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Certificate of Analysis for Finished Product /
CepTudnkar anaiusa Ha roTOBYIO IPOAYKIIHIO
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Name of product /
HanmeHoBaHHe NpoayKunu

Momat Rino Advance /
Mowmar Puno Aasanc

Generic name /
HenarenroBanHoe
HAMMEHOBAaHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H crpeil HazanbHbIH 103UPOBaHHbIHA

JeiicTByloLKe BelecTsa

Each spray delivers / Kaxaas n03a cripest Coaep:Kur:

Mometasone Furoate BP 50 mcg /

Mowmerasona ¢ypoar bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / AsenactuHa ruapoxjopua bpur.®. 140 mkr

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

Strength / Iloquomca 140 mkr + 50 mkr / noza JlaTa npousBoacTBa 07/2024

Dosage form / Meterfd-dose nanll spray / ) Date of Exp. / Fozen 10 06/2026

JlexapcTBeHHasi popma Cripeli Haza/IbHbIN J103WPOBAHHBII

product code SRU0300082460401DM Date of release / lava soinyexa | 31.07.2024

0 MPOAYKTA
. Qty. Released / 23,580 BOT

Batch No / Cepus Ne 12240726 KoH4ecTBo BHINYMIEHo 23,580 draxotos

Batch size / Pasmep cepun 25,395 bot /25,395 pnakonos Mig. License No. / MNB/10/832
MpousBoacTeeHHas JuueH3Hs Ne

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

p 040000535523 IIpouzBoacTBeHHas JIHLCH3IHS

KonTponupyemas cepus Ne (nata)

Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aarta)

Market / Peisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/

Creunguiauns Ne SPC-CC-034990 CITH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23004, Mfg by / Urquima S.A., Spain /
API information / A3senacTviHa FHAPOXIOpHI Cepusa Ne F400-24001 Ipoussoa. | Ypksuma C.A., Hcnanus
Nudopmauus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/23 | Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepus Ne 1.24082A1 IMpoussoa. | Crepnunr C.n.A., Hranus
No TESTS / IIOKA3ATEJU LIMITS / TPEBOBAHHS OBSERVATION / PE3YJIBTATBI

1. Description / Onucanue

White to off-white suspension / benas unu
o4ty Oenas CyCrneH3us

Off-white suspension /
[Tourn Genas cycneHsus

2. Identification / UaenTnduxauus

a) Azelastine hydrochloride /
A3zenacmuna zuopoxnopud

/  Bpems

HCTIBITYEMOT'O

(cM. pazzien
OIpEICNICHUEY ).

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)
YACPKHBAHHA
OCHOBHBIX ITHKOB Ha XpOMAaTrorpamme

COOTBETCTBOBATb BPEMEHM YIEPKHBAHUSL
nMKa a3enacTuHa
XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa

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 yaepxuBaHusA

ONHOrO W3 | OMTHOTO M3  OCHOBHBIX  MHKOB  Ha
XpOMarorpaMMe  HCHBITYEMOTO  pacTBOpa

pactBopa JIOJDKHO | COOTBETCTBYET BPEMEHH YIACP)KHBAHMS [MKa
azesacTUHa THAPOXIOpHIA Ha

rUIpoXjiopula Ha

«KonnyecTBeHHOE

XPOMATOrpaMMe CTaHAapTHOro pacTBOpa.
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Checked by / Iposepeno
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Name of product /
HaumeHnoBaHue npoaykuuu

Momat Rino Advance /
Mowmar Puio AnBaHc

Generic name /
HenatentoBanHoe
HAUMEHOBaHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETa30H CHpei Ha3albHbIA 103UPOBaHHbBINA

JeiicTByomue BemecTsa

Each spray delivers / Kaxxaas 2103a cripest COIEpkKHT:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoart bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna runpoxinopua bpur.®. 140 mxr

