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CepTudukaTt anann3a Ha rOTOBYI0 NPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykuun | Momar Puno Ansanc
generlc name / Azelastine + Mometasone metered dose nasal spray /
eaTeHTOBaHHOE . o N
A3senactuH + MoMeTa30H cripeil Ha3albHLIR 103MpOBaHHbIH
HAHMEHOBaHUE
Each spray delivers / Kaxnas 103a cnpes COISPKHUT:
JeiicTyioiune BemecTsa Mometasone Furoate BP 50 mcg / MomeTasona gypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxsopua bpur.@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposxa 140 mkr + 50 Mkr/ no3a JlaTa npou3BoACTBA 04/2023
Dosage form / Meterued-dose nas;al spray / 3 Date of Exp. / Conen 10 03/2025
JlekapcTBeHHasn dopma Cripeii Ha3aIBHBIA 103UMPOBAHHBIH
product code SRU0300082460401DM Date of release / Jlata sbinycka 05.07.2023
O NPOAYKTA
22,880 BOT
Batch No / Cepus Ne 12230374 Qty. Released / 22,880
KoJsinuecTBO BbIMYLIEHO
¢akoHOB
Batch size / Pasmep cepun 25,395 bot /25,395 ¢nakonos Mig. License No. / MNB/10/832
TlpoussoacrBeHHast iMueH3ust Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
Koutpoaupyemas cepusn Ne IIpousBoACTBeHHAs JULIEH3HA (AaTa)
Package size / Vnakosika 150 doses / 150 1103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (1aTa)
- GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP cepruduiat Ne 01556/20/IN
Reference specification No / STP No/
Creuudukanus Ne SPC-CC-0349%90 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
AsenacTvHa I'MAPOXIOpUT Cepus Ne F400-22003 IMpoussoa Ypksuma C.A., Mcnanus
API information / P pan 22 ViTe P ' e
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmeraszona dpypoar Cepus Ne Al Ipoussoa. | Crepauar C.n.A., Hranus
No TESTS / MHOKA3ATEJIHU LIMITS / TPEBOBAHUSA OBSERVATION/ PE3YJIBTATHI
1. Description / Onucanne White to off-white suspension / Benas | Off-white suspension /
WY NOYTH Oenas CycreH3us IMoutu H6enas cycnensus
2. Identification / [lopanHHOCTL

a) Azelastine hydrochloride /
A3zenacmuna zuopoxnopud

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 azelastine

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 azelastine
hydrochloride standard solution / Bpems

hydrochloride standard solution / Bpems | yaepxuBaHHs OCHOBHOTO N1Ka Ha
YJEpPXKUBaHUS OCHOBHOTO TMKAa Ha | XpOMaTorpaMMe  HCIBITYeMOTo  pacTBoOpa
XpomaTorpamme HCTIBITYEMOr0 | COOTBETCTBYET BPEMEHH yIAEepKUBaHUS
pacTBopa ROMKHO COOTBETCTBOBAaTb | OCHOBHOI'O MHKA HA XpOMAaTOIpaMMe pacTBopa
BPEMEHH YACPXKUBAHUSA OCHOBHOIO TMKA | CTaHAAPTHOTO obpasua azenacTuHa
Ha XpOMaTorpamMmme PacTBOpa | r'MApOXI0OpHAa. o I
cTaHzapTHoro ofpasua  asenacTHHa
THAPOXIOPUAA (em. pazaen \\J ASS(/
AW v
«KonnuectBeHHOE OpeieIeHUe ). Q(b c?o
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Preparedby / Hoarorosaexo

