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Certificate of Analysis for Finished Product/
Ceprudukar aHaAM3a HA FOTOBYIO IPOAYKIHIO
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Name of product /
HaumeHoBaHHE NPOAYKUMH

Momat Rino Advance /
Mowmar Puno AnsaHc

Generic name /
HenarenroBaHHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTvH + MOMETa30H crpeil Ha3anbHbIM 103UPOBAHHBIH

JeiicTBylolie BelllecTBA

Each spray delivers / Kaxaas n03a cripes coaepxur:

Mometasone Furoate BP 50 mcg /

Mowmetasona ¢ypoar bput.®. 50 mxr

Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxyopua bpur.®. 140 mkr

no4Tu Ocnas CyCricH3us

140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposxa 140 mkr + 50 mxr / noza JlaTta npou3BOACTBA 03/2024
Dosage form / Meterf.d-dose nanil spray / ) Date of Exp. / Tozen 10 02/2026
JlekapcTBeHHan gopma Cripeit Ha3aIbHbIH 103UPOBAHHBIM
Ieroduct code/ SRU0300082460401DM Date of release / lata BbIinycka 11.04.2024
0/1 POAYKTA
o Qty. Released / 23,360 BOT
Batch No / Cepusi Ne 12240333 KoTHYecTBo BIMyWIeHo 23.360 dnakonos
Batch size / Pazmep cepuu 25,395 bot /25,395 ¢nakonos Mfg. License No. / MNB/10/832
IpousBoacTBeHHAs JHLeH3USA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519128 [pousBoacTBeHHAR JHLIEH3INS
KouTpoaupyemas cepust Ne (naa)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 xo03 GMP cepruduar (1a1a)
Market / Poisok Russia / Pocenst GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/
Crieundukauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675

Azelastine Hydrochloride / Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTUHa r’MIpOXNnopH Cepusi Ne NpousBoa. | Ypkeuma C.A., Mcnaunus
Undopmauus 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /

Mowmerasona ¢ypoar Cepus Ne L23024A1 Mpoussoa. | Crepnunr C.n.A., Utanus
No TESTS / IOKA3ATEJIM LIMITS / TPEBOBAHHS OBSERVATION / PE3YJIBTATDI
1. Description / Onucanue White to off-white suspension / benas nau | Off-white suspension /

[Touru Genas cycrieH3us

2. Identification / HaenTudukauns

a) Azelastine hydrochloride /
A3enacmuna 2udpoxaopud

NMUKa a3cjiaCThHa

(cm. paszzaen
OIIpE/ICACHUER).

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

COOTBCTCTBOBATE BPEMCHU YIACPIKUBAHHUA

XPOMATorpaMMe CTaHIapTHOIO pacTBOpa

the chromatogram

chromatogram o

of standard solution (see "Assay” section) | "Assay”

/  Bpems yaepKuBaHMS OJHOTO W3 | oAHOro w3
OCHOBHLIX T[IMKOB HA XPOMArorpamMMe | XpoMmarorpamme
HCTBITYEMOTO pacTBopa JOTKHO

a3CjlaCTHHA

THAPOXJIOPHIA Ha | XpOMAarorpamme ¢

«KonnuecTBeHHOE

The retention time of one of the main peaks in

of test solution comply with

that of Azelastine hydrochloride peak in the

f standard solution (see

section) / Bpems yxaepxuBaHus

OCHOBHBIX IHUKOB Ha
UCIHIBITYEMOTO pacTBopa

COOTBCTCTBYECT BPEMEHM YAEPXKHUBaHUA HUKa

ruapoxjopuia Ha
TAHAAPTHOTO PacTBOPA.

{
Prepared by / IloarorosJieHo Checked by / IIposepeno App&)ved by / OnoGpeHo
Signature / Iloanucs ¢ ~ — —_
Date / laTa [2pa] o a4 e BTN
Name / ®UO Atul Kumar Akshit Bhardwaj Samfe?p Semwal
Designation / JomxknocTh Officer -QA Sr. Officer -QA Sr. Manager -QA
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Name of product /
HanmeHOBaHHE NPOAYKUHH

Momat Rino Advance /
Mowmar Puno AnpaHc

Generic name /
HenarenroBanuoe
HAMMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETa30H cpeil Ha3anbHbIH 103MPOBAHHbINR

JeiicTByromue Bemecrsa

Each spray delivers / Kaxxnas 1o3a cipes Conepxur:
Mometasone Furoate BP 50 mcg / MomerazoHa ¢ypoat bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna runpoxnopua bpur.@. 140 mxr

140 meg + 50 mcg / dose

Date of Mfg. /

Benzankonus xaopud

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  HCIBITYEMOrO
pacTBOpa  JOMKHB  OOHApYKHBAaThCA
NHUKH, COOTBETCTBYIOIIME MO BpEMEHAM
yaepxuBanus mukaM romonoros Ciz 1 Cia

OcH3aNKOHUS xfaopuzaa Ha
XpOMaTorpaMMme CTaHAApTHOTO PacTBopa
(cMm. pazaein «KonndecTseHHOE
OMpEIAEICHUE).

Strength / losuposka 140 mkr + 50 mxr/ no3a JlaTa npou3BoACTBA 03/2024
Dosage form / Meterved-dose l'laSEll s;?ray / 5 Date of Exp. / Foxen 10 02/2026
JlexapcTBeHHas popma Cnpeii Ha3aIbHbIH 103MPOBaHHbIH
Product code /
K SRU0300082460401DM Date of release / lata BbINycKa 11.04.2024
0/1 NPOAYKTA
ty. Released / 23,360 BOT
Batch o Q
atch No / Cepus Nt 12240333 Ko.TH4ecTB0 BHIMyWIeHo 23,360 daxotos
Batch size / Pazmep cepun 25,395 bot /25,395 ¢akonon Mfg. License No. / MNB/10/832
IlpousBoacTBeHHAas JHLEHIHA Ne
1 . Mfg. License Date / 30/04/2020
nspection Lot No
K 040000519128 [pouzBoacTBEeHHAS JHLIEH3HS
OHTpoOJIpYeMasi cepus Ne (nata)
Package size / Ynaxosxa 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepTudukar (aata)
Market / Phisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundmkauus Ne SPC-CC-034990 CIIM Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AzenacTiHa TMAPOXIOPUI Cepus Ne Ipoussoa. | Ypksuma C.A., Hcnanus
Nudopmauusi 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 | Mfg by/ Sterling S.p.A., Italy /
MowmerasoHa ¢ypoar Cepusi Ne L23024Al Mpoussoa. | Crepmunr C.n.A., Utanus
No TESTS / NOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATHI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemazona ¢pypoam peaks in the chromatogram of test solution | the chromatogram of test solution comply with
should comply with that of mometasone | that of mometasone furoate peak in the
furoate peak in the chromatogram of | chromatogram of standard solution (see
standard solution (see "Assay”section) / | "Assay”section) / Bpems yzAepkuBaHMs
BpeMmss  ylepxHMBaHWS ~ OZHOTO M3 | OHOTO M3  OCHOBHEIX  [IMKOB  Ha
OCHOBHBIX MMHMKOB Hd XPOMATOTPaMMe | XpOMaTorpaMMe HCIBITYeMOro  pacrsopa
HCIILITYEMOr0 pacTBopa JODKHO | COOTBETCTBYET BPEMEHH YIEPKHMBaHHSA NHKA
COOTBETCTBOBATh BPEMEHH YAEPKUBaHWS | MOMeTa3oHa (hypoaTa Ha XpOMarorpamme
nMUKa  MOMeTasona  ¢Qypoara  Ha | CTaHAApPTHOTO PacTBOpa.
XpOMarorpaMMe CTaHAapTHOIO pacTBopa
(cMm. paszen «Konugectsennoe
OMpEaCACHUE ).
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | 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 xpomarorpaMme HUCIBITYEMOTO
pacTBopa 00Hapy» HMBAIOTCS TIHKH,
COOTBETCTBYIOILHE o BpEMEHAM
yaepxkuganus nukam romonoros Ciz u Cia
GEH3ANIKOHMS XJOpHIa Ha XpoMaTorpaMmme
CTaHJapTHOTO PacTBOpaA.

Prepared by / IloarotosJieHo

Chegked by / IIposepeno

Signature / Iloanuch

{
Approted by / OnoGpeno

Date / lata 12 Jou)im \Ueulvora RTINS
Name / ®PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JloJizkHOCTB Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTudukaT aHAIH3A HA TOTOBYI0 IPOAYKIHIO
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Name of product / Momat Rino Advance /
Haumenosanue npoaykuuu | Momar Puxo Ansanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenatentoBanuoe o o "
A3eiaCTHH + MOMETA30H crpei Ha3aJIbHbIH 103UPOBAHHBIH
HAUMEHOBAHHE
Each spray delivers / Kaxxaasi 103a cipest COACPKHT:
JeficTByromue BemecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoat Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Aszenactuna ruapoxnopui bpur.@. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / {o3upoBka 140 it + 50 MKr / 1032 JlaTa npoH3BOACTBA 03/2024
Dosage form / Meterved-dose nas?l spray / ) Date of Exp. / Coxen 10 02/2026
JlekapcTBeHHas ¢opma Cripeii Ha3aIbHBIN JO3UPOBAHHBIH
Eroduct code / SRU0300082460401DM Date of release / /lata Bbinycica 11.04.2024
O] NPOAYKTA
Qty. Released / 23,360 BOT
h I
Batch No/Cepus N 12240333 KosinuecTBO BbINyEeHO 23,360 ¢nakoHor
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
Tpou3BogcTBeHHASA THLEH3US Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519128 IIpousBoAcTBeHHAS JTHLECHIHSA
Konrpoaupyemasn cepusa Ne (nata)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP ceprudniar (1a1a)
Market / Puios Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpukat Ne
Reference specification No / STP No/
Crienndurauns Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTHHa TMAPOXJIOPHL Cepus Ne Mpoussoa. | Ypxeuma C.A., Hcnanus
Hudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3zona ¢ypoat Cepusi Ne L23024A1 Mpoussoea. | Crepaunr C.nLA., Uranus
No TESTS / TIOKA3ATEJIM LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIBTATAI
3. pH From 4.0 t0 5.0 / O1 4,0 10 5,0 4.61/4,61
4. Density / [1noTHOoCTB From 0.90 to 1.10 g/em?® / 1.03 g/em?
Ot 0,90 10 1,10 r/cm? 1,03 r/em?
5. Viscosity / Bazkoctb Not less than 5 cPs / He menee 5 cll3 62.7 ¢Ps /62,7 cll3
6. Mass of the released dose / Single dose / OTaeabHas no3a:
Macca bicBoGoKAaEMOT 103bI 85.0 to 115.0 % of the claimed delivered | Minimum / Munnumym: 92.1%

dose amount / 850 - 1150% 0T | Maximum/ Makcumym: 104.0%
3a4BIEHHOTO KONTUUECTBA Average / Cpensiee: 98.1%
Average dose / Cpennss no3a:

90.0 to 110.0 % of the claimed delivered

amount / 90,0 — 110,0 % oT 3asBIEHHOT O

KOJMUECTBa
7. Mass of the vial content / Not less than 14.175 g / 15.004 g/
Macca conepxkumoro ¢iakoHa He menee 14,1751 15,004 r
8. Dose number / Koandectso n03 Not less than 150 doses (disregard the 175 doses / 175 no3

first pumping) / He menee 150 no3 (He
CUUTAs ICPBUYHYIO IPOKAUKY)

9. Particle size / Pasmep uactun 90 % of particles less than 10 pm / 100.0% / 100,0%

90 % yacruil pasMepoM MeHee 10 MkM

100 % of particles less than 30 um / 100.0% / 100,0%

100 % vactui pasmepoM MeHee 30 Mxm

Particles of more than 30 pm should be Absent / OTCYTCTBYIOT <« Aarm ac3°

absent / Yactuupt 6onee 30 MKM TOJKHBI

OTCYTCTBOBAaTh e

{
Prepared by / IloaroTosJieHo Checked by / IIposepeno Approv\d by / Oxo6peno

Signature / Iloanuch A —
Date / laTa J2 Jou ) LA U heg WA 1y
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal 1
Designation / lonkHocTh Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product/

Cemel)nKaT AHANMM3a HA roTOBYIO NNPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumenoBauve npoaykuun | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHToBaHHOe - N "
A3eJ1aCTHH + MOMETa30H cnpeit Ha3allbHbli JO3UPOBAHHSLINI
HaMeHOBaHHe
Each spray delivers / Kaxaas 103a cripes COACPKUT:
JleiicTByl011He BellecTBA Mometasone Furoate BP 50 mcg / MomerazoHa ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopui bpur.®@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mxr / noza Jata npousBoacTsa 03/2024
Dosage form / Mcteryed-dose nasiil sPray / } Date of Exp. / Fonen 10 02/2026
JlexapcTBeHHas ¢opma Crpeit Ha3anbHbIH 103UPOBAHHBIH
product code SRU0300082460401 DM Date of release / /lata pbinycka 11.04.2024
0/ NpoAyKTa
o Qty. Released / 23,360 BOT
Batch No/Cepun Ne 12240333 KosivuecTBO BbINYIIEHO 23,360 ¢rakonor
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢nakonos Mfg. License No. / MNB/10/832
Mpou3BOACTBEHHAsl THLICH3USA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519128 IlpousBoacCTBeHHAS! JTHLIEH3 NS
KoxTtpoanpyemast cepus Ne (nata)
. ) GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 150 doses / 150 no3 GMP ceprudmicar (1ata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creundukauus Ne SPC-CC-034990 CIA Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHA T'HAPOXIOPUA Cepus Ne MNpoussoa. | Ypxeuma C.A., Mcnanus
Undopmauus 06 A®C | Mometasone Furoate / Batch No/ MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MowmertasoHa dgypoar Cepus Ne L23024A1 Mpoussoa. | Crepmunr C.nLA., Uranus
No TESTS / TOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATBI
10. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH Complies /
CeauMeHTALHOHHAS CoOTBETCTBYET
YCTOHYMBOCTD
11. | Impurities / Ilpumecn
a) Azelastine hydrochloride /
Azenacmuna zuopoxnopuoa:
Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | Not Detected/ He oGuapyxeno
EnvHuuHas HeHAeHTUHUIMPOBaHHAs
HIpHMeECh
Total impurities / Cymma nmpumecei Not more than 2.0 % / He 6onee 2,0 % Not Detected/ He o6napyxeHo
b) Mometasone furoate /
Momemazona gpypoama
Impurity D / Ilpumecs D Not more than 1.0 %/ He 6onee 1,0 % Not Detected/ He o6HapyxeHo
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.1%/0,1%
Enunuunas HemaentuduuvpoaHHas
MIPHMECH
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % 0.2%/0,2%
Prepared by / Iloaroros.ieHo Chgeked by / IIposepeno Approved by / Ono6pero
Signature / Mlognuen <7 ([D>—"/ —
Date / Iata )2 Jow ] \out oz \ 2 V\\ULL
Name / PHO _ Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / loJikHOCTD Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
CepTudukar aHaIu3a HA FOTOBYIO HPOAYKUHIO

Page Sof 7/Crp.5m37

Name of product /
HaumeHoBaHue npoaykunu

Momat Rino Advance /
Mowmat PuHo Ananc

Generic name /
HenarentoBaHHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3eacTiH + MOMETa30H cripei Ha3anbHbIH 103UPOBAHHbIH

