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Name of product / Momat Rino Advance /
HaumenoBauue npoayxuun | Momar Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenareHToBaHHOe o N o
A3senactiH + MoMeTa3oH cripeit Haza/lbHbIH 103HPOBAHHBIA
HaUMeHOBaHHue
Each spray delivers / Kaxxnas no3a cripest COAEpXuT:
JeiicTByroLine BeliecTBa Mometasone Furoate BP 50 mcg / Mowmeraszona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactina ruapoxjopua bpur.@. 140 mMxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposica 140 mxr + 50 Mxr / no3za JlaTta npoussoacTsa 04/2023
Dosage form / Meterved—dose nas?l spray / } Date of Exp. / Conen 20 03/2025
JlekapcTeeHHasi popma Cnipeii Ha3aIbHbI 103UPOBaHHbIH
product code SRU0300082460401GS Date of release / Jlaa prinycka 05.07.2023
0/1 MpoAyKTa
34,400 BOT
Batch No/Cepus Ne 12230390 Qty. Released / 34,400
Ko/1n4ecTBO BbINMYHIEHO
(p1akoHOB
Batch size / Pasmep cepuu 37,815 bot /37,815 diuakonon Mig. License No. / MNB/10/832
Ipou3BoaACTBeHHAs JTHLIEH3HS Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
Koutponanpyemas cepus Ne Tlpon3BoacTBeHHas JHLleH3us (AaTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprnukar (nata)
. GMP Compliance certificate No / GMP-
Market / Poinox Russia / Poccus GMP ceprudmiar Ne 01556/20/IN
Reference specification No / STP No/
Creunduxauus Ne SPC-CC-051325 CIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-22003
. . A3zenacThHa FMJIPOXIOpUA Cepus Ne Ipouseoa. | Ypkeuma C.A., Mcnauus
API information / MTC
Nudopmaunus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmeraszona ¢ypoar Cepus Ne Al Mpoussoa. | Ctepaunr C.n.A., Utamus
No TESTS / HOKA3ATEJIU LIMITS / TPEBOBAHHWA OBSERVATION / PE3YJIBTATBI
1. Description / Onucanue White to off-white suspension / benas | Off-white suspension /
WJIM IOYTH Oeliast CyCleHs3ust [loyTy Genas cycrieH3us
2. Identification / [ToannHHOCTB

a) Azelastine hydrochloride /
Aszenacmuna zudpoxnopuo

In the test of assay, the retention time of
the main peak in the chromatogram of
the sample solution should correspond to

The retention time of the main peak in the
chromatogram of the sample solution
correspond to the retention time of the main