Checked by / IIposepeno

Approykd by / Oao6peHo

Signature / Hoanuck
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Name of product / Momat Rino Advance /
HaumenoBanue npogykuun | Momat Puno AznBanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatenToBaHHOe L 9 N
AsenactvH + MoMeTasoH cripeii Ha3albHBIH JO3UPOBaHHbIN
HAUMEHOBaHHe
Each spray delivers / Kaxunas 103a cnpest conepxur:
JeficTByiomue BemecTea Mometasone Furoate BP 50 mcg / Momerazouna ¢gypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxJyiopun bpur.@. 140 Mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 Mkr + 50 Mxr / no3a JlaTta npou3BoacTBa 0472023
Dosage form / Meterued-dose nasiil spray / ) Date of Exp. / Fonen 10 03/2025
JlekapcTBenHas gopma Crpe#t HasaNbHbII 103UPOBAHHBLI
product code SRU0300082460401DM Date of release / /lata sbmycka 05.07.2023
0/1 NpOAYKTa
22,880 BOT
Batch No / Cepus Ne 12230374 Qty. Released / 22,880
KonnuecTBo BoINyLeHo
(paxoHOB
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢uakonos M. License No. / MNB/10/832
Tlpou3BoAcTBEeHHAs JTHLUEHIHA Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
KouTtpoaunpyemas cepus Ne TlpousBoacTBeHHAs JHIIeH3Hs (1aTa)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceptuduxar (aara)
- GMP Compliance certificate No / GMP- .
Market / Peivok Russia / Poccust GMP cepruurar Ne 01556/20/IN
Reference specification No / STP No/
Creuudukanus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
AzenacTvHa FHAPOXJIO C Ne F400-22003 IIpousso VpkeuMma C.A., Ucnanus
API information / MAPOXTIOPHAL epus Ne = POU3BOJL. p A
Undopmanus 06 A®C | Mometasone Furoate / Batch No / g Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmera3ona ¢ypoar Cepus Ne Al IMpoussoa. | Crepmuar C.mA., Hrams
No TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATBI

b) Mometasone furoate /
Momemazona hypoam

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 yaepsxuanus

OTIPEACIICHHEY ).

standard solution / Bpems yaepxuBasus
OCHOBHOTO [MKa Ha XpOMarorpamme

¢dypoara (cm. pazaen «KonuuecrseHHOE

OCHOBHOTO

UCTIBITYEMOrO  pacTBopa  JOJDKHO
COOTBETCTBOBATH BPEMEHH | Xpomarorpamme
YIEPXKHBAHHA OCHOBHOTO IMKa Ha
XpoMarorpamme pacTBopa
CraHzapTHoro ofpasia MOMETa3oHa

HCTIBITYEMOTO

nuKa Ha

pacteopa
BPEMCHH YJEpPKHBAaHMS OCHOBHOTO MHKAa Ha
pactsopa

ob6pazia MoMeTazoHa ypoara.