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposia 140 mxr + 50 Mkr / noza JlaTa npousBoAcTBa 07/2024
Dosage form / Meterfad-dose nasEll spray / } Date of Exp. / Conen 10 06/2026
JlekapcTeenHas dopma Cripeit HasabHbBIH 103UPOBAHHBIHN
product code SRU0300082460401DM Date of release / Jlata Buinycka 31.07.2024
0/l NPOAYKTa
o Qty. Released / 23,580 BOT
Batch No/Cepus Ne 12240726 Ko/iu4ecTBO BHINYIIEHO 23,580 daakonos
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢aakonos Mig. License No. / MNB/10/832
Ipou3BoACTBeHHAS JHLEH3HA Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
040000535523 [pounsBoacTBeHHast THUEH3IUSA
Koutponaupyemas cepus Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudmiar (1ata)
Market / Phinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/
Creunduranus Ne SPC-CC-034990 CITH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23004, Mfg by / Urquima S.A., Spain /
API information / Asenactuna ruapoxaopu | Cepus Ne F400-24001 MNpoussoa. | Ypksuma C.A., Ucnanus
Hudopmauus o6 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., ltaly /

Mowmerazona dypoar Cepun Ne L24082A1 Ipoussoa. | Crepmunr C.n.A., Mranus
No TESTS /IIOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATION / PE3YJIBTATDI

b) Mometasone furoate /
Momemasona pypoam

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) /
BpeMms  yAepXuBaHMS  OAHOTO M3
OCHOBHBIX TNHKOB Ha XpOMaTorpamMme
HCOBITYEMOIO pacTBopa JOIDKHO
COOTBCTCTBOBAThL BPCMCHHU YACPKUBAHUS
MMKa  MOMeTasoHa  ¢ypoara  Ha
XpOMaTorpaMMe CTaHOapTHOTO pacTBOpa
(cMm. paszen «KonuyectBeHHoe
ONpeEJC/ICHUEY ).

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 yaepxkuBaHMs
OJHOTO M3  OCHOBHBIX  TIMKOB  Ha
XpOMaTorpaMMe  HCIBITYEMOTO  pacTBOpa

COOTBETCTBYET BPEMCHH YACPKUBAHUS IIMKA
MoMeTaszoHa ¢ypoara Ha XpoMmaTorpamme
CTAHIapTHOrO PacTBOpA.

¢) Benzalkonium chloride /
Bensankonua xnopuo

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 Cis in the
chromatogram of the standard solution /
Ha  xpomarorpaMme  HCHBITYEMOTO
pacTBOpa  JODKHbI  OOHApYXKHMBAThCS
IHKH, COOTBETCTBYIOIIME MO BpPEMEHaM
yaepxusanus mikam romosoros Ciz v Cis

GeHzankoHus xXJopuzaa Ha
XpOMaTorpaMMe CTaHAapTHOTO PacTBOpa
(em. pasjen «KonuyectBeHHOE
ONIPEAEICHHEN ).

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
Cis in the chromatogram of the standard
solution / Ha xpoMarorpamMMme MCIBITYEMOTO
pacTBopa 06Hapy>XHBalOTCS IMKH,
COOTBETCTBYIOLINE no BpEMeHaM
yaepxupaHus mukam romonoroB Ciz U Cis
6CH3AIKOHMS XJIOpUAa Ha XpOMaTorpaMme
CTaHIapTHOrO pacTBOpa.

Prepared by / lloaroroBaeno

Checked by / IIposepeno

|
Approved\by / OpobpeHo
poens )

Signature / lloanuch

—
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Certificate of Analysis for Finished Product /
Ceprudukar ana/u3a Ha rOTOBYIO IPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOAYKLUHH Mowmar Puno Aznsaxc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentoBannoe . N o
A3es1aCTHH + MOMETA30H ClIpel Ha3albHbINA 103UPOBAHHbIH
HAMMEHOBaHUe
Each spray delivers / Kaxxnast 103a cnpes COAEpXHT:
JeiicTByl0ILHe BellecTBa Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxaopua bpur.®@. 140 Mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr / no3a JlaTa npousBoacTBa 07/2024
Dosage form / Meterf:d-dose nasiil spray / ) Date of Exp. / Coxen 110 06/2026
JlexapcTBeHHast popma Cripe#i Haza/IbHBIA 103WPOBAHHBIH
Product code /
K SRU0300082460401DM Date of release / Jlata Boinycka 31.07.2024
0/1 MpoAYKTa
,, Qty. Released / 23,580 BOT
Batch No/Cepusi Ne 12240726 Koau4ecTBO BbINYEHO 23,580 ¢nakonop
Batch size / Pazmep cepun 25,395 bot / 25,395 ¢nakoHos Mfg. License No. / MNB/10/832
TpousBoacTBeHHAs JIHLIEH3INs Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
040000535523 [poussoacTBeHHAS IHLEHIHS
Kourposupyemas cepusi Ne (naa)
. GMP Compliance certificate Data / -| 18/06/2020
Package size / YnakoBka 150 doses / 150 noz GMP cepruduiat (1ata)
Market / Peisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Cnenudukanusa Ne SPC-CC-034990 CITN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004, Mfg by / Urquima S.A., Spain /
API information / AszenacTuHa rMAPOXJIOpH] Cepust Ne F400-24001 Ipoussoa. | Ypkeuma C.A., Hcnanus
HNudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Momertazona ¢ypoar Cepusn Ne L.24082A1 Mpoussoa. | Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
3. pH : From 4.0to0 5.0/ Ot 4,0 10 5,0 4,502 /4,502
4. | Density / ILnoTHoCTH From 0.90 to 1.10 g/cm? / 1.02 g/cm?
Ot 0,90 1o 1,10 r/cm? 1,02 r/em?®
5. Viscosity / Baskocts Not less than 5 cPs / He menee 5 cllz 40.0 cPs /40,0 cIl3

