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Certificate of Analysis for Finished Product /
Ceprudukart anaan3a Ha roTOBYIO NPOAYKHHIO
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Name of product / Momat Rino Advance /
HaunmMeHoBaHue npoayKunun Momar PuHo AjiBanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentoBanHoe o N "
A3e/1aCTHH + MOMCTA30H CIIPei HazabHbIH J03UPOBAHHbIi
HaUMeHOBaHue
Each spray delivers / Kaxaas 1032 cnpes COACPKUT:
| HeiicTyomue Bewecrsa Mometasone Furoate BP 50 mcg / Momerasona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Azenactuna ruapoxaopua bput.®. 140 mxr
i 140 mcg + 50 meg / dose Date of Mfg. /
| Strength / lo3upoBka 140 MK + 50 MKT / 1032 JlaTa npou3sozcTEa 02/2024
| Dosage form / Meteryed-dose nasiil spray / 5 Date of Exp. / [ozen 20 01/2026
JlekapcTBeHnnasi dopma Cripeii HazanbHBIH 103UpOBaHHbIH
llzroduct code / SRU0300082460401GS Date of release / lata Bbinycka 15.02.2024
01 NPoAYKTa
o Qty. Released / 34,400 BOT
Batch No/Cepun Ne 12240118 KosuuecTso BbINymeHo 34,400 dnakoHoB
37.815 bot / 37,815 (praxoos Mfg. License No. / MNB/10/832
Tlpou3BoAcTBeHHAs JHLIEHIHS Ne
Mfg. License Date / 30/04/2020
KonTponupyemas cepus Ne 040000509139 :}g::;aounnennaﬂ JHLEH3NS '
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceptuduxar (nata)
Market / Phisok Russia / Poccnst GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Cneunduxauns Ne SPC-CC-051325 CIIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3enacTuHa THAPOXJIOpUIL Cepusi No Mpouwssoa. | Ypkeuma C.A., Ucnanus
HNudopmauus 06 AOGC | Mometasone Furoate / Batch No/ MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MowmertasoHa ¢ypoar Cepusa Ne L23024A1 HMpoussoa. | Crepaunr C.nA., Uranus
4 P
TESTS / NOKA3ATEJU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATbDI
Description / Onucanune White to off-white suspension / benas wii | Off-white suspension /
oyt Henas CycrneH3us ITouTtnu Genas cycneHsus
Identification / UaenTndukauns

a) Azelastine hydrochloride /
A3zenacmuna zuopoxnopuo

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine
hydrochloride peak in the chromatogram
of standard solution (see "Assay” section)
/  Bpems ynepxuBaHMs OXHOTO U3
OCHOBHBIX IIHKOