbIX product / He Gonee 102 KOE B 1 Ma
MHKPOOPIaHH3MOB nperapara "
Prepared by / [Toaroroseno Checked by / IIposepeno Apprové@ by / OnoSpeHo
Signature / Hoxnuce [ A= m—— v =N
Date / lara Nhe vy < okvor L\ WV EI
Name / @O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / ojxnocTh Officer -QA Sr. Officer -QA Sr. Manager -QA
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Name of product /
HaumenoBanue npopykuuu

Momat Rino Advance /
Mowmar Puno Aasanc

Generic name /
HenarenroBanHoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
AsenacTun + MOMETA30H crpeit HazaibHBIHA A03UPOBAHHLIN

JeiicTByiomue Beuectsa

Each spray delivers / Kaxcnas noza cnpes conepxur:
Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®. 50 mMxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopun bput.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mxr/ nosa JlaTa npoussoacrea 1072023
Dosage form / Melerved-('iose hasa ! s;?ray/ " Date of Exp. / I'ogen no 09/2025
JlekapcTBenHas dgopma CnpeH HazaJbHBIN 103UPOBAHHIH
Product code /
SRU0300082460401GS Date of release / Iata Boinycka 30.10.2023
Kon nponykra
Batch No / Cepun Ne 12231029 Qty- Released / 33,440 BOT
KonunvectBo BoinymeHo 33,440 ¢aaxonos
Batch size / Pazmep cepun 37,815 bot/ 37,815 dnakonos Mig. License No. / MNB/10/832
TlpousBoacTBeHHAst JuueH3na Ne
Inspection Lot N Mfg. License Date / 30/04/2020
P 0 040000491062 IlpouseoacTBeHHAs JULEHINS
Kontponupyemas cepust Ne (nata)
Package size / Yiakosa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
Market / Poitok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurat Ne
Reference specification No / N STP No / <
Crenudukauus No SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-23002
. . AsenactuHa rApOXJIOpUI Cepusi Ne IMpoussoa. | Ypksuma C.A., Ucnianns
API information / MTC-
Undopmanun 06 A®C | Mometasone Furoate / Batch No/ Mfg by / Sterling S.p.A., Italy /
006/201.21191 -
Monerazona Qypoar Cepus Ne Al Mpoussoa. | Crepnuur C.n.A., Uranus
No TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHU ST OBSERVATION / PE3YJILTATDI

Total yeast and moulds count /
OOuiee YHCI0 APONOKEBLIX U
{| ruiecHeBsIX rpuboB

Not more than 10! cfu per 1 mi of the
product / He 6onee 10' KOE B 1 Ma
npernapara

Less than 10 c¢fu/ml / Menee 10 KOE/Mn

Pseudomonas aeruginosa

Absence per I ml of the product /
Orcyrersue B 1 Mn1 ipenapata

Absent / OrcyrerByer

Staphylococcus aureus

Absence per 1 ml of the product /
Orcyrcrsue B | M nipenaparta

Absent / OtcyTersyer

14. | Assay / KoanvecTBeHHoe onpejenenne

a) Azelastine hydrochloride /
A3eNacTHHA THAPOXJIOPH

From 85 % to 115 % of the labeled claim
of Azelastine hydrochloride / Ot 85 % no
115% or 3agBACHHOrO KOJNMYECTBA
a3eJIaCTHHA THAPOXJIOPH A

101.6%/101,6%

b) Mometasone furoate /
MowmerasoHa gypoar

From 85 % to 115 % of the labeled claim
of mometasone furoate / Or 85 % no
115% or 3as9BJAEHHOr0  KOJIHMYECTBA
MomMmeTasoHa pypoara

101.5%/ 101,5%

¢) Benzalkonium chloride /
benzanxonus xaopuaa

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 1o
120% OT 3aABJEHHOr0  KOJUYECTBA
OCH3AIKOHHS XJIOpHaa

96.6 %/ 96,6%

15. | Package size / Onucanue
YNaKoBKH

xoanadkoM. MDIakoH ¢ HHCTPYKUMEH 1o
KapTOHHYIO MA4KY.

