Azenacmuna zudpoxnopuo

peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram

COOTBETCTBOBATH BPCMCHHU YIEPKUBAHUA

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

/ Bpems yIepxuBaHUsS OJHOrO U3 | OZHOTO
OCHOBHBIX ITMKOB Ha XPOMarorpaMMe xpomamri
HCIOLITYEMOTO pactBopa JOJIKHO

:

aMM¢E
COOTBETCTBYCT BpeMeHVl yllep)KHBaHl/lﬂ IMHUKa
a3eJaCTHHA
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" " Certificate of Analysis for Finished Product /
CepTndukar anajin3a Ha roToBYI0 NPOAYKIHIO
Page 1 of 7/Crp. 1 m37
Name of product / Momat Rino Advance /
HaumenoBanue npoaykuun | Momat Puno AnsaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateutoBanHoe . . N
A3enacTvH + MOMETA30H Clpei Ha3albHbIH 103UPOBAHHbIN
HAMMEHOBaHMe
Each spray delivers / Kaxnaas no3a cnpes coaepxur:
JeficTByomue BemecTsa Mometasone Furoate BP 50 mcg / Momeraszona gypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / AzenactuHa ruapoxaopus bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / [losuposica 140 mkr + 50 mMxr / 103a JaTa npou3BoacTsa 11/2023
Dosage form / Meterued-dose nasiil spray / 5 Date of Exp. / Fogen 10 10/2025
JlekapcTBeHHas ¢popma Chpeii HazanbHBIH 103MPOBaHHbIH
product code / SRU0300082460401DM Date of release / lata seinyeka | 30.11.2023
03 MPOAYKTa
o Qty. Released / 14,880 BOT
Batch No/Cepun Ne 12231098 KoauuecTBO BbINYLIEHO 14,880 daakonos
Batch size / Pasmep cepuu 16,395 bot / 16,395 pnakonos Mig. License No. / | MNB/10/832
IpousBoacTBennan Juuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000494667 Mpou3BoacTBEeHHAs AUUEH3HS
KouTposaupyemasn cepus Ne (nata) |
: GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 150 doses / 150 no3 GMP ceprudukar (1a1a)
Market / Poisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creunduicauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / Batch No / Mfg by Urquima S.A., Spain /
A F400-23002
. . 3€NacTHHa THAPOXJIOPUL Cepust Ne Mpousspa. | Ypksuma C.A., Mcnanus
API information / MTC
Undopmanus 06 AOC | Mometasone Furoate / Batch No / § Mfg by Sterling S.p.A., Italy /
002/221.22405 :
MowmetazoHa dypoar Cepua Ne Al Ilpousspa. | Crepaunr C.n.A., Uramus
No TESTS / TIOKA3ATEJIN LIMITS / TPEGOBAHUSA OBSERVATION / PE3YJIBTATHI
1. Description / Onucauue White to off-white suspension / benast unu | Off-white suspension /
nouTH Genas CycrneHsus [TouTu Gegias cycrneHsus
2. Identification / UnenTnduxauns
a) Azelastine hydrochloride / The retention time of one of the main | The retention time of one of the main peaks in

the chromqtogram of'test solution comply with
that of Azglastine hydrochloride peak in the
chromatogram of standard solution (see
$ection) / Bpems yaepxuBaHHS
| M3 OCHOBHBIX