XPOMAaTorpaMmme
COOTBETCTBYET

CTaHAapTHOIO

Preparedyby / [loarorosiaenc Checked by / IlpoBepeHo Approved by / Onobpeno
Signature / Illoanuck /% _~ ,
Date / laTa YR V) 2 1313 7 aplo VY
Name / PUO Yogesh'Kumar Mehta Atul Kumar Ajay Kuthar Carg
Designation / losizkHOCTB Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HaumeHoBaHMe NpoaYKUMH Momar PuHo AnBaHc
generlc name / Azelastine + Mometasone metered dose nasal spray /
enaTeHTOBaAHHOE . . N
A3senactuH + MoMeTasoH cripeit HazalbHbli 103MpOBaHHbLH
HaMMeHoBaHuUe
Each spray delivers / Kaxxnas 103a copest COREPKUT:
JeiicTByloLINe BellecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxjopun bput.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr / no3a JlaTta npousBoacTsa 04/2023
Dosage form / Meterved-dose nasual spray / 3 Date of Exp. / Fonen 20 03/2025
JlekapcTBeHHan dpopma Crpeli Ha3albHBIH 103UPOBAaHHBIH
Product code /
K SRU0300082460401 DM Date of release / lata Bbinycka 05.07.2023
OA MPoAYKTA
22,880 BOT
Batch No / Cepusi Ne 12230374 Qty. Released / 22,880
KoJIH4ecTBO BbINYIEHO
(hnakoHOB
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
Tlpou3BoACTBEHHAs! JIHIEH3HA Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
Kourponupyemas cepusa Ne Tpou3BoACTBeHHAS JIHLIEH3U (AaTa)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aara)
. GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccns GMP cepruduiar Ne 01556/20/IN
Reference specification No / STP No/
Creundukamms Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
A3zenacTiHa rHIPOXJIOpHIL Cepust Ne F400-22003 Tlpousson Ypksuma C.A., Ucnianus
API information / = MIC . :
Undopmauus 06 A®C | Mometasone Furoate / Batch No/ y Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmerta3zoHa ¢ypoar Cepus Ne Al [Mpoussoa. | Crepaunr C.mLA., Uranus
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIBTATDI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | The chromatogram of the sample solution
Benzanxkonua xnopuo 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 Ci2 and Ci4 in the chromatogram of
homologues Ciz and Cis in the | the standard solution / Ha xpomarorpamme
chromatogram of the standard solution / | ucneiTyeMoro  pacTBopa  oOHapyXuBaKOTCs
Ha  xpomarorpamme  UCIHBITYEMOrO | MHMKH, COOTBETCTIBYIOLIME 10  BpeMeHaM
pacTBOpa JO/KHBI  OGHAapyxuBarThCs | yaepxuBaHHs mnukaM romonoroe Ciz u Ciq
NWKH, COOTBETCTBYIOIIME 0 BpeMeHaM | OcH3ankoHHMS XJOpHAa Ha XpOMarorpamme
yIEPKHMBaHHS MUKam romosoros Ci2 ¥ | CTaHOapTHOTO PacTBOpA.
Cia OeH3ATKOHUA Xjopuga — Ha
XpOMarorpamme CTaHJJapTHOTO
pacteopa (cM. pasaen «KonutsecrseHHoe
ONPENICIICHUEY ).
pH From4.0t0 5.0/ 01 4,0 n0 5,0 4.61/4,61
4. Density / [InoTHoCcTH From 0.90 to 1.10 g/cm?® / 1.01 g/cm?
Or 0,90 g0 1,10 r/em® 1,01 r/em?
5. Viscosity / Baskoctb Not less than 5 cPs / He menee 5 cll3 50.2 ¢cPs /50,2 cll3
Preparg{ﬂ)y /HoaroToBJjieHo Checked by / IIposepeno Approved hy / Omobpeno
Signature / oanuce [\X .
Date / lata S PATHANVY S —~ o118 nofs YV
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kuthar d}arg
Designation / JoaxHocTh Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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CepTuduKaT aHa/M3a HA TOTOBYIO NPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHue npoagykuuu | Momar Puno Aasanc
generlc name / Azelastine + Mometasone metered dose nasal spray /
eNaTeHTOBaHHOe - 9 o
AsenactvH + MomeTasoH crpeil HazallbHbIH J03HPOBaHHBIH
HAHMEHOBaHHe
Each spray delivers / Kaxxnas 103a cripesi CONEPKHUT:
JeiicTByl0iliie BelecTBa Mometasone Furoate BP 50 mcg / Momerazona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Aszenacruna runpoxnopua bput.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 Mkr + 50 mkr / no3a JlaTa npou3BOACTBA 04/2023
Dosage form / Meterf:d-dose nas?l spray / 5 Date of Exp. / Toxen 10 03/2025
JlekapcTBeHHan ¢popma Cnpeii Ha3aIbHBLI 103UPOBAHHbIH
Product code /
K SRU0300082460401 DM Date of release / lata BbInycka 05.07.2023
O NpodyKTa
22,880 BOT
Batch No / Cepus Ne 12230374 Qty. Released / 22,880
KonnuecTBo BoinyuieHo
¢$nakoHOB
Batch size / Pazmep cepun 25,395 bot/ 25,395 ¢nakonos Mig. License No. / MNB/10/832
[IpousBoacTBeHHAs THLUEH3INA Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
Koutpoaupyemas cepusi Ne TIpou3BoACTBEHHAS NMLIEH3NA (3ATA)
Package size / YnakoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmxar (nara)
: GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccust GMP ceprupurar Ne 01556/20/IN
Reference specification No / STP No/
Cneunduxauus Ne SPC-CC-0349%0 CIIN No STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
AszenacTiHa IMAPOXIOPU] Cepus Ne F400-22003 IIpoussoa Ypksuma C.A., Mcnauus
API information / P = MTC : —
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / . Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmera3oHa ¢ypoar Cepust Ne Al Ipouseoa. | Crepauur C.n.A., Utanus
No TESTS / TIOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI

6. Mass of the released dose /
Macca BBICB060:KIaE€MOI 103b1

Single dose / OTaenbHas no3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 1150% or
3asIBJICHHOTO BBICBOOOKAAEMOTO
KOJIMYECTBA

Average dose / CpeaHss g03a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBnAeHHOrO
BBICBOOOXI2EMOTO KOJIUYECTBA

Minimum / Munaumym: 94.7%
Maximum / Maxcumym: 105.9%
Average / Cpennee: 97.5%

90 % yacrtun pazmepoM meHee 10 MxMm

100 % of particles less than 30 um /
100 % usactun pazmepom MeHee 30 MKkM

Particles of more than 30 pm should be
absent / Yactuusl 6onee 30 MkM
JODKHBI OTCYTCTBOBATH

7. Mass of the vial content / Not less than 14.175 g / 14.5g/
Macca coaepsxkumoro daaxkosa He menee 14,175 14,5r /,‘/6;'#‘ qs‘\:‘\
8. Dose number / Konuvecrso n03 Not less than 150 doses (disregard the 173 doses / 173 ro3 / \\;&\ ! gf;;;;";‘
first pumping) / He menee 150 103 (He («> f)“@
CUMTAs NEPBUYHYIO NPOKAUKY) * P \p‘\, CV*
9. Particle size / Pazmep yacTun 90 % of particies less than 10 um / 100.0% / 100,0%

100.0% / 100,0%

Absent / OtcyTcTBYIOT

Preparg@ by / loarorosneno

Checked by / IIposepeno

Apprdved by / Ono6peHo

Signature / [loanuce

ya
Date / lata A\ 0V LB =20 N3 W]
Name / PHO Yogesh Kumar Mehta Atul Kumar Aja’y Kdmar Garg
Designation / JIoJizkHOCTB Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTndukar anajan3a Ha rOTOBYI0 HPOAYKIHIO

Page 5of9/Crp.5u39

Name of product / Momat Rino Advance /
HaumenoBanue npoaykund | Momar Puno Axgaunc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenroBanHoe . o .
AsenactiH + MoMeTa3oH cripeit HazalbHbIH 103UPOBAHHBIH
HAUMEHOBaHUe
Each spray delivers / Kaxxaas nosa cripest conepxur:
JeiicTByI01IHE BeleCTBA Mometasone Furoate BP 50 mcg / MomerazoHa ¢ypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxjaopua bput.®@. 140 mxr
140 meg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mxr / n03a Jarta npoussoacrsa 04/2023
Dosage form / Meterued-dose na5f1l spray / } Date of Exp. / Fozen 20 03/2025
JlekapcTBennas ¢popma Cnpeii Ha3aIbHBIN 103UPOBAHHbIH
Product code /
K : SRU0300082460401 DM Date of release / /lata Bbimycka 05.07.2023
OR HPOAYKTA
22,880 BOT
Batch No / Cepus Ne 12230374 Qty. Released / 22,880
KoJsin4yecTBO BBINMY1ICHO
(1axoHOB
. Li . MNB/10/832
Batch size / Pasmep cepun 25,395 bot /25,395 ¢naxonos Mfg. License No. /
HpoussoacTBeHHAA JHleH3Us Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
KonTpoaupyemas cepusi Ne IlpousBoacTBeHHasl AHlleH3us (1aTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP ceprduiar (1a1a)
. GMP Compliance certificate No / GMP-
Market / Peinox Russia / Poccus GMP cepruduiar Ne 01556/20/IN
Reference specification No / STP No/
-CC- STP-CC-026675
Cneundurkaums Ne SPC-CC-034990 CIIN Ne
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
F400-22003
. . A3enacTHHA THAPOXAOPHA Cepus Ne Ilpoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
Hndopmauusi 06 AGC | Mometasone Furoate / Batch No/ Mfg by / Sterling S.p.A., Italy /
002/211.21605
MomertazoHa ¢ypoar Cepus Ne Al ITpoussoa. | Crepnuur C.nLA., Utanus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIBTATbDI
10. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH Complies /
CeauMeHTaAUHOHHASA COOTBCTCTByeT
YCTOHYHBOCTH
11. | Related substances / PoacTeenHble npuMecu
a) Azelastine hydrochloride /
Aszenracmuna zudopoxnopud:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0.03%7/0,03%
Ennnuynas Heunentuduuuposannas | 0,89 %
TIpUMECH
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.03% / 0,03%
b) Mometasone furoate / -
Momemazona diypoama Q\r') - A
Impurity D / ITpumecs D Not more than 1.0 %/ He 6onee 1,0 % | 0.03%/0,03% * o C(;.)\
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.03%/0,03% © \ A
EnvauyHas HeuneHTHGULMPOBaHHAS % 6\ :? “
IpUMECH 3 yo\ &
Total impurities / Cymma npumMeceit Not more than 2.0 % / He 6oaee 2,0 % 0.10%/ 0,10% % A ,;t\(,',v
lamace>
Prepargd by / TloaroTosneno Checked by / IIpoBepeno Approved by / Onobpeno

Signature / Iloanuck

o
IR INVSY

Date / Iata w11 13 o oy NEY3
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / TokHocTb Officer -QA Officer -QA Asst. Manager -QA

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

Ceprudukar anaanza Ha roToBYI0 HPOAYKIHIO
Page 6 of 9/ C1p. 6 u3 9

Name of product / Momat Rino Advance /
HaumeHnoBanune npoaykuun | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
Henatenrosannoe " L .
A3senacTHH + MoMeTa30H cripeil HazanbHbIH A03UPOBAHHEIH
HAHMEHOBaHHUe
Each spray delivers / Kaxxnas n03a cripest COAEpKHT:
JeiicTByI0L1He BelecTBA Mometasone Furoate BP 50 mcg / MoMertazona ¢ypoat bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Azenacruna ruapoxnopui bput.@. 140 mxkr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposxa 140 mxr + 50 mxr / nosa JlaTa npou3BoACTBa 04/2023
Dosage form / Meterf:d-dose nasiil spray / } Date of Exp. / Cozen 110 03/2025
JlekapcTBeHHas ¢gopma Chpeit HazallbHbI 103UPOBAHHBIN
Product code /
K SRU0300082460401 DM Date of release / lata BbInycka 05.07.2023
01 TPOAYKTA
22,880 BOT
Batch No / Cepus No 12230374 Qty. Released / 22,880
Koau4ecTBo BhINMyLIEHO
($rakoHOB
Batch size / Pazmep cepun 25,395 bot /25,395 ¢nakoHos Mfg. License No. / MNB/10/832
IIpou3BoACTBEHHAS JTHLEH3USA No
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
KoHTpoaupyemas cepus Ne Ipou3BOACTBEHHAS JIMLIEH3HH (JaTa)
. GMP Compliance certificate Data / 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepTupuat (1a1a)
. GMP Compliance certificate No / GMP-
Market / PoiHOK Russia / Poccus GMP cepruduiar Ne 01556/20/IN
Reference specification No / STP No/
Crenndukaius Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-22003
. . A3eacTHHa THAPOXJIOPUIL Cepus Ne Ipoussoa. | Ypksuma C.A., Mcnanus
API information / MIC
Nudopmauus 06 APC | Mometasone Furoate / Batch No / . Mfg by / Sterling S.p.A., Italy /
002/21L.21605
Mowmerazona ¢ypoar Cepus Ne Al [poussoa. | Crepaunr C.nLA., Utanus
No TESTS / ITIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
12. | Spray content uniformity 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
(Uniformity of delivery dose) / mean; AzenacTHHA THAPOXJOPHA:
OaHopoaHOCTL A03UPOBaHHUS 10 of 10 doses: 65 % to 135 % of the
(OaHopoaHocTh BhICcBOGOMAaeMoli | mean Beo /H .
03b1) If 2 or 3 results are outside 75 — 125 %, €8 / 11auans:
Minimum / Muaumym: 94.6%
test other 20 doses. Not more than 3 of .
; o, | Maximum / Makcumym: 108.2%
30 values may be outside 75 — 125 % A /C -100.0%
range and all the values should be within | ©*Verage/ Lpeanee. TLL.Uo
6510135 %/ End / Koneu: : A ~
.. . o S o
9 u3 10 103: o1 75 % 10 125 % ot Minimum / Musnwym: 93.1% \\\:‘\\j Ve
CpeaHero 3HaveHus Maximum / Makcumym: 101
Average / Cpeanee: 100.0 "
10 u3 10 no3: ot 65 % no 135 % ot
Cpe/IHEero 3HaYCHHS
Ecnu 2 unn 3 pesynbTarta BHINAJAIOT U3 xometazone Furoate'/
npenenos 75 — 125 %, ucneitanue OMETa30Ha pypoar:
npososT ¢ 20 1pyrumu nosamu. He
6oiee 3 w3 30 3HaucHUA MOTyT Beg / Hauano:
BBIXO/JUTD 33 npeaeisl 75 — 125 %, u Minimum / Mugamym: 90.0%,
BCE 3HAYEHUS JODKHBI OBIThL B Maximum / Makcumym: 113.3%,
npeenax o1 65 xo 135 %. Average / Cpenuee: 100.0%
End/ Koney:
Minimum / MuruMym: 96.4%,
Maximum / Makcumym: 103.0%,
Average / Cpeanee: 100.0%

Prepgryd by / MoarorosaeHo Checked by / Ilpoeepeno Approved by / Ono6peno
Signature / Hoanucy
Date / Jlata ol N1 e 2 21\ Aola™ S
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Khmat Garg
Designation / lookHocTh Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar aHa/in3a HA FOTOBYI0 NPOAYKIHIO

Page 70f9/Crp. 7u3 9

Name of product / Momat Rino Advance /
HaumeHoBanue npoayxuun | Momar Puno Anganuc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatenroBanxoe . " "
Asenactis + MomeTa3oH cnpell Ha3anbHbI 103UPOBAHHbIA
HaUMEHOBaHHE
Each spray delivers / Kaxxnas no3a cripes coaepskur:
JeiicTByloLHe BewiecTBA Mometasone Furoate BP 50 mcg / Momeraszona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Aszenacruna rupoxiopua bpur.®@. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposica 140 mkr + 50 mxr / nosza JlaTta npousBoacTBa 04/2023
Dosage form / Meterf:d-dose nasval spray / 3 Date of Exp. / Fonen 10 03/2025
JlekapcTBeHHan dopma Cripeid Ha3aIbHBIN A03UPOBAHHBIH
product code SRU0300082460401 DM Date of release / Jlaa Bbinycka 05.07.2023
O/ IPOAYKTa
22,880 BOT
Batch No/ Cepus Ne 12230374 Qty. Released / 22,880
Kosnv4ecTBO BbINMyIEHO
¢ nakoHoB
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢naxonor Mig. License No. / MNB/10/832
TIpou3BoACTBEHHAS JiHUeH3us Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
Kountpoaupyemas cepus Ne ITpousBoacTBeHHASA JIMLEH3HA (1aTa)
Package size / Y nakoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (1ata)
- GMP Compliance certificate No / GMP-
Market / Poinok Russia / Poccus GMP cepruduiar Ne 01556/20/IN
Reference specification No / STP No/
-CC- P-CC-02
Creuuduiauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
A F400-22003
. . 3€1aCTHHA THIPOXJIOPUA Cepus Ne Mpoussoa. | Ypksuma C.A., Hcnanus
API information / MIC
Hudopmanus 06 A®C | Mometasone Furoate / Batch No / § Mfg by / Sterling S.p.A., Italy /
002/21L21605
Mowmerazona ¢gypoar Cepusn Ne Al Ipouseoa. | Crepmuur C.nLA., Utanus
No TESTS / NOKA3ATEJIH LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIbTATHI
13. | Microbiological purity / MuxkpoGuosiornueckas 4yucrora
Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/ma
Obuiee uncno a3poOHbIX product / He 6onee 102 KOE B 1 ma
MHKPOOPTaHM3MOB 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
O01ee YUCIO APONOKEBBIX U product / He 6osee 10" KOE B 1 ma
JIeCHEeBLIX TpUGOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/ OrcyTcrByeT
OtcyteTBue B 1 M nipenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcTByer
Ortcytcrie B 1 M1 npenapara
14. | Assay/ KonndecTBeHHOE onpeaesieHHe /———\\
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 89.3%/89,3% / WY r\b&@f\
A3eJ1acTHHA FHAPOXJIOPU]I of Azelastine hydrochloride / Ot 85 %
o 115 % oT 3asBNAEHHOrO KONHUYECTBA
azeNacTHHA MHAPOXIopHIa
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 88.0% / 88,0%
MomeTaszoHa pypoart of mometasone furoate / Ot 85 % 10
115% or 3asBIEHHOIO KOJIUYECTBA
MoMeTazoHa ¢ypoara

Preparedyby / Iloarorosaeno

Checked by / [Iposepeno

Approvad by / Onobpeno

Signature / IToanuch

/ ,
Date / laTa C e\ LWL 2101119 A 0[8YHoV5
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kum4r Garg
Designation / loJiskHOCTB Officer -QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product /

CemelmKaT AHAJIM3A HA rOTOBYIO NTPOAYKIMIO
Page 8 of 9/ Ctp. 813 9

Name of product / Momat Rino Advance /
HaumeHoBanmne npoaykunu | Momar Puno Aneanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTteHToBaHHOE . o o
AsenactuH + MoMeTasoH cripeit HazanbHEIH A03UPOBAHHbII
HaUMEHOBaHHe
Each spray delivers / Kaxas 7103a cripest CONEpKHUT:
JeficTBylomue BeLiecTa Mometasone Furoate BP 50 mcg / Momerazona dypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxsopua bpur.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / Hosuposia 140 mkr + 50 Mxr / no3a JlaTa npou3BoACTBA 04/2023
Dosage form / Meterved-dose nasyal spray / } Date of Exp. / Tozen 10 03/2025
JlekapcTBennas dopma Cripeit Ha3aIBHBIH 103MPOBAHHEIN
Product code /
K SRU0300082460401 DM Date of release / lara Bbinycka 05.07.2023
0/l MPOJYKTA
22,880 BOT
Batch No / Cepun Ne 12230374 Qty. Released / 22.880
KosmuecTBo BbINMyLIEHO
($nakoHOB
Batch size / Pasmep cepun 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
IpousBoacTBeHHast inieH3ust Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
KonTtposiupyemas cepusi Ne [Ipoun3BoacTBeHHAs THLIEH3US (AaTa)
Package size / YnakoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (nara)
. GMP Compliance certificate No / GMP-
Market / PoiHok Russia / Poccust GMP cepruduicar Ne 01556/20/IN
Reference specification No / STP No/
Creuudukauus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
F400-22003
. . A3eNnacTuHA THAPOXJIOpU Cepusi Ne TNpoussoa. | Ypkeuma C.A., Mcnanus
API information / MIC
HNndopmauus 06 A®C | Mometasone Furoate / Batch No / . Mfg by / Sterling S.p.A., Italy /
002/211.21605
MowmerazoHa dypoar Cepus Ne Ilpousson. CTemeHr
Al ;-\U\SI /
. paved >N
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION/ JIBTATLI Q/,{L)

¢) Benzalkonium chloride /
Benzankonus xaopuaa

From 80 % to 120 % ofthe labeled claim
of benzalkonium chloride / Ot 80 % a0
120% ot 3as9BICHHOr0 KOJHYECTBA
OeH3aIKOHUA XJIOpHAa

Lig*™

{7

88.4% / 88.4% * \,7 &
0] ]
® o J
AL

_

15. | Package size / Ynakoska

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / Ilo 75 u
150 no3 Bo dnakon wus [IDBII,
CHAOXKCHHBIN JIO3UPYIOLIUM
YCTPOMCTBOM H Ha3aibHBIM aJalTepPOoM C
3aUIUTHBIM  KoJmaukoM. @DaakoH ¢
VHCTpYKLMeH no [IPUMEHEHHIO
MOMENIAIOT B KAPTOHHYIO NAUKYy.

150 doses in a HDPE plaXg ttle equ;ggé
with a metering dev1ce an 5!

protective cap. Bottle with leaﬂet placed in
carton box. / 150 mo3 Bo dutakon u3 [1DOBI],
CHaOXEHHBIN J103UPYIOLIUM  YCTPOMCTBOM M
Ha3aJIbHBIM ~ aJalTepoM € 3AIMUTHBIM
konmaukoM. (PrakoH ¢ HHCTPYKUMEH 10
HIPUMEHEHHUIO TOMELIAIOT B KADTOHHYIO MAuKYy.

16 | Labeling / MapkupoBka

According to ND / B cootercrBuu ¢ HJI

17 | Storage / XpaHenue

Store at 15 to 25 °C. Do not freeze. / IIpu Temneparype ot 15 no 25 °C. He 3amopaxuBats.