75 doses in a HDPE plastic bottle equipped with a metering device and actuator with
protective cap. Bottle with leaflet placed in carton box. /ITo-75-103 Bo uakon uz ITIBII,
cHa0XeHHbIH JO3MPYIOLIAM YCTPONCTBOM M HA3ANBHBIM 4JANTEPOM C 3AIHUTHBIM

MCAULUUMHCKOMY NPUMECHCHUIO TMOMCIIAIOT B

Prepared by / IloarorosJeno

Checked by / Ilposepeno

\
Approve\{ by / Ono6peno

Signature / Hoanucs : (5 — -

Date / lara YRIL Jan <\ Wl % T\ \ ‘ot‘ Yetl
Name / @O Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / loszkHocTh Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar aHa/IM3a HA FOTOBYIO NPOAYKIHIO
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Page 70f7/Crp. Tuz 7

Name of product /
HaumenoBaHue npoaykuuu

Momat Rino Advance /
Mowmar Puno Aasanc -

Generic name /
HenarenroBanHoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3ENacTrH + MOMETA30H CIIPEH HA3albHbIH 103UPOBAHHbIIA

JeiicTByromme Bemecrsa

Each spray delivers / Kaxcnas no3za cnpes conepxur:
Mometasone Furoate BP 50 mcg / Momerasona Qypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopun Bput.®, 140 mxr

140 meg + 50 meg / dose Date of Mfg. /

Strength / Jlosuposiea 140 mxr + 50 Mxr / noza Jata npoussoacrsa 1072023

Dosage form / Meterved-(?ose nas?l s;?ray/ ) Date of Exp. / Fonert 110 09/2025

JlekapeTsennast popma Cripeli HazasbHBI JO3MPOBAHHBIH

Product code / SRU0300082460401GS Date of release / Jlata Brinycxa 30.10.2023

Koa npoaykra

o Qty. Released / 33,440 BOT

Batch No / Cepus Ne 12231029 KouuecTso pbinyiieno 33,440 quaxoros

Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakonos Mfg. License No. / MNB/10/832
TlpoussoacTBeHHast JHLEH3HA No

Inspection Lot No Mfg. License Date / 30/04/2020

p 040000491062 TpousBoacTBeHnas AULEH3US
KouTpoaupyemas cepusi Ne v (nata)
Package size / ¥ nakosxa 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
. GMP ceprudpurar (nara)

Market / Phitox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne

Reference specification No / ~ " STP No / e

Creunduicaums Ne SPC-CC-051325 CIIU Ne STP-CC-037517

Azelastine Hydrochloride / | Batch No / - Mfg by / Urquima S.A., Spain /
F400-23002
. . AsenacTuna rnIpoXaopuIL Cepust Ne NMpouseoa. | Ypxsuma C.A., Mcnanus

API information / MTC-

Hudgopmauus 06 A®C | Mometasone Furoate / Batch No / : Mfg by / Sterling S.p.A., Italy /
006/201L.21191 :

Mowetazona ¢ypoar Cepus Ne Al Ipouseoa. | Crepaunr C.n.A., Hranus

Any deviation/Incident/O0S: NA
Otkaonennsi/necoorsercreus/QO0C: NA

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 above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JIT-Ne(001749)-(PI"-RU) dt. 30.01.2023 and submitted specification no.

SPC-CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3axu0ueHHe 0 COOTBETCTBUM: HACTOSIIMM NOXTBEPIXKIAI0, YTO IPEACTABICHHAs Bhllle MH(OPMALHSA SABAAETCS HOCTOBEPHON M TOUHO.
Hannas cepus Obuta NpoM3BEACHA, BKIIOYAS YNAKOBKY/MAPKHPOBKY, ¥ MPOKOHTPONMPOBAHA HA YKA3AHHOW BbIE NPOM3BOACTBEHHOMN
TJIOIAJKE B TTOJIHOM COOTBETCTBAN ¢ TpeboBanusamu Hannexarmeit Ipoussoncreennoit [paktuxn (GMP) u TpeGoBaHUAMY HOPMATHBHO
Aoxymentaumu JITT-Ne(001749)-(PT-RU) ot 30.01.2023 u yreepxaenHo crneundmxauneii Ne SPC-CC-051325 . TIpoTOKOIBI IPOU3BOACTRA,
YMAKOBKM U TPOBEJCHHBIX AHANM30B JUIS JAHHON cepuu ObUIM NPOAHAIU3UPOBAHBI M CACIAHO 3AKIIOYCHHE, YTO OHM COOTBETCTBYIOT
TpeGopanuamM Hannexaueit [pouzsoacrsennoit IMpaxruxu (GMP).

\

) Prepared by / loarorosaeno Checked by / TIpoeepeno Approve(j))y / Onobpeno
Signature / Hoanucey - LA n—
Date / lata W] W Stlio 2z LRI
Name/ ®HUO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JlosiakHocTh Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00