TMIHKOB Ha

HCIIBITYEMOTO ~ PacTBopa

THApOXJIOpHIa Ha

NHKAa a3€JaCTHHA TUAPOXJIOPHIA HA | XPOMATOI'AMME CTAHIAPTHOrO PacTBOpa.
XpoMAarorpaMMe CTaHAApTHOrO PacTBOpa 3
(cM. pazaen «KonnuecTBeHHOE
OTIPENIEIICHUEY ).
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Prepared by\/ [loarorosJexo Checked by / TIposepeno Approyed by / Ono6peno
Signature / Iloanucb e
Date / lata alll).13 > GV 2oLl
Name / @PHO Yogesh Kumar Mehta Akshit Bhardwayj Saﬁdeep Semwal
Designation / losizkHocTb Officer -QA Senior Officer -QA Sr. Manager -QA
FCM/QA054/08.00
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Name of product / Momat Rino Advance /
% HaumeHoBanune npoaykuuu | Momat Puno AasaHc
| Generic name / Azelastine + Mometasone metered dose nasal spray /
HenareHToBaHHOE . . "
A3enacTH + MOMETa30H clIpeil HasaNbHbIA N03WPOBAHHBII
HAHMEHOBaHHe
Each spray delivers / Kaxnas 103a cnpest coaepxHr:
JeiicTByiomue semecrsa Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoat bput.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenactvna ruapoxiopua bpur.®@. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jo3uposka 140 Mkr + 50 MK / 1032 JlaTa npou3BoacTSa 11/2023
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHan ¢popma Crnipeii HazanbHBbHH 103UpOBAHHBIA Date of Exp. / Fonen a0 10/2025
product code SRU0300082460401DM Date of release / Jlata sojnycka 30.11.2023
O/l NpoayKTa ;
. Qty. Released / 14,880 BOT
Batch No / Cepust Ne 12231098 Koauectso Bpinymeno 14.880 daxonos
Batch size / Pa3mep cepun 16,395 bot/ 16,395 ¢uakonor Mig. License No. / MNB/10/832
IMpousBoacTrBeHHasn JuueH3na Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Kont Ne 040000494667 TIpousBoACTBEeHHAS IULLEH3US
posipyemas cepusi Ne (na7a)
Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (1ava)
Market / Phixos Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Creundmxauus Ne SPC-CC-034990 CIIU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by Urquima S.A., Spain /
. . A3enacTiHa THAPOXIIOPH Cepusi Ne F400-23002 Hpousspa. | Ypkeuma C.A., Mcnanus
API information /
MTC- .
Nudpopmauns 06 A®C | Mometasone Furoate / Batch No / 405 Mfg by Sterling S.p.A., Italy /
MowmeTazoHa ¢ypoar Cepus Ne 002/221.22 Mpoussoa. | Crepaunr C.LA., Utanus
Al
No TESTS / TIOKA3ATEJIM LIMITS / TPEBOBAHHUSA OBSERVATION / PE3YJIBTATDI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemazona dhypoam 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’scction) / Bpems yaepxusanus
BpeMs  yaepKUBaHWA ~ OJHOMO M3 | OAHOTO | M3  OCHOBHBLIX  MHUKOB  Ha
OCHOBHBLIX [MKOB Ha XpOMarorpaMMe | XpoMmarolpaMMe HCHBITYEMOro  pacTBopa
MCHLITYEMOro pacTBopa JOJDKHO | COOTBETCTBYET BPEMEHH YIAEPXKUBAHHUS MHKA
COOTBETCTBOBATL BPEMEHH YIAECPKUBaHUA | MOoMeTasoya ¢ypoara Ha XpoMmaTorpamme
nyka  MoMerazoHa  ¢ypoara  Ha | CTaHOApTHOIO PacTBOpA.
XpOMaTorpaMMe CTaHAapTHOrO PacTBOpa
(cm. pazzaen «KoangecrseHHoe
ONpEACIICHHUEY).
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test|of assay, the chromatogram of the
benzanxkonua xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
corresponding to the retention times of | to the retention times of peaks of
peaks of  benzalkonium  chloride | benzalkonjum chloride homologues Ci2 and
homologues Ci12 and Cis in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / |Ha xpomarorpaMMme HCIBITYEMOIo
Ha  xpomarorpaMme  HCHBITYEMOrO | pacTBopa 06HapyXUBaloTCs TTHKH,
pacTBopa  JOJDKHBl  OOHapyKHMBAThCS | COOTBETCTBYIOLIME no BpeMEHaM
MHMKK, COOTBETCTBYIOIUME M0 BPEMEHAM | yiepxkuBaHus muxam romMoserop-Ciz 1 Cis
yAepxuBanus mikam romonoros Ciz 1 Cra | GEH3AIKOHMS XIOPHA,- HA )Xp0MaT)dTpaMMC
GensankoHus XA0pUIa Ha | CTaHIapTHOTO pacyhypa. 1 ‘
XpOMaTorpaMMe CTaHIapTHOro pacTBOpa i * \\/a'\’
(cm. pazzen «KonnyecTBeHHOE f ) \\'”
OIpesieTiCHUEY ). | = oV
\
Prepared by AlloarorosJieHo Checked by / Ilposepeno Appi‘&#gd by / OnoGpeHo
Signature / Ioanuck (o =’
Date / lara Sl )17 ol > 6 AN TRALY, -
Name / ®HO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal
Designation / {osskHOCTH Officer -QA Senior Officer -QA Sr. Manager -QA
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Name of product /
HauveHnoBaHWe NpoayKuuu