6. Mass of the released dose /
Macca BbICBO0OKAAEMOITT 103bI

Single dose / OTaeanHas n03a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 -
3asBIEHHOTO KOJTHYECTBA

Minimum / Muaumym: 92.9%
115,0% ot | Maximum / Makcamym: 102.3%

Average / Cpexnnee: 97.5%

Average dose / Cpeansia no3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBJI€HHOTO
KOJIHYCCTBA

90 % uactun pazmepoM meHee 10 MkM

100 % of particles less than 30 pm /
100 % 4actun pasmepom meHee 30 MKM

Particles of more than 30 pm should be
absent / Yactuugl 6osiee 30 MKM JOKHBI
OTCYTCTBOBATh

7. Mass of the vial content / Not less than 14.175 g/ 14.62789 g /
Macca cogepaxumoro daaxkona He menee 14,175 14,62789 r
8. Dose number / Koauuectso no3 Not less than 150 doses (disregard the 169 doses / 169 no3
first pumping) / He menee 150 no3 (He
CYHTAas TEPBHYHYIO IPOKAYKY)
9. Particle size / Pazmep wacTnn 90 % of particles less than 10 pm/ 100.0% / 100,0%

100.0% / 100,0%

Absent / OTcyTcTBYIOT

Prepargd by / IloarorosieHo

Checked by / Ilposepeno

%
Approved\by / OnoGpeno
]

Signature / Iloanucs

Date / IaTa o\\o®\ 7024 O 08 1 Wy E\\ 6B\ 1214
Name / ®PUO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal
Designation / JlonzknocTh Officer -QA Executive-QA Sr. Manager -QA
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Name of product /
HauMeHoBaHHe npogyKuMm

Momat Rino Advance /
Mowmar PuHo Ansauc

Generic name /
HenarenToBaHHoe
HAMMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eacTHH + MOMETa30H cripeif Ha3anbHbIH 103UPOBAHHBIH

JeiicTByloiye BemecTsa

Each spray delivers / Kaxnas no3a cnpest COAEpXHT:
Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxjopua bpur.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losnposica 140 mkr + 50 Mxr / nosa JlaTa npou3BoACTBA 07/2024
Dosage form / Meterued-dose nanll spray / 3 Date of Exp. / Fonen 10 06/2026
JlekapcTBennasn dopma Cnpeii Ha3aIbHBIA J03UPOBAHHBIH
Product code /
Koz npoaykTa SRU0300082460401 DM Date of release / Jlata BbInycka 31.07.2024
o Qty. Released / 23,580 BOT
Batch No/Cepus Ne 12240726 KosinuecTBo BbINYLIEHO 23,580 ¢akoHos
Batch size / Pasmep cepun 25,395 bot /25,395 dnaxonos Mig. License No. / MNB/10/832
TlpousBoacTBeHHAS THLUEHIHA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000535523 Ipon3BoacTBeHHAst THLIEHIHSA
KouTpoaupyemas cepusi Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudukar (1a7a)
Market / Phisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crneuudukamus Ne SPC-CC-034990 CITHA Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004, Mfg by / Urquima S.A., Spain /
API information / AsenacTHHa ’HAPOXJIOpU Cepus Ne F400-24001 Mpoussoa. | Ypksuma C.A., Mcnanus
Nndopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmerta3ona ¢ypoar Cepus Ne 1.24082A1 Mpoussoa. | Crepmudr C.n.A., Mranus