JeiicTBy0IME BellecTBa

Each spray delivers / Kaxxast 1o3a cnpesi COREpkuT:
Mometasone Furoate BP 50 mcg / Momerasona ¢pypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxnopui bpur.®. 140 mkr

Inspection Lot No
KonTpoaupyemas cepusi Ne

040000519128

(nara)

ﬂpOHSBOlICTBeHHaﬂ JJHUCH3HSA

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposica 140 mxr + 50 mkr / 1o3a JaTa npon3BoacTea 03/2024
Dosage form / Meterved-dose nas?l spray / 5 Date of Exp. / Tonen 10 02/2026
JlekapcTBeHHasi popma Cupeit HazaIbHBIA 103UPOBAHHBIH
Product code /
K SRU0300082460401 DM Date of release / /lata Bbinycka 11.04.2024
0 NpOAYKTa
o Qty. Released / 23,360 BOT
Batch No/Cepus Ne 12240333 Ko1H4ecTBO BBINYUIEHO 23,360 ¢nakoHos
Batch size / Pa3zmep cepun 25,395 bot/ 25,395 ¢nakonos Mfg. License No. / MNB/10/832
TNpouiBoacTBeHHAas JHneH3Hus No
Mfg. License Date / 30/04/2020

Package size / YnakoBka

150 doses / 150 no3

GMP Compliance certificate Data/ | 18/06/2020

mean

other 20 doses. Not

135%/

9 u3 10 103: oT 75 %
CPEAHEro 3HAUCHHUS

CPEAHETO 3HAYUCHUSA

3a mpeaenst 75 — 125

135 %.

If 2 or 3 results are outside 75— 125 %, test

more than 3 of 30

values may be outside 75 — 125 % range
and all the values should be within 65 to

10 125 % or

10 u3 10 103: o1 65 % 10 135 % ot

Ecnu 2 unu 3 pesyabrara BeIIAJAIOT U3
npeaenos 75 — 125 %, ucnbiTaHue
nposoaAT ¢ 20 apyrumu fo3amu. He
6onee 3 u3 30 3HaUeHUH MOTYT BLIXOAUTE

%6, U BCE 3HAYEHHUS

JOJIXKHBI OBITH B NIpenenax ot 65 10

GMP ceptudukar (aara)
Market / Pbisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpukat Ne
Reference specification No / STP No/
Creundmianus Ne SPC-CC-034990 CIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3senacTHHa FHAPOXIJIOPUIL Cepusi Ne MNpoussoa. | Ypksuma C.A., Hcnanus
Nudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MowmerasoHa ¢ypoar Cepus Ne 1.23024A1 Hpoussoa. | Crepnunr C.n.A., Uranus
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOPOAHOCTH A0CTABAsIEMOTT mean; A3sejiacTHHA FTMAPOXJOPHA:
J03bI 10 of 10 doses: 65 % to 135 % of the

Minimum / Muaumym: 97.0%
Maximum / Makcumym: 102.0%
Average / Cpenuee: 100.0%

Mometazone Furoate /
Mowmera3ona pypoar:
Minimum / Murumym: 98.0%,

Maximum / Makcumym: 103.0%,
Average / Cpemnee: 100.0%

~.

e N

. VI
P / A
-,

13. | Microbiological purity / MukpoOuosiorn4eckas 4ucrora

MHKPOOPTaHu3MOB

Total aerobic microbial count /
OOluiee 4ucno a3poOHbBIX

npenapara

Not more than 102 cfu per 1 ml of the
product / He 6osee 10 KOE B 1 Mn

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

Prepared by / IloarorosseHo

Signature / lloanucs

Chegked by / IIposepeno Approvedyby / Onobpeno

N

Date/ llata T jeuln Moo [ oY) 2wl
Name / PHO Atul Kumar Akshit Bhardwaj Sandeep Semwal |
Designation / loJizkHOCTD Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepraduKaT aHATH3A HA FOTOBYIO NPOAYKIXHIO

Page 6 of 7/ Ctp. 6 n3 7

Name of product /
HaumeHoBaHHe MPOAYKUNWH

Momat Rino Advance /
Mowmar PuHo AnsaHc

Generic name /
HenarentoBanHoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTVH + MOMETA30H CNpeit Ha3asbHbIA 103MPOBaHHbLIH

JeiicTBYIOLIHE BElUECTBA

Each spray delivers / Kaxknas no3a cripes COAEpXKUT:
Mometasone Furoate BP 50 mcg / Momerazona dypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna rupoxiopud bput.®. 140 mxr

140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Mosuposka 140 mkr + 50 Mkr / no3a JlaTta npoussoacrTsa 03/2024
Dosage form / Meterved-dose nanl spray / } Date of Exp. / Fonen 10 02/2026
JlekapcTBenHas ¢popma Cnipeli HasaIbHbBIH 103UPOBAHHBIN
product code / SRU030008246040 1 DM Date of release / lava srinycka 11.04.2024
o4 MPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/Cepus Ne 12240333 Koin4ecTBO BhINYIEHO 23,360 ¢nakonos
Batch size / Pazmep cepuu 25,395 bot /25,395 ¢nakonos Mfg. License No. / MNB/10/832
IpousBoacTBeHHAs JIHLEHINA Ne
: Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000519128 TpousBoACTBeHHAs! IHIEH3USA
OHTpoOJIMpYeMasi cepusi Ne (1a7a)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (1aTa)
Market / Poisok Russia / Poceust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/
Creuduxauus Ne SPC-CC-034990 CITN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3e1aCTHHA THIPOXJIOPUI Cepusa Ne Mpouseoa. | Ypksuma C.A., Henanns
HUndopmauus 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 | Mfg by / Sterling S.p.A., Italy /
MomeTtazoHa pypoar Cepust Ne L23024A1 Mpoussoa. | Crepaunr C.iA., Utanus
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHHS OBSERVATION / PE3YJIBTATDI
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn
Ob1ee 9UCTIO APOAIKEBBIX U product / He 6onee 10' KOE 8 1 Mn
TUIECHEBBIX rpUOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyrcTByeT
Otcyrerue B | Mul mpenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OtcyrcrByer
OtcyterBue B 1 M npenapara
14. | Assay / KoquvecTBeHHOE onpeaeneHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 94.0%/94.0% ,...«"",'.4 PR \\
A3eJlacTHHA THAPOXJIOPUA of Azelastine hydrochloride / Ot 85 % mo Tl - *«*',SD
115% oOT 3a9BACHHOrO KOJMYCCTBA FANE (‘,>
a3enacTuHa rupoxJI0pHaa L Y
P {5
PR N
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 97.0%/97,0% & N
Momerasona pypoat of mometasone furoate / Ot 85 % 10 V2 RN N
115% or 3adBJEHHOrO KOJUYECTBA 5 "\w 1 K
MoMeTa30Ha dypoara % o&-‘y
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 81.0%/ 81,0% Irmat_
BeH3ankoHus XJopuaa of benzalkonium chloride / Ot 80 % no
120% oT 3aj4BJICHHOIO KOJMYECTBA —
6eH3ankoHMs XJI0puaa
15. | Package size / Onucanue 150 doses in a HDPE plastic bottle equipped with a metering device and actuator with
YIaKOBKH protective cap. Bottle with leaflet placed in carton box. / ITo 150 103 Bo ¢akon us [19BII,
CHaOXEHHBIM J03UPYIOUNIMM YCTPOMCTBOM M Ha3albHBIM ANAITEPOM C 3alUMTHBIM
konanaykoM. MIakoH ¢ WHCTPYKUMEH [0 MEAULIMHCKOMY NPMMEHEHHIO MOMEMIAIOT B
KapTOHHYIO NauKy.
l
Prepared by / IloarorosJieHo Checked by / IIpoBepeno Approved by / Onobpeno
Signature / lloanucey ¢ -
Date / lata )2.]04 Jm Mo vlber v \ '),\\ &L\‘LD‘D\,
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal \
Designation / loJizkHOCTD Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Ceprndukar aHa/in3a Ha roTOBYIO IPOAYKIHIO
Page 7of 7/ Ctp. 713 7