18 | Shelf-life / Cpox roanocTu

2 years /2 rona

Any deviation/Incident/OOS: IN/1101/2023/0064, O0S/1101/2023/0052
Otkuionenusi/HecoorBereTBust/QOOC: IN/1101/2023/0064, O0S/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-034990. The
batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

Preparegby / Iloarorosneno Checked by / IIposepeno Approvgd by / Oao6peHo
Signature / Iloanuco / ,
Date / Jlata “ o\ otV 913 2613\ 3 VWSS
Name / ®PHO Yogesh Kumar Mehta Atul Kumar Ajaymurﬂar Garg
Designation / JIosxkHOCTE Officer -QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTndukar aHa/n3a Ha rOTOBYIO NPOAYKIHIO

Page 9 of 9/ C1p. 939

Name of product /
HaumMeHoBaHue NPOAYKUHH

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
HenaTeHTOoBaHHOE
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
AsenacTuH + MoMeTa3oH cnpeil Ha3asbHbII A03UPOBAHHBbII

JeficTBylomue BelecTsa

Each spray delivers / Kaxxaas 103a cripest CONepxKUT:
Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiopun bpur.®. 140 Mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losupoBka 140 MKt + 50 MKr/ 1032 JlaTa npoussoacTsa 04/2023
Dosage form / Meterjed-dose nas?l spray / 5 Date of Exp. / Cozen 10 03/2025
JlexapcTeennas gpopma Cripeii Ha3aJlbHBIH 103UPOBAHHbIH
Product code /
K SRU0300082460401DM Date of release / lara BbInycka 05.07.2023
O/l MpoAyYKTa
22,880 BOT
Batch No / Cepus Ne 12230374 Qty. Released / 22,880
KoJjiuuecTBO BBINYIIEHO
¢ nakoHOB
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢nakounos Mig. License No. / MNB/10/832
TlpoussoacTBeHHas HLeH3Hs Ne
Inspection Lot No 040000456563 Mfg. License Date / 30/04/2020
Koutpoaupyemas cepus Ne IIpou3BoACTBeHHAS JHLIEH3US (AaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / YnaxoBka 150 doses / 150 o3 GMP cepruuar (1a1a)
; GMP Compliance certificate No / GMP-
Market / PoiHok Russia / Poccust GMP ceprudmiar Ne 01556/20/IN
Reference specification No / STP No/
Creunduxamms Ne SPC-CC-034990 CIIA No STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by / Urquima S.A., Spain /
AsenacTHHa rHIPOXIOPUL Cepus Ne F1400-22003 Ipoussog, Vpxeuma C.A., Henanus
API information / P P ~ MIC P . —
Undopmanus 06 A®PC | Mometasone Furoate / Batch No / ’ Mfg by / Sterling S.p.A., Italy /
002/211.21605
Mowmerasona dypoar Cepus Ne Al ITpoussoa. | Crepaunr C.n.A., Utanus

3aKi04eHHe 0 COOTBETCTBHM: HACTOALIMM IIOJITBESPXKAAIO, YTO MPEACTABICHHAS Bbille HHOPMaLWs ABIACTCS JIOCTOBEPHON U TOUHOH.
JlanHas cepus Oblna NPOM3BEAEHA, BKIIOYAS YNaKOBKY/MapKHPOBKY, M MPOKOHTPOIMPOBAHA HA YKa3aHHOM BBILIE IPOH3BOACTBEHHOM
TUIOILAJIKE B MTOJTHOM COOTBETCTBHUHM ¢ Tpeboanusmu Hamnexaied [poussoacreennoit [Ipaktuku (GMP) u TpebGoBanyamMyu HOpMAaTUBHOK
noxymentauyd JII1-003328-241221 u yteepaaenHol cneuudukaimeit Noe SPC-CC-034990. TpoTokonsl NPOM3BOJCTBA, YIIAKOBKH H
NPOBEJICHHBIX aHAM30B U1 JaHHOM cepuM OBUIM NPOAHANM3MPOBAHBI M CAENAHO 3aKITIOUCHUE, YTO OHH COOTBETCTBYIOT TPEOOBAHUAM
Haxnexameit [IpoussoncreenHoit [pakruku (GMP).

Prepared By / oaroToBseHo

Checked by / IIpoBepexo

Signature / Ioanuck

Appr/gggby / OnoGpeHo
C

\ n ri )

Date / JlaTa AV ATRTEV AN o Y >
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay’Kun{ar Garg
Designation / losizkHOCTD Officer -QA Officer -QA Asst. Manager -QA
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