No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHHUS OBSERVATION / PE3YJIBTATHI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mun Complies /

CeaHMEeHTALHOHHAS CoOTBETCTBYET

yceTofiuuBoCTh
11. | Impurities / IIpumecu

a) Azelastine hydrochloride /

Azenacmuna zuopoxnopuoa:

Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | 0.33%/0,33%

EnuHuunas senneHtuduumuposaHHas

TpUMeECch

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.33%/0,33%

b) Mometasone Sfuroate/

Momemazona grypoama

Impurity D / I[Ipumecs D Not more than 1.0 % / He 6onee 1,0 % 0.01%/0,01%

Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.1%/0,1%

EnunnyHas HenaeHTHPUIAPOBAHHAS

npuMech

Total impurities / Cymma npumecei Not more than 2.0 % / He 6onee 2,0 % 0.3%/0,3%

Prepared by / IloarotoBaeno Checked by / TIposepeno Approved\by / Ono6peno
Signature / Hoanuch . —_
Date / JlaTa IR S of. Lo Wy s\\ 63\ v,
Name / ®DHO Yogesh Kumar Mehta Ravinder Ravi Sandeep Semwal
| Designation / JoszkHocTh Officer -QA Executive-QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CepTHdnKaT aHAJIN32 HA FOTOBYIO NPOAYKIHIO
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Name of product /
HaumeHoBaHMe NpONyKUMH

Momat Rino Advance /
Mowmar Puno Axasauc

Generic name /
HenartentoBaHHoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTvH + MOMETA30H Cripel HasanbHblH JO3UPOBaHHbIi

HeiicTBytouiue BemecTsa

Each spray delivers / Kaxnaas nosa cnipes coaepxur:
Mometasone Furoate BP 50 mcg / MomeraszoHa ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopus bputr.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jloauposka 140 mkr + 50 mMkr / 1032 JaTa npousBoacTsa 07/2024
Dosage form / Meterved-dose nasual spray / } Date of Exp. / Conen 10 06/2026
JlekapcTBennan ¢opma Cnpeii Ha3anbHBIH 103UPOBAHHbIH
Product code /
K SRU0300082460401DM Date of release / /lata Boinycka 31.07.2024
0/ MpoayKTa
o Qty. Released / 23,580 BOT
Batch No/Cepus Ne 12240726 KoanuecTBo BLINYLIEHO 23,580 ¢naxonon
Batch size / Paimep cepuu 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
TpousBoacTBeHHas JHLeH3usE Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
040000535523 MpoussoacTeerHas JHLEH3NA
Kontpoaupyemas cepust Ne (2a7a)
; GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepridmicar (aata)
Market / Phisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudnkar Ne

Reference specification No / STP No/
Crieundukaums Ne SPC-CC-034990 I N: STP-CC-026675

Azelastine Hydrochloride / | Batch No / F400-23004, Mfg by / Urquima S.A., Spain /
API information / AsenacTvHa THAPOXJIOPUI Cepus Ne F400-24001 Ipoussoa. | Ypkeuma C.A., Mcnanus
Nudopmauns 06 A®C | Mometasone Furoate / Batch No/ MTC-002/23 Mfg by / Sterling S.p.A., Italy /

Mowmera3oHa ¢pypoar Cepus Ne L24082A1 Mpoussoa. | Crepauar C.n.A., Urajus
No TESTS / IIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI

A03bl

12. | Uniformity of delivery dose /
OIHOPOAHOCTL AOCTABJSIEMOH

mean;

mean

135%/

135 %.

9 of 10 doses: 75 % to 125 % of the
10 of 10 doses: 65 % to 135 % of the

If 2 or 3 results are outside 75— 125 %, test
other 20 doses. Not more than 3 of 30
values may be outside 75 — 125 % range
and all the values should be within 65 to

9 u3 10 g03: o1 75 % 10 125 % ot
CPEIHErO 3HAYEHUS

10 u3 10 103: o1 65 % 1m0 135 % oT
CpeNHEro 3HAYEHMS

Ecnu 2 unu 3 pesynerara BLINAaAaoT U3
npenenoB 75 — 125 %, ucnbitaHue
nposojat ¢ 20 apyrumu no3amu. He
6osee 3 u3 30 3HaueHHMIT MOTYT BBIXOJHUTD
3a npenenst 75 — 125 %, v Bce 3HA4CHUS
JIOJKHBI OBITH B Ipeenax ot 65 1o

Maximum / Makc
Average / Cpenne

Maximum / Makc

Azelastine Hydrochloride /
A3eaCTHHA THAPOXJIOpUA:

Minimum / MunumymMm: 98%

umym: 102%
e: 100.0%

Mometazone Furoate /
Mowmerazona ¢ypoar:

Minimum / Munumym: 98%,

umym: 101%,

Average / Cpeanee: 100.0%

13. | Microbiological purity / Mukpo6uonoruueckasi 4ucToTa

Total aerobic microbial count /
Obuiee 4ucio adpoOHEIX

Not more than 10? cfu per 1 ml of the
product / He 6onee 102 KOE B 1 ma

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

MHKPOOPTaHH3MOB npernapara
||
Prepared by / HoaroTossieno Checked by / [Iposepeno ApproveY by / Ogo6peno
Signature / Tloanuck /Y. (™) —
Date / lata — o\\ed\ Loy 01108 Lo A, s\ 63y prdy
Name / DHUO Yogesh Kumar Mehta Ravinder Ravi Sandee‘p Semwal
Designation / JomkHocTb Officer -QA Executive-QA Sr. Manager -QA
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Name of product /
HaumeHoBaHHe npoayKuMH

Momat Rino Advance /
Mowmar Puno Aasatic

Generic name /
HenarenToBaHnHoe
HaAaUMCHOBAHHEC

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H cripei Ha3albHbIH 103UPOBAHHBII

JeiicTByloLIHe BeLlecTBa

Each spray delivers / Kaxas no3a cnipest conepxur:
Mometasone Furoate BP 50 mcg / Momeraszona ¢dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopus bpur.®@. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jo3uposka 140 MKr + S0 MKr/ 103 JlaTa npowsnoacTsa 07/2024
Dosage form / Meterved-dose nasiil spray / } Date of Exp. / Foaett 110 06/2026
JlekapcrBennas gopma Crnpeii HazalbHbI# 103MPOBaHHbIH
Product code /
SRU0300082460401 DM Date of release / {aTa BhiTycKa 31.07.2024
Koa npoaykra
Qty. Released / 23,580 BOT
Batch No/Cepun Ne 12240726 KoM4ecTBO BbIMYEHO 23,580 daaxoHos
i . MNB/10/832
Batch size / Pasmep cepun 25,395 bot /25,395 dnakonos Mig. License No. /
Ipou3BoaCTBeHHAs! JHUEHIHA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No 040000535523
Konrponupyemas cepus Ne TIpoM3BOACTBEHHAN JIMLEH3HS
(nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP.cepruduxar (1a1a)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpukar Ne
Reference specification No / STP No/ OO
Creundurauns Ne SPC-CC-034990 CIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004, Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa THIPOXJIOPH Cepua Ne F400-24001 Ipoussoa. | Ypkeuma C.A., Ucnaunus
Hudopmauus o6 A®C | Mometasone Furoate / Batch No / MTC-002/23 Mfg by / Sterling S.p.A., Italy /
Mowmera3ona ¢ypoar Cepus Ne 1.24082A1 Hpoussoa. | Crepmunar C.n.A,, Mramus
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATHI

Total yeast and moulds count /
OO0u1ee YUCIIO APONOKEBBIX K
TJIECHEBBIX I'PUOOB

Not more than 10! cfu per 1 ml of the
product / He Gosiee 10! KOE B 1 mnt
npenapara

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

AzenacTuHa THApOXJIOpHI

of Azelastine hydrochloride / Ot 85 % 1o
115% oOT 3ajABNCHHOrO KOJMYECTBA
a3enacTHHa MHAPOXJIOpHIa

Pseudomonas aeruginosa Absence per .1 ml of the product / | Absent/OtcyrcTBYyeT
Otcyrcrue B 1 Ma npenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OtcyTcTayer
OrcyteTBHe B 1 Ma penapara
14. | Assay / Konn4ectBeHHOe onpeaeeHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 97% /97%

b) Mometasone furoate /
MomeTa3ona ¢pypoar

From 85 % to 115 % of the labeled claim
of mometasone furoate / Or 85 % no
115% oT 3adBICHHOTO KOJHYECTBA
MomeTasoHa Qypoara

100% / 100%

¢) Benzalkonium chloride /
BeH3aIKoHUs XN0pHIa

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 10
120% oT 3ag9BJIeHHOIO KOJUYECTBa
6GeH3anKoHus XJI0pHa