Momat Rino Advance /
Mowmart PuHo Anpanc

Generic name /
HenatenToBanuoe
HAHMeHOBaHue

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H Cpeil Ha3anbLHLIA JO3UPOBAHHDIA

JleiicTByIOWME BellecTBA

Each spray delivers / Kaxnas no3a cnpest COnep»Hur:

Mometasone Furoate BP 50 meg /

Azelastine Hydrochloride BP 140 mcg / Azenactuna runpoxsyopui bp

Mowmerazona ¢pypoar bpur.®. 50 vkr

ut.®. 140 Mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / lo3upoeka 140 MKE + 50 Mkr/ 1032 Jlata npoMsBoncTEa 11/2023
Dosage form / Meterfd-dose nas?l spray / } Date of Exp. / Conen 10 10/2025
JlexapcTBenHnas ¢popma Crpeii Ha3aIbHBIHM 103MPOBAHHBIH
Product code / SRU0300082460401DM Date of release / Jlata Boinycka 30.11.2023
Koa npoaykra
o Qty. Released / 14,880 BOT
Batch No / Cepus Ne 12231098 KoMuecTB0 BHINYMIEHo 14.880 dnaxorios
Batch size / Paimep cepun 16,395 bot/ 16,395 ¢aakonos Mfg. License No. / MNB/10/832
IpounssoacTBeHHas JuueH3Us Ne
In tion Lot N Mfg. License Date / 30/04/2020
K spectt ot N0 040000494667 TIpoH3BOACTBEHHAS JULEH3HS
OHTpoJHpYemasi cepusa Ne (na7a)
GMP Compliance certificate Data/ | 18/06/2020

Package size / Ynaxoska

150 doses / 150 xo3

GMP ceprudukat (aata
Market / Paitok Russia / Poces GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creuudukaius No SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by Urquima S.A., Spain /
F400-23002
. . A3enacTiHa THAPOXJAOPH]| Cepus Ne Mpouseoa. | Ypkeuma C.A., Ucnanus
API information / NTC-
Undopmanus 06 A®C | Mometasone Furoate / Batch No/ Mfg by Sterling S.p.A., [taly /
002/221.22405
Momertazona ¢ypoar Cepus Ne Al Mpoussoa. | Crepnunr C.nLA., Utanus
No TESTS / TOKA3ATEJIU LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIBTATHI
3. pH From 4.0 to 5.0 / Ot 4,0 10 5,0 4.55/4,55
Density / IlaoTHOCTL From 0.90 to 1.10 g/cm® / 1.02 g/cm’
Ot 0,90 10 1,10 r/cm? 1,02 r/em’

5. Viscosity / BszkocTb

Not less than S cPs / He menee 5 clI3

39 ¢cPs/ 39.cll3

Mass of the released dose /
Macca BbICBOOO0KIaeMOI 10361

Single dose / Oraeasnas go3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 115,0% or
3aABJICHHOTO KOJIMYECTBA

Average dose / Cpeanns ao3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % oT 3asgBACHHOr0
KOJMYECTBA

Minimum
Maximum

Munumym: 90.4% |
Maxkcumym: 106.3%

Average / Cpentee: 97.5% |

7. Mass of the vial content / Not less than 14.175 g / 14.585g/
Macca coaepxkumoro piakona He menee 14,175 ¢ 14,585r
8. Dose number / Koanyecrso ao3 Not less than 150 doses (disregard the 186 doses /1

first pumping) / He menee 150 no3 (He
CYHTAs! MIEPBUYHYIO MPOKAYKY)

|

|

|

\

|

86 no3 o

9. Particle size / Pazmep 4acTuu

90 % of particles less than 10 pm /
90 % dacrtuu pasmepoM MeHee 10 Mkm

100.0%/100,0% . »

<
NS

|
i
100 % of particles less than 30 pm / 100.0%/100,0% {2 \\’\,
100 % wactuu pazmepoM MeHee 30 MkM ‘ 2‘/ P\
Particles of more than 30 pm should be Absent / OfcyTerBytoT ‘9'//{ o NIt
absent / Yactuus! Gonee 30 MKM IOJDKHBI P05 ephis g
OTCYTCTBOBATh N ~
\
Prepared by Aloarorosaeno Checked by / [Iposepeno Approvkd by / OnoGpeno
Signature / Tloanucey (> — —
Date / lata ot 13 e\ U\ e b
Name / ®PHO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal |
Designation / Jo/KHOCTD Officer -QA Senior Officer -QA Sr. Manager -QA |
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Certificate of Analysis for Finished Product /
Ceprudukar ana/in3a Ha rOTOBYI0 IPOXYKIHNIO
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Page 4 of 7/ Ctp.4u3 7

Name of product /
HaumeHoBaHHWe NPOAYKLUUYU

Momat Rino Advance /
Momat Puxo Aasanc

Generic name /
HenarentoBaHHoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
As3enacTvH + MOMETa30H cripeli Ha3aabHbINH 103UPOBAaHHbIH

JeficTBylomue BemecTsa

Mometasone Furoate BP 50 mcg /

Each spray delivers / Kaxxnas no3a cripest cORep»uT:

Azelastine Hydrochloride BP 140 mcg / AzenacTuHa ruapoxjiopua bpu

Mowmetasona ¢ypoat bpur.d. 50 Mkr

1.0, 140 Mkr

NpUMEChH

b) Mometasone furoate /
Momemazona gyypoama
Impurity D / Ipumecs D

Single unspecified impurity /
EnvHuuHas HenaeHTHULMpOBaHHas

Total impurities / Cymma npumeceii

Not more than 1.0 %

Not more than 1.0 %

Not more than 2.0 %

/ He 6oneec 1,0 %

/ He 6onee 1,0 %

/ He 6oxee 2,0 %

0.07%/0.07%

0.21%/0.21%

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposa 140 mkr + 50 Mxr / no3a JlaTta npousBoacTBa 1172023
Dosage form / Metered-dose nasal spray / Date of Exp. / Fonex 10 10/2025
JlexapcTBeHHas gopma Crnipeit HasanbHBIH J1I03HPOBAHHBIM P- Aer A
Product code/ SRU030008246040 1 DM Date of release / [lata Brinycka 30.11.2023
Koa npoaykra
o Qty. Released / 14,880 BOT
Batch No / Cepusi Ne 12231098 KoHHecTBo BhinyeHo 14,880 dakonos
Batch size / Paimep cepun 16,395 bot / 16,395 daxonor x;(g)'“i“:;“;e;::;{;ﬂ I —— MNB/10/832
Inspection Lot N Mfg. License Date / 30/04/2020
pectio 0 040000494667 IIpou3BOACTBEHHAS JTUUEH3HS
Koutpoanpyemas cepus Ne (naTa)
Package size / Ynaxobka 150 doses / 150 no3 gxg i‘;‘:ﬁ;ﬁ?;ic&l:;‘; cate Data/ | 18/06/2020
Market / Poinok Russia / Poccus (G;mg g;)?ﬁ;::’;:icﬁ.:tlﬁ Fate No/ GMP-01556/20/IN
Reference specification No / STP No/
-CC- TP-CC-026675
Cneunduxauus Ne SPC-CC-034990 CITH Ne STP-C
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by Urquima S.A., Spain /
. . A3eNacTHHA ApOXJIOPUL Cepus Ne Ipoussoa. | Ypksuma C.A., Mcnanus
API information / MTC-
Hudopmauus 06 APC | Mometasone Furoate / Batch No / 002/221.22405 Mfg by Sterling S.p.A., Italy /
Mowmertazona pypoar Cepus Ne Al Ilpousson. Crepnunr C.n.A., Utanus

No TESTS / [IOKA3ATEJIM LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
10. | Sedimentation Stability / Not less than 5 min / He meHee 5 MuH Complies |/

CeaquMeHTALIMOHHASA CooT1BeTCTBYET

YCTOH4YHUBOCTD
11. | Impurities / Ilpumecu

a) Azelastine hydrochloride /

A3senacmuna zuopoxnopuoa:

Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | 0.39%/0.39%

Eautuunas HenzeHTUHLUMPOBaHHAS

npHuMech

Total impurities / Cymma npumMeceii Not more than 2.0 % / He 6onee 2,0 % 0.39%/ 0.39%

0.01%/ 0.01%

Prepared by} HoaroTosaeno

Checked by / Iposepeno

Approvdd by / Ono6peno

Signature / Iloanuch

=’
Date / JlaTa oY vy AW S b\ el
Name / ®UO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal
Designation / losisHOCTD Officer -QA Senior Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Cepruduxar aHa/IM3a HA TOTOBYIO NPOIYKIHIO

PageSof 7/Crp.5u3 7

Name of product /
HaumenoBanue npoaykuuu

Momat Rino Advance /
Mowmar PuHo AnsaHc

Generic name /
HenareHtoBaHnuoe
HAHMeHOBaHKHe

Azelastine + Mometasone metered dose nasal spray /
AzenacTvH + MOMETa30H clipeif Ha3anbHbIH JO3MPOBAHHbIH

JeficTBylomme BeuecTBa

Each spray delivers / Kaxxnas 103a cripest COAepKHUT:
Mometasone Furoate BP 50 mcg / MoMerasona ¢ypoar bpur.®. 50 v
Azelastine Hydrochloride BP 140 mcg / Aszenacruna ruapoxiopua bpur.@®. 140 mxr

KT

OIIHOPOJIHOCTB J0CTABJAAEMOM
A03bl

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 65 to
135%/

9 u3 10 go3: ot 75 % no 125 % ot
CPEAHEro 3HAYCHUS

10 u3 10 no3: ot 65 % 10 135 % ot
Cpe/IHEro 3HAYCHHS

Ecnu 2 vu 3 pe3ysbTarta BHIIAJAIOT U3
npezaenos 75 — 125 %, ucneiTanue
npoeoast ¢ 20 apyrumu no3amu. He
6onee 3 u3 30 3HAYCHUH MOIYT BBIXOAUTh
3a npenennl 75 — 125 %, u Bce 3Ha4YCHHs
JOJDKHBI OBITH B fipesenax o1 65 xo

135 %.

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / no3a JlaTa npoussoacrTsa 1172023
Dosage form / Meterf:d-dose nasiil spray / 5 Date of Exp. / Foaen 10 10/2025
JlekapcTBeHHan dopma Crpeii Haza/IbHbBIH JO3UPOBAHHBIN
Product code / SRU0300082460401DM Date of refease / Jlata Buinycxa 30.11.2023
Koa npoaykra
o Qty. Released / 14,880 BOT
Batch No/Cepus Ne 12231098 KoaunuecTBo BLINyEHO 14,880 ¢inaxonos
Batch size / Pasmep cepuu 16,395 bot/ 16,395 dnakonos Mfg. License No. / MNB/10/832
IpoussoacTeenHast TUUEH3HS No
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000494667 [poussoacTBeHHast THUECH3US
KoHTposnupyemas cepusi Ne (nata)
Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxat (aata
Market / Poinok Russia / Poccus GMP Compliance certifi¢ate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creundukauns Ne SPC-CC-034990 CITU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by / Urquima S.A., Spain /
A F400-23002
. . 3€JIaCTHHA TWIPOXJIOPUT Cepust Ne NMpoussoa. | Ypkeuma C.A., Micnauus
API information / MTC-
Undopmauus 06 A®C | Mometasone Furoate / Batch No / Mfg by Sterling S.p.A., Italy /
002/221.22405
Mowmerasona ¢ypoar Cepusi Ne Al Tpoussoa. | Crepmunr C.n.A., Utanua
No TESTS / ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /

A3enacTHHa rHAPOXJOPHA:

Minimum /|Munaumym: 97.3%

Maximum

 Makcumym: 102.2%

Average / Cpeanee: 100.0%

Mometazo
MomeTa3o

ne Furoate /
Ha dypoar:

Minimum /|MuxaumyM: 97.9%.

Maximum

 Makcumym: 103.1%,

Average / Cpennee: 100.0%

13.