the retention time of the main peak in the | peak in the chromatogram of azelastine
chromatogram of azelastine | hydrochloride standard solution / Bpewms
hydrochloride standard solution / Bpemst | yaepxuBaHus OCHOBHOTO nuKa Ha
yIACPKUBAHKSA OCHOBHOTO T[HMKa Ha | XpOMarorpaMMme  MCHBITYEMOrO  pacTBopa
XpoMarorpamme MCTIBITYEMOFO | COOTBETCTBYET BpPEMEHU YIEpPKUBAHUS
pacTBopa  JOKHO  COOTBETCTBOBATH | OCHOBHOTO MMKA Ha XPOMATOTpaMMe pacTBopa
BPEMEHH Y/IePXKHBAHUsI OCHOBHOTO ITHKa | CTAHAApTHOIO obpasua azenacTHHa
Ha XpoMarorpamMme pacTtBopa | FMAPOXJIOpHUIA. T o o
cTaHmapTHoro ofpasua  a3enacTHHa
THAPOXJIOpUaa (cM. paszaen
«KonnyecTBeHHOE OTIpEACEHHEY ).
Prepafad by / lloaroros.eno Checked by / Hiposepeno Approved by / OnoGpeno
Signature / Moanucn / <J A
Date / Jlata Y \o WU Aetv 1\ ) wl°a]PV>
Name / PHO Yogesh Kumar Mehta Atul Kumar Ajay Kurhar Carg
Designation / JoaskHOCTE Officer -QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /
CepTudunkar anaIm3a HA rOTOBYIO POAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBanue npogykuun | Momar Puno Ansanc
generlc name / Azelastine + Mometasone metered dose nasal spray /
enaTeHTOBaHHOe . . .
Asenactvin + MoMeTa3oH cripeil Ha3abHbIH A103MPOBaHHbIH
HAUMEeHOBaHHE
Each spray delivers / Kaxxnas no3a cripest COAep>HUT:
JeiicTBy0IHe BemecTsa Mometasone Furoate BP 50 mcg / Momerasona dypoat bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna runpoxnopua bpur.®. 140 mxr
140 meg + 50 mcg / dose Date of Mfg. /
Strength / Hosuposxka 140 mkr + 50 mxr / noza JlaTta npoussoacrsa 04/2023
Dosage form / Meterfd—dose nanil spray / ) Date of Exp. / Tonen 10 03/2025
JlekapcTBenHas gopma Crnpeit HazaJIbHBIH 103UPOBAHHbIN
Ilzl;)(z)ld:;:);(;i:—; SRU0300082460401GS Date of release / lara Bbinycka 05.07.2023
34,400 BOT
Batch No / Cepus Ne 12230390 Qty. Released / 34,400
KoauvecTBo BhINYLIEHO
¢$aaxkoHOB
Batch size / Pazmep cepuu 37,815 bot/ 37,815 ¢uakouosn Mig. License No. / MNB/10/832
IlponsBoacTBeHHas JinueH3us Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
KonTtpoaupyemasi cepus Ne IlpousBoacTBeHHAs! IHUEH3UA (AaTa)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aata)
: GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP cepruduiat Ne 01556/20/IN
Reference specification No / STP No/
Creundukauus Ne SPC-CC-051325 CIIU No STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
A3enacTHHa TUAPOXJI0PHA Cepust Ne F400-22003 Hpoussoa VYpksuma C.A., Mcnanus
API1 information / P = MTC P - —
Hudopmanusn 06 A®C | Mometasone Furoate / Batch No / g Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmeraszona dypoar Cepus Ne Al Hpoussoa. | Crepaunar C.n.A., Uranus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI

b) Mometasone furoate /
Momemaszona gypoam

In the test of assay, the retention time of
the main peak in the chromatogram of
the sample solution should correspond to
the retention time of the main peak in the
chromatogram of mometasone furoate

The retention time of the main peak in the
chromatogram of the sample solution
correspond to the retention time of the main
peak in the chromatogram of mometasone
furoate standard solution / Bpems ynepxusanus

standard solution / BpeMs yaepxuBaHusi | OCHOBHOIO  TIMK&  Ha  XpOMarorpamme
OCHOBHOIO TMMKa Ha XpOMArorpaMMme | HCHBITYEMOro pacTBopa COOTBETCTBYET
HCIBITYEMOT0 pacTBOpa  JIOJDKHO | BPEMEHHM YICPKMBAaHMs OCHOBHOTO IIHMKAa Ha
COOTBETCTBOBATh BPEMEHM | XpoMarorpaMMe  pacTBOpa  CTaHIapTHOTO
YACPXHUBaAHUs OCHOBHOI'O NMUHKa Ha 06pa3ua MOMETA30Ha (bypoaTa.
XpoMaTorpaMmme pacTBOpa
CTaHAapTHOro ofpasua MOMETa30Ha
¢ypoara (cM. pasnen «KonudecTseHHOE
OIIPEACTICHUEY ).
Preparedby / lloaroroB.aexo Checked by / IlpoBepeho Approved by / Onobpetio
Signature / Iloanuch / . /
Date / laTa VIR VIEY - |3 Ww[oYyrV5
Name / PHO Yogesh Kumar Mehta Atul Kumar Ajay Kushar Carg
Designation / JloszkHocTh Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTndukar agaan3a Ha FOTOBYI0 NPOAYKIHIO