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momar Puno Ansanc

Generic name / .
Azelastine + Mometasone metered dose nasal spray /

HenareHToBaHHOE o - N
A3€1aCTHH + MOMETA30H CIIpE€U HasanbHbIH JO3MPOBAHHBIX
HAUMEHOBAHUE
Each spray delivers / Kaxpas 103a cnpest coaepxHuT:
JeiicTByioniMe BelllecTBa Mometasone Furoate BP 50 mcg / Momerazona dypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxsopua bpur.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposica 140 mkr + 50 Mxr / nosza JlaTa npoH3BOACTBA 03/2024
Dosage form / Meter“ed-dose nas?l spray / ) Date of Exp. / Conen 10 02/2026
JlekapcTBeHHas popma Cnpeli Ha3aJILHBIY J03UPOBAHHbIN
product code SRU0300082460401 DM Date of release / lata Brnycka 11.04.2024
O NPOAYKTA
o Qty. Released / 23,360 BOT
Batch No / Cepus Ne 12240333 Ko.TH4€cTBo BhiryIIeHo 23,360 drakotos
Batch size / Pasmep cepuu 25,395 bot /25,395 duakonos Mig. License No. / MNB/10/832
[pou3BoaACTBeHHAs AULIEH3USA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000519128 IIpou3BOACTBEHHAS THLIEH3HS
KouTponupyemas cepust Ne (nata)
Package size / Ynakosxa 150 doses / 150 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (aara)
Market / Phinor Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuduxar Ne
Reference specification No / STP No/
Crenndukauus Ne SPC-CC-034990 CIIM Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3senacTiHa T'MJpOX/I0pHL Cepus Ne MNpoussoa. | Ypksuma C.A., Ucnauus
Nudopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3oHa ¢ypoar Cepust Ne 1L23024A1 MNpoussoa. | Crepmuar C.nA., Uranus

Any deviation/Incident/OOS: Non-applicable
OrknoHeHusi/HecooTBeTCTBUSI/OOC: He MPUMEHHMO

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)-(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/049eHHe 0 COOTBETCTBHH: HACTOALINM IMOATBEPIKIAIO, YTO NpeCTaBIcHHas BhILle HHPOPMALUS SBAAETCS NOCTOBEPHOH M TOYHOM.
Jannas cepus Obula MPOM3BEIACHA, BKIIOYAsA YNAKOBKY/MAaPKMPOBKY, M NPOKOHTPONMPOBAHA HA YKa3aHHOH BBIIC NPON3BOACTBCHHOH
NAOMIAAKE B MOJIHOM COOTBETCTBHM ¢ TpeboBauuamu Hannexamei [poussoacreennoit [paxtvxu (GMP) U TpeGoBaHuAMEI HOPMATHBHOA
nokymenranuu JITT-Ne(001749)-(PI'-RU)-300123 u yreepxaennoii cneuuduxauneit Ne SPC-CC-034990. TlpoToxoiipl NMPOU3BOACTEA,
YIAKOBKH U MPOBCJICHHBIX aHANM30B JUIA JaHHOH cepud ObLIM MpPOAHAIM3MPOBAHBI M CACNAHO 3AK/IIOYEHHE, YTO OHU COOTBETCTBYIOT
tpebopanusm Hannesxxamieit 1lpoussoacreenHo# Ipaktuku (GMP).

i
Prepared by / IloaroroBsieno Checked by / lposepeno Approved“)y / OaobpeHo
Signature / [Toanuch CH— -
Date / Jlata 12 o4l 1M ou vorn L s\ \ o
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JoikHOCTD Officer -QA Sr. Officer -QA Sr. Manager -QA
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