Microbiological purity / Mukpodnonornyeckas YHcTOTa

Total aerobic microbial count /
OOfwee Yucio adpoOHBIX

Not more than 10? cfu per 1 ml of the
product / He Gonee 10? KOE B 1 Ma

Less than 1

0 cfu/ml / Menee 10 KOE/mn

MHKpPOOPraHH3MOB npenapara l
Prepared byY IloaroTosaeno Checked by / Ilposepeno Approvéﬂ by / OnoGpeno
Signature / Iloanuch —
Date / laTa S l] 113 oMW DAV 2oL N
Name / PHO Yogesh Kumar Mehta Akshit Bhardwaj Sand‘eep Semwal
Designation / loskHocTh Officer -QA Senior Officer -QA Sr. Manager -QA
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e Certificate of Analysis for Finished Product /
CepTudukart ana/im3a Ha FOTOBYIO HPOAYKIH IO
Page 6 of 7/ Ctp. 6 u3 7
Name of product / Momat Rino Advance /
HauvenoBanue npoaykunn | Momar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenartentoBanHoe o o .
A3e1aCTHH + MOMETA30H Clpeii Ha3abHbIH 103UPOBAHHbIH
HANMEHOBAHUE
Each spray delivers / Kaxxnas 103a cnipest conepxur:
JleficTBylomme Bemecrsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiopu bput.®. 140 Mkr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mxr / nosa JaTa npounssoiacTsa 1172023
Dosage form / Meterued-dose nas?l spray / 5 Date of Exp. / Fonen a0 10/2025
JlekapcTBennas ¢opma Cnpeil HazanbHBIA 103MPOBaHHbIH
product code | SRU0300082460401 DM Date of release / Jlaa phjnycka 30.11.2023
01 NPOAYKTA
o Qty. Released / 14,880 BOT
Batch No / Cepusn Ne 12231098 KoanecTBo Bhimymeno 14.880 dnaxotos
Batch size / Pasmep cepun 16,395 bot/ 16,395 ¢pnaxonos Mfg. License No. / MNB/10/832
Tpou3BoACTBEHHAS JIHUEH3UA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000494667 T pon3BOACTBEHHAS JTHUEH3HUS
Kontpoaupyemas cepun Ne (naa)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (nata
Market / Phisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudnrar Ne
Reference specification No / STP No/
Crenudmxauus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / Mfg by Urquima S.A., Spain /
A F400-23002 §
. . 3€1acTHHA THAPOXJIOPUIL Cepus Ne Opousspa. | Ypkeuma C.A., Mcnauug
API information / MTC-
HNudopmanms 06 A®C | Mometasone Furoate / Batch No / Mfg by Sterling S.p.A., Italy /
002/221.22405 N
Mowmerazona ¢ypoar Cepus Ne Al Mpousspa. | Crepnunr C.n.A., Uranus
No TESTS / MOKA3ATEJIN LIMITS / TPEGOBAHUA OBSERVATION / PE3YJIbTATBI
Total yeast and moulds count / Not more than 10 cfu per 1 ml of the Less than 10 cfu/ml / Menee 10 KOE/mn
Ob11ee YHCIIO APOXKIKEBBIX U product / He 6onee 10! KOE B | M
MJECHEBBIX IPHOOB npenapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrcyrctByer
Orcyrersue B 1 M1 nipenapata
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcrByer
OtcyrcrBue B 1 Ma npenapara
14. | Assay / KoanuecTBeHHOe onpeaeneHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 94.2% /94,2%
A3eNAaCTHHA FHAPOXJIOPUA of Azelastine hydrochloride / Ot 85 % 1o -
115% or 3agBACHHOTO KOJIMYECTBA {,,»fif\n_«" e
a3enacTHHa TMAPOXAOpHAA o2
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 96.5%/96.5% //t w7
MowmeTtasona gpypoart of mometasone furoate / Or 85 % mo / /3/'}
115% oT 3adBNEHHOrO KOJNHYECTBA _@ \'\/
MOMeTa30Ha ypoata {\fg \\'V
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 98.7%/98.7% \<_’:., oY
BeH3aKoHus XI0pHaa of benzalkonium chloride / Ot 80 % no
120% oT 3a4BNCHHOTO KOJMYECTBA - TR
OeHzankoHUs xjopuaa
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. | Ilo 150 103 Bo ¢nakon u3 I[13BI,
CHAOMEHHLIH JIO3UPYIONIMM YCTPOMCTBOM M Ha3wlbHBIM AJ@NTepoM C 3alllUTHBIM
KonmaukoM. PJaKkoH ¢ MHCTPYKUMEH [0 MEIMUMHCKOMY NPHMEHEHHIO MOMCIIAIT B
KapTOHHYIO N1auKy. '
\
Prepared byY IloaroToBaexo Checked by / Ilposepeno Approvad by / Ono6peno
Signature / Iognucs /Y P — —
Date / laTa ol .13 o > G\ 1 ot
Name / ®HO Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal
Designation / lonxHocTh Officer -QA Senior Officer -QA Sr. Manager -QA
FCM/QA054/08.00
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Page 7of 7 /Ctp. T3 7