Page 3 of 9/ Crp.31m39

Name of product / Momat Rino Advance /
HaumeHoBanue npoayxuun | Momat Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenToBaHHoOe L L .
AsenacTuH + MoMeTa30H cripeil HasalbHbIH 103UPOBAHHBIH
HaHMEHOBaHHe
Each spray delivers / Kaxxaas no3a cnpest COAEPXKHT:
JleiicTByl01e BelllecTBA Mometasone Furoate BP 50 mcg / Momerasona dypoar bputr.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Azenactuna ruapoxjopun bpur.®@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposika 140 mxr + 50 mxr / 1o3a JlaTta npou3soacTBa 04/2023
?losage form / Meterf:d-dose nas?l spray / ) Date of Exp. / Fonen 10 03/2025
eKapcTBeHHasi dopma Crnpeit Ha3aJIbHBL 103HPOBaHHBIR
product code SRU0300082460401GS Date of release / Jlata Bbinycka 05.07.2023
01 NPOAYKTa
34,400 BOT
Batch No / Cepun Ne 12230390 Qty. Released / 34,400
Koau4ecTBO BhINYIEHO
({1aKoHOB
Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢naxonos Mig. License No. / MNB/10/832
IlpousBoacTBeHHAs JTHLIEH3USA Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
KouTtponupyemasi cepust Ne Ipou3BoaACTBeHHAs JIMLEH3US (1aTa)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aata)
- GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP cepruduicar Ne 01556/20/IN
Reference specification No / STP No/
Creunduxauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / Batch No / Mfg by / Urquima S.A., Spain /
A F400-22003
. . 3€J1aCTHHA THAPOXJIOPUI Cepus Ne INpouseoa. | Ypxeuma C.A., Mcuanus
API information / MTC
Hudopmaums 06 A®C | Mometasone Furoate / Batch No/ . Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmera3zona ¢ypoar Cepust Ne Al Mpoussoa. | Crepnunr C.nLA., Utanus
No TESTS / MOKA3ATEJIM LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIBTATBI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | The chromatogram of the sample solution
Benzankonua xnopud the sample solution should contain peaks | contain peaks corresponding to the retention
corresponding to the retention times of | times of peaks of benzalkonium chloride
peaks of benzalkonium chloride | homologues Ciz and Cia in the chromatogram of
homologues Ciz and Cis in the | the standard solution / Ha xpomarorpamme
chromatogram of the standard solution / | uchbsrryeMoro  pacTBopa  OOHApyKHBAKOTCHA
Ha xpomarorpaMme  HCHBLITYEMOTO | IMHMKHM, COOTBETCTBYIOIIME MO  BpeMEHaM
pacTBopa JOIKHBI  OGHApPYXMBATLCA | yAepkHBaHWs nukam romonoros Ciz n Cu
IMKH, COOTBETCTBYIOIIME MO BpeMeHaM | O€H3alKOHMS XJIOpHAa Ha XpOoMarorpamme
yaepxuBaHus nukam romonoroe Ci2 ¥ | CTaHIApTHOIO pacTBOpa.
Cu OCH3aJIKOHMA  XJOpHAAa  Ha
XpoMmarorpamme CTaHAApTHOTO
pacteopa (cM. pasaen «KonudecTBeHHOe
onpeneneHue»). v
P : ik \'\t“_\I AS.QE‘\
3. | pH From 4.0 t0 5.0/ Ot 4,0 10 5,0 4.60 /4,60 V4 Q;b\ ’ &N
4. Density / [L1oTHOCTB From 0.90 to 1.10 g/c}m3 / 1.01 g/em? (/*\7 Q '\/?CZ;‘
3
. ' Ot 0,90 1o 1,10 r/em 1,01 r/cm Q , ,‘\\'\/“ :
S. Viscosity / BsiskocTb Not less than 5 ¢Ps / He menee 5 cll3 39.5 c¢Ps/ 39,5¢lI3 \\C% L};u:\‘) -

Prepayeq by / loarorossieHo Checked by / TlpoBepeno Approved|by / OnoGpeno
Signature / Iloanuch — ;
Date / lata VTR AN ) AP iy 20| 23 h WV}
Name / ®DUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar GargL
Designation / loJikHOCTD Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTndukar anaan3a Ha TOTOBYIO HPOAYKIHIO

Page 4 of 9/Crp. 4139
Name of product / Momat Rino Advance /
HaumeHoBaHMe NPOAYKUHY Momar PuHo AnBauc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTtentoBaHHoe . - "
AszenactuH + MomeTazoH cripeif Ha3albHBIi JO3MPOBAHHBIN
HAHMEHOBaHUE
Each spray delivers / Kaxaas o3a cripest COIEPXKHUT:
JeficTBylolue BeulecTsa Mometasone Furoate BP 50 mcg / Momerasoxa ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopua bpur.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr/ nosa JlaTta npousBoacTBa 04/2023
Dosage form / Meterved-dose nasiil spray / 3 Date of Exp. / Fonen 10 03/2025
JlekapcTBeHHast popma Cripeli Ha3aJIbHBIH TO3UPOBAHHBI}
product code | SRU0300082460401GS Date of release / Jlata Buimycka 05.07.2023
0/1 NpoAyKTa .
34,400 BOT
Batch No / Cepusi Ne 12230390 Qty. Released / 34,400
KosnuyecTBO BBINMYyEHO
(1akOHOB
. . Li . 1
Batch size / Pasmep cepun 37,815 bot /37,815 ¢dnakonos Mig. License No. / MNB/10/832
TpousBoacTBeHHas JuleH3uA Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
KonTpoaupyemast cepusi Ne. [ IlpoussoacTBeHHAS JIHUEH3UA (AaTa)
Package size / Vnakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukat (aara)
. GMP Compliance certificate No / GMP-
Market / PoiHok Russia / Poccus GMP ceprudmicar Ne 01556/20/IN
Reference specification No / STP No/
Creundurauus No SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
A3senactiHa r’uIpoXA0pHa Cepust Ne F400-22003 IIponsson Vpxeuma C.A., Hcnanusa
API information / = MIC . —
HNudopmanus 06 A®C | Mometasone Furoate / Batch No / § Mfg by / Sterling S.p.A., Italy /
002/21L21605
MomertazoHa ¢dypoar Cepus Ne Al MNpoussoa. | Crepauur C.n.A., Utanus
No TESTS / TOKA3ATEJIHN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI

0. Mass of the released dose /
Macca BbICB000KI2e€MOIT 103b1

3asIBJICHHOIO
KOoJIM4eCTBa

Single dose / OTaeabHas nosza:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 1150% ot

BLICBOOOX AAEMOTO

Minimum / Munumym: 92.0%
Maximum / Makcumym: 103.6 %
Average / Cpeanee: 99.4 %

Average dose / Cpeansisi 103a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBNeHHOTO
BBICBOOOXKIAEMOT0 KOTHYCCTBA

90 % uvactuu pasmepom MeHee 10 MKkM

100 % of particles less than 30 pm /
100 % uactun pazmepom MeHee 30 MKM

Particles of more than 30 um should be
absent / Yactuue! 6onee 30 MKM
JLOJDKHBL OTCYTCTBOBATH

7. Mass of the vial content / Not less than 9.52 g/ 990 g/
Macca coaepkumoro dgaaKkoHa He menee 9,52 r 990r
8. Dose number / Koauuecrso g03 Not less than 75 doses (disregard the 94 doses / 94 no3
first pumping) / He menee 75 103 (ue
CUHTas IEPBUYHYIO MPOKAUKY)
9. Particle size / Pazmep yacrun 90 % of particles less than 10 pm / 100.0% / 100,0%

100.0% / 100,0%

Absent / OTCYTCTBYIOT

Preparg¢d by / [loarorossexo

Checked by / IIposepeno

Approved by{ Oao6peno

Signature / IToanuck

£
Date / lata “rol 12 el jan ~o[oYhrY >
Name / ®UO Yogesh Kumar Mehta Atul Kumar ~ Ajay Kumdr Gérg
Designation / loszkHocTh Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar anajusza Ha roTOBYI0 HPOAYKIHIO

Page 50f9/Crp.5u39

Name of product / Momat Rino Advance /
HaumeHoBanue npoaykuuu | Momat Puno Ansanc

Generic name /
HenatentoBaHHOe
HAHUMEeHOBaHHe

Azelastine + Mometasone metered dose nasal spray /
A3senactis + MomeTa3oH cripeil Ha3anbHbIH J03UPOBAHHbIi

JleiicTByI0IME BenlecTBA

Each spray delivers / Kaxas 103a cripesi CONEPXKHT:
Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxyopua bpur.®. 140 mkr

140 meg + 50 meg / dose

Date of Mfg. /

API information /

A3enacTHHa THIPOXJIOPHA Cepus Ne

Strength / {osuposka 140 K + 50 MKr-/ 1032 Jlata npoHsBOACTE 04/2023
gosage form / Meteryed-dose nasval spray / 3 Date of Exp. / Tozen 10 03/2025
eKapcereeHHasi popma Crpeii Ha3aIbHBIM 103UPOBAHHBII
product code SRU0300082460401GS Date of release / Jlata Boinycka 05.07.2023
O] NPoAYKTA
. 34,400 BOT
Batch No/ Cepus Ne 12230390 Qty. Released / 34,400
KonuyecTBo BbINMYIIEHO
(akoHOB
Batch size / Pasmep cepuu 37,815 bot/ 37,815 ¢pnaxonon M. License No. / MNB/10/832
Tlpou3BoacTBeHHas JHLeH3HA Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
Kontpoaupyemas cepusi Ne ITIpou3BoacTBEeHHAs JHLUEH3NA (RaTa)
Package size / Ynakonka 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (naTa)
. GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP cepruduiar Ne 01556/20/IN
Reference specification No / STP No/
Crenudnranus Ne SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / Batch No / F400-22003 Mfg by / Urquima S.A., Spain /

Ipoussoa. | Ypxeuma C.A., Hcnanus

Hudopmanus 06 AOC | Mometasone Furoate / Batch No / MTC- Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmerasona ¢ypoar Cepus Ne Al MNpoussoa. | Crepnunr C.n.A., Uramis

No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATBI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /

CeanMeHTaLHOHHAS COOTBETCTBYET

YCTOHYHUBOCTD
11. | Related substances / PoacTBeHHbIe npuMecu

a) Azelastine hydrochloride /
A3zenacmuna 2u0poxnopuo:
Single unspecified impurity /
Enunnynas nemnenruduuuposannas | 0,89 %
TIpUMech

b) Mometasone furoate /
Momemasona pypoama
Impurity D / ITpumecs D

Single unspecified impurity /
EavanyHas HeuneHTuduimpoBatHas
MpUMeECh

Not more than 0.89 % / He 6once

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

Not more than 1.0 % / He 6onee 1,0 % 0.04% /0,04%

Not more than 1.0 % / He 6onee 1,0 % 0.03%/0,03%

Total impurities / CymMma npumeceis Not more than 2.0 % / He 6onee 2,0 % 0.13%/0,13%

Not Detected/ He obHapykeHO

Not Detected/ He obnapysxeno

]
Prepgred by / Tloaroros.ieno Checked by / [Iposepeno Approved by / Ono6peno
Signature / Hognuce AR
Date / lata — e le1 L 3 A v \Anny % R
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kuthar (}arg
Designation / JosxkHocTb Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTudHkaT aHAIH3A HA F'OTOBYIO NPOAYKIHIO

Page 6 of 9/ C1p. 6 n39

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momar Puno AzxsaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTtentoBaHHOe - o i
AsenactuH + MomeTa3oH cripeii Ha3albHbli JO3UPOBaHHBIH
HAaUMEHOBaHHe
Each spray delivers / Kaxnas 103a crnipest COAepPXKUT:
JeiticTByIoLIME BelecTBA Mometasone Furoate BP 50 mcg / Momeraszona ¢ypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactina ruapoxjopua bpur.®. 140 mkr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 mxr + 50 Mkr / no3a JlaTa npou3BoACTBA 0472023
Dosage form / Meterved-dose IlaSiil spray / 3 Date of Exp. / Coen 20 03/2025
JlexapcTBeHHas: popma Cnpeii Ha3aIbHBIA J03UPOBAHHbIH
ﬁ”’d“c‘ code/ SRU0300082460401GS Date of release / Jlata Bbimycka 05.07.2023
O/l MPOAYKTa
34,400 BOT
Batch No/ Cepusn Ne 12230390 Qty. Released / 34,400
KonnvecTBo BhINYILEHO
(1akoHOB
Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢pnaxonos M. License No. / MNB/10/832
TpousBoacTBeHHast JHLeH3Uus Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
Koutpoaunpyemas cepus Ne TIpou3BoACTBEeHHAs JJMLeH3Us (AaTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 no3 GMP cepTuurar (1a1a)
- GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP ceprudmrar Ne 01556/20/IN
Reference specification No / STP No/
Crenuduixanus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-22003
. . AsenacTHHA I'MAPOXIOPUI Cepus Ne Mpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
Nudopmauns 06 A®C | Mometasone Furoate / Batch No/ Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmerazona gypoar Cepusn Ne Al IIpousson. Crepnuur C.n.A., Utanus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATbBI

12. | Spray content uniformity
(Uniformity of delivery dose) /
OnsopoaHOCTH 103HPOBAHUSA
(OanopoaHocTh BLICBOGOXKAAEMOIH
A03b1)

9 of 10 doses: 75 % to 125 % of the
mean;