96% / 96%

15. | Package size / Onucanue

150 doses in a HDPE plastic bottle equipped with a metering device and actuator with

YNaKoBKH protective cap. Bottle with leaflet placed in carton box. / [To 150 103 Bo ¢naxon u3 I13BII,
CHaGXKEHHBIH J03UPYIOUIMM YCTPOMCTBOM M Ha3albHBIM aJANTEPOM C 3AlIATHBIM
KoJMnaykoM. MNakoH ¢ MHCTPYKLMEH MO MEAHLMHCKOMY INPUMEHEHHIO NMOMEWIAIOT B
KapTOHHYIO NavKy.
|
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Name of product / Momat Rino Advance /
HaumenoBanne npoaykuuu Mowmar Puno AnBaxc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenareHToBaHHOE o o -

A3e1aCcTHH + MOMETa30H CIIPEH HA3aAbHbIU A03UPOBAHHBIU
HAHMeHOBaHHue

Each spray delivers / Kaxkiias 103a cripest COAEPKHT:
JeiicTBylouiue sewecTsa Mometasone Furoate BP 50 mcg / Momerazona dypoar bpur.®. 50 mxr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopua bput.®. 140 mkr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / lo3uposka 140 mkr + 50 mkr / noza JlaTa npousBoacTBa 0772024
Dosage form / Meterved-dose nas?l spray / 5 Date of Exp. / Fonen 110 06/2026
JlekapcTBeHHas dopma Cripeii Ha3anbHbIA 103UPOBAHHbIH
Product code / y
K SRU0300082460401DM Date of release / laTta Bbinycka 31.07.2024

0 NpoayKTa
o Qty. Released / 23,580 BOT
Batch No / Cepus Ne 12240726 Ko.TH4€CTBO BIMyLIEH0 23,580 datoHos
- i 5
Batch size / Pasmep cepuu 25,395 bot /25,395 dnaxonos Mfg. License No. / MNB/10/83
Tpou3BoaACTBeHHAA JIHUEH3HA Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000535523 IpousBoacTBEHHAsN JHUEH3US
OHTpOHpYemas cepusi Ne (nata)
P GMP Compliance certificate Data/ | 18/06/2020
Package size / YnaxoBka 150 doses / 150 no3 GMP cepruduicat (1a7a)
Market / PoiHok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crieunduxcauus Ne SPC-CC-034990 CIHU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23004, Mfg by / Urquima S.A., Spain /
API information / AszenactiHa rMAPOXIOPUL Cepua Ne F400-24001 IMpoussoa. | Ypkeuma C.A., Mcnanus
Hudopmanus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/23 Mfg by / Sterling S.p.A., Italy /
MowmeTtazona dypoar Cepust Ne L24082A1 Ipoussoa. | Crepmuur C.nLA., Utanus

Any deviation/Incident/OOS: Non-applicable
Otxnonenusi/necoorBercTBust/OOC: He NIPUMEHUMO

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. JITT-Ne(001749)-(PT'-RU)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aK/M0UeHHE 0 COOTBETCTBUH: HACTOSIMM IIOATBEPX/AI0, YTO MPEACTAB/ICHHas Bhilne uHdopMalus ABISETCS JOCTOBEPHON U TOYHOM.
JanHas cepust ObUIA NPOM3BE[EHA, BKIKOYAA YIIAKOBKY/MAPKHPOBKY, M IPOKOHTPOJIMPOBAHA Ha YKAa3aHHOH BBIUIC NPOW3BOJCTBEHHOH
IUTOLIA/IKE B TIOJHOM COOTBETCTBUM ¢ TpeGoanuamu Hannexaueit [Iponssoacraennoit [pakruky (GMP) u tpeGoBanusaMU HOPMATUBHOH
noxymentaumn JITT-Ne(001749)-(PT-RU)-300123 u yreepxaeHHol cieuuduxaumeii Ne SPC-CC-034990. ITpoToko/Mbl MPOH3BOJICTBRA,
YNAKOBKM U MpPOBEJEHHBIX AHAJIM30B JUIA JaHHOH CepuH OBUIM MPOAHANIM3UPOBAHBI M CIENAHO 3AKIIOYEHHE, YTO OHHU COOTBETCTBYIOT

Tpebosanuam Hannexauieit IIponssoncrennoi [paktuku (GMP).
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