Name of product /
HaumeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmar PuHo AnsaHc

Generic name /
HenatentoBanHoe
HAHMEeHOBaAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H Cpeil Ha3aIbHbI 103MPOBAHHDIH

Each spray delivers / Kaxknas qo3a cnpes ColepKuT:

JeiicTByiollHe BeniecTBa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoat bpur.®. 50 vxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxjopu bpur.@. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mkr / nosa JaTa npon3BoiacTsa 1172023
Dosage form / Meterued-dose nasiil spray / 5 Date of Exp. / Fonex 10 10/2025
JlexapcTBeHHas dopma Cnipeit HazsaIbHBIH 103MPOBAHHbIN
Product code / SRU0300082460401DM Date of release / [lata Buinycka 30.11.2023
Koa npoaykra
o Qty. Released / 14,880 BOT
Batch No/Cepun Ne 12231098 Kou4ecTBO BbINYIEHO 14,880 ¢naxonos
Batch size / Pazmep cepun 16,395 bot / 16,395 ¢nakonos Mfg. License No. / MNB/10/832
[IpousBoacTBeHHAs AULIEH3RSA Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000494667 [pousBoacTBeHHAs! THLEHIHS
OHTpoJIMpYeMasi cepus Ne (nata)
Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (1ata
Market / Phisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduiauus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfg by Urquima S.A., Spain /
A F400-23002
. . 3€1aCTHHA THAPOXIOPUA Cepus Ne Tlpoussoa. | VYpksuma C.A., Ucnanns
API information / MTC
HNudopmauus 06 A®C | Mometasone Furoate / Batch No / y Mfg by Sterling S.p.A., Italy /
002/221.22405 y
Mowmerasona ¢ypoar Cepus Ne Al Mpoussoa. | Crepaunr C.n.A., Utanus

Any deviation/Incident/OOS: IN/1101/2023/0285
Orkaonenun/necoorsercTeun/Q0C: IN/1101/2023/0285

Declaration of certification: “I hereby certify that the above information is authentic and accuratg
manufactured, including packaging and quality control at the above mentioned site in full compliance
local Regulatory Authority and with the normative document no. JI[I-Ne(001749)-(PI-RU) dt. 30.01.20
SPC-CC-034990 . The batch processing, packaging and analysis reviewed and found to be in complianc
3aKI049e e 0 COOTBETCTBMH: HACTOAIIMM IIOATBSPIKAAIO, YTO NPEACTABICHHAs BhIIE MH(OpMaumns
JlanHas cepusi Gblna MpOM3BEAEHA, BKIIOYAs YIAaKOBKY/MapKHpPOBKY, W NPOKOHTPOJMpPOBAHA Ha YKa
IJIOLIAJIKE B MOJIHOM COOTBETCTBUHM ¢ TpeOboBanuamu Hannexawei [poussoncreeHHoi [paktuku (GM
Jokymentauuu JITT-Ne(001749)-(PT-RU) ot 30.01.2023 u yrBepxaenuoii cnenuduxanueit Ne SPC-CC-(
YIIAKOBKH W MpPOBEJCHHBIX AHANM30B AUA JaHHOH cepuM ObLIM MPOAHAIM3UPOBAHBI U CAEAAHO 3aKI

TpeboBanusam Hannexaueit I[pouspoacreenHoit Ilpaxruxu (GMP).

. This batch of product has been
with the GMP requirements of the
23 and submitted specification no.
e with GMP.”

SIBJISETCA JOCTOBEPHON U TOYHOM.
3aHHOM BBHILIE MPON3BOIACTBEHHOM
P) u Tpe6oBaHKHAMHI HOPMATHBHOM
34990. [1poToKONBI NPOU3BOACTBA,
[OUEHHE, YTO OHW COOTBETCTBYIOT
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