10 of 10 doses: 65 % to 135 % of the
mean

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
6510 135 %/

9 u3 10 103: ot 75 % 10 125 % ot
CPE/AHEr0 3HAYEHMS

10 u3 10 103: oT 65 % no 135 % or
CpPeAHEro 3Ha4YCHUS

Ecnu 2 unu 3 pesynprara BlIaJaroT U3
npenenoB 75 — 125 %, ucnsitanue
npoBoast ¢ 20 apyrumu gozamu. He
6onee 3 u3 30 3HAUEHMIT MOTYT
BBIXOJMTH 3a npeaeinl 75 — 125 %, u
BCE 3HAYCHHS JAOJDKHEI OBITH B
npenenax ot 65 o 135 %.

Azelastine Hydrochloride /
A3e1acTUHA FHAPOXJIOPHA:

Beg / Hauano:
Minimum / Munumym: 96.1%
Maximum / Makcumym: 103.4%
Average / Cpennee: 100.0%

End/ Koneuy:

Minimum / Munumym: 95.0%
Maximum / Makcumym: 104. O%
Average / Cpeanee: 100.0%s f

Mometasone Furoaté,lw
Mowmetasona gypoar;.
[

Beg / Hauano:

Minimum / MuHHMYM: \98,2"/
Maximum / Makcumym: 103. 'Vanm
Average / Cpennee: 100.0% T

End/ Koneu:

Minimum / Munumym: 95.4%,
Maximum / Makcumym: 104.0%,
Average / Cpennee: 100.0%

Prepared’lyy / IloarotoBneno

Checked by / IIposepeno

Approved by / Onobpeno

Signature / Tloanuce

]
Date / Jlata { et e Ve LD o LS faofey/heV5
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Ku‘nal’Garg
Designation / loszkHocTh Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

CeprudukaTr aHaJIH3a HA FOTOBYIO IPOAYKHHIO
Page 70f9/Crp. 7u3 9

Name of product / Momat Rino Advance /
Haumenosanue npoaykuuu | Momar Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenroBanHoe . N o
A3senacTvH + MoMeTa30H Cripeit Ha3albHbIH J03MpOBaHHbBIH
HaHMEHOBaHue
Each spray delivers / Kaxnas 103a cnpest COJACPKHUT:
JeiicTBylomue BemecTsa Mometasone Furoate BP 50 mecg / Momerazona ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxyiopua bpur.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losnposka 140 mxr + 50 Mkr / nosa JlaTta npousBoacTBa 04/2023
Dosage form / Meterved-dose nas?l spray / ) Date of Exp. / Conen 20 03/2025
JlekapcTBeHHas popma Cripeii HazalibHbLI 103HPOBAHHBIN
product code SRU0300082460401GS Date of release / Jlata sbimycka 05.07.2023
04 NPOAYKTa
34,400 BOT
Batch No / Cepus Ne 12230390 Qty. Released / 34,400
Kon4ecTBO BhINYIIEHO
¢pakoHeB
Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢nakonos M. License No. / MNB/10/832
Ilpon3BoacTBeHHAs nLeH3UsI Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
KoHTpoanpyemas cepusi Ne IIpousBoAcTBeHHAsl iMLIeH3Ud (AaTa)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceptndukar (aara)
: GMP Compliance certificate No / GMP-
Market / Pbitok Russia / Poccus GMP ceprudmicar Ne 01556/20/IN
Reference specification No / STP No/
Creudukauus Ne SPC-CC-051325 CIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
A F400-22003
. . 3€1aCTHHA THAPOXNIOPH/ Cepust Ne IMpoussoa. | Ypksuma C.A., Henanus
API information / MTC
HUndopmauus o6 A®C | Mometasone Furoate / Batch No / g Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmera3oHa ¢pypoar Cepus Ne Al Mpoussoa. | Crepaunr C.n.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
13. | Microbiological purity / MukpoGuonoru4eckasn yucrora
Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
OGiee uncno aspobHbIX product / He 6onee 102 KOE B 1 mn
MHKPOOPTaHH3MOB npenapara
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/Mn
O01iee YUCIO IPONOKEBBIX H product / He 6onee 10! KOE B 1 M
TUIECHEBHIX rpUOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcytcTByer
OtcyrcrBue B 1 Ma npenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyTcTBYeT
Orcyrcrre B 1 M1 npenapara
14. | Assay / Konu4ecTBeHHOE onpeaeieHue
a) Azelastine hydrochloride / From 85 %to 115 % of the labeled claim | 98.0% / 98,0%
A3enacTHHA FHAPOXJIOPHA of Azelastine hydrochloride / Ot 85 % |
10 115 % OT 3asABACHHOTO KOJNNYECTBA |
a3eacTHHA M'WIPOXIIopHIa |
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 101.3%/101,3% |
Momertasona gpypoar of mometasone furoate / Ot 85 % 10 |
115% or 3as4BNeHHOr0 KOJHYECTBA
MoMeTazoHa ¢ypoata

Prepar£y by / Iloarorosjexo Checked by / ITIposepeno Approveﬂ by / Ono6peno
Signature / Iloagnucy , PR
Date / lata UMelon 1 i3 e \e\\n 3 i L7 YA
Name / PUO Yogesh Kumar Mehta Atul Kumar Ajay Kulhar/ﬁarg
Designation / {oskHoCTB Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

| CepTndukar aHaJIH3a HA TOTOBYIO NPOAYKIHIO
Page 8 of 9/ CTp. 8 m3 9

Name of product / Momat Rino Advance /
HaumeHoBanune npoaykuuu | Momat Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentoBanHoe A N 9 o
3enacTH + MoMeTa30H cripeit Ha3aabHbIiH 103MPOBaHHbIH
HaUMeHOBaHue
Each spray delivers / Kaxxnast 103a cnipest COAEpPXHT:
JeiicTByIoLIHE BelecTBA Mometasone Furoate BP 50 mcg / Momera3sona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna rugpoxsopus bput.@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mkr + 50 mxr / go3a JlaTa npousBoicTBa 04/2023
Dosage form / Meteryed-dose nas?l spray / ) Date of Exp. / Fonen 10 03/2025
JlekapcTBeHHas ¢opma Crpeli Ha3aIbHBIN 103UPOBAHHbIH
product code SRU0300082460401GS Date of release / Jlata omycka 05.07.2023
o/l NPOAYKTa
34,400 BOT
Batch No/ Cepus Ne 12230390 Qty. Released / 34,400
KoaunvecTBo BbINYICHO
({akoHOB
Batch size / Pasmep cepun 37,815 bot/ 37,815 ¢makonos Mig. License No. / MNB/10/832
TpoussoacTBeHHast JuleH3us Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
KonTponupyemas cepusi Ne Tlpou3BoACTBeHHAs JIMLIEH3USA (AaTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukat (nata)
: GMP Compliance certificate No / GMP-
Market / Peinok Russia / Poccust GMP ceprudmicar No 01556/20/IN
Reference specification No / STP No /
Crenndukcauns Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-22003
. . AsenacTiHa THAPOXJA0PH Cepusa Ne Ipoussoa. | Ypksuma C.A., Mcnanus
API information / MIC
Hndopmanus 06 APC | Mometasone Furoate / Batch No / ’ Mfg by / Sterling S.p.A., Italy /
002/21L.21605
Mowmerasona ¢ypoar Cepus Ne Al INpouseoa. | Crepmunr C.n.A., Wranus
No TESTS / TOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATION / PE3YJIBTATBI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 95.6 %/ 95,6%
Beu3zanakonust xjaopuaa of benzalkonium chloride / Ot 80 % 10
120 % oT 3aABIEHHOro KOJIUYECTBA
OeHsanKonMs xnopuia
15. | Package size / YnakoBka 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped with
equipped with a metering device and | a metering device and actuator with protective
actuator with protective cap. Bottle with | cap. Bottle with leaflet placed in carton box. / 75
leaflet placed in carton box. / [To 75 u | 103 Bo ¢nakoH u3 H9BH CHa6)KeHHl>IPI
150 noz Bo dnakon wu3z TIOBII,
CcHa0XeHHBII JO3UPYIOIHM
YCTPOHCTBOM M Ha3abHbIM aJIaNTEPOM C
3aUMUTHBIM  KoJnmadkoM. rakoH ¢
MHCTpYKLHeEH no MPUMEHEHUIO
TOMEILAIOT B KaPTOHHYIO NauKy.
16 | Labeling / MapkupoBka According to ND / B coorserctsuu ¢ HJJ
17 | Storage / XpaHeHue Store at 15 to 25 °C. Do not freeze. / [Ipu Temneparype ot 15 a0 Z\S\C'“%e 3aM089y{aTb
18 | Shelf-life / Cpok rognocTn 2 years / 2 rona e

Any deviation/Incident/OOS: IN/1101/2023/0064 , OOS/1101/2023/0052
OrtkaoHeHusi/HecooreeTcTBHA/OOC: IN/1101/2023/0064, OOS/1101/2023/0052

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. JI[1-003328-241221 and submitted specification no. SPC-CC-051325.
The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

Prepareg by / HoaroTosaeno Checked by / IIposepeno Approv}d by / Onobpeno
Signature / Ilognuck ND /
Date / Jlata Y Wl Lot 251013 2 [0F NV ES
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumaft Garg
Designation / JlojaxkHoCTD Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
Cepruukat aHA/IH32 HA TOTOBYIO NPOAYKIHIO
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Name of product / Momat Rino Advance /
Haumenosanue npoaykuuu | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTenToBanHoe . . "
AsenactuH + MoMeTa30H crpeit HazaabHbIi NO3UPOBAHHbI
HaHMeHOBaHuUe
Each spray delivers / Kaxnas no3a cnpes Conepxur:
JeiicTByloLMe BelllecTBA Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Azenactuna ruapoxiopus bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposia 140 mxr + 50 Mkr / no3a JlaTa npou3BoacTBA 04/2023
Dosage form / Meterved—dose nas?l spray / 5 Date of Exp. / Foxer a0 03/2025
JlekapcTenHas popma Crpeli Ha3aNbHBIM 103UPOBAHHBII
product code SRU0300082460401GS Date of release / /lata Buinycka 05.07.2023
O MPOAYKTa
34,400 BOT
Batch No / Cepus No 12230390 Qty. Released / 34,400
KonnvecTBo BLINYLIEHO
(dbnakoHOB
. . Li . MNB/10/832
Batch size / Pa3mep cepun 37,815 bot /37,815 dunakonos Mig. License No. / 83
TlpousBoacTBeHHast L eH3uA Ne
Inspection Lot No 040000457153 Mfg. License Date / 30/04/2020
Kontpoaupyemasi cepusi Ne IlpousBoacTBeHHAas THLIEH3MS (AaTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / YnakoBka 75 doses / 75 no3 GMP cepruduar (1ata)
. GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP ceprudurar Ne 01556/20/IN
Reference specification No / STP No/
Creundmkauus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-22003
. . A3eNlacTyHa THAPOXJIOPH T Cepus Ne Npoussoa. | Ypksuma C.A,, Hcnanus
API information / MIC
Uudopmanus 06 AOC | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/21L.21605
MomerazoHa ¢ypoar Cepus Ne Al MNpoussoa. | Crepaunr C.aA., Utanus

3akJir04yeHHe 0 COOTBETCTBHH: HACTOSLIMM MNOATBEPIKAAID, YTO MPEACTABICHHAS BbIIC HHOOpPMALUs SIBIACTCS JOCTOBEPHOH M TOMHOM.
Jannas cepus Obllla Mpou3BeJeHa, BKIIOYas YNaKOBKY/MapKUPOBKY, W ITPOKOHTPOJMPOBAaHA Ha YKa3aHHOH BBILIE NPOM3BOICTBEHHOH
MUIOIIAAKE B MOJHOM COOTBETCTBHH ¢ TpeboBanusMu Hamnexanieit [poussoacreennoii Ipakruky (GMP) u TpeOGoBaHUAMYM HOPMATUBHOM
noxkymenraumu JII1-003328-241221 u yreepxaeHHo#t cnenuduxanumeit Ne SPC-CC-051325. TlpoTokosbl MIPOU3BOACTBA, YNAKOBKH YU
MPOBEACHHBIX AHAIU30B [ JIAHHOM CepuM ObUIM [POAHANM3UPOBAHBI M C/ACJAHO 3aK/IOYEHHE, YTO OHH COOTBETCTBYIOT TPeOOBaHUAM
Hannexameii [Ipoussoacreennoit [paktuxku (GMP).

Prepared/My / Hoarorosieno

Checked by / IIposepeno

Approved lk' / OnobpeHo

Signature / Iloanuch

9%
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Date / JlaTa Anye Ay e [opVS
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumnfar éarg
Designation / JoxHOCTD Officer -QA Officer -QA Asst. Manager -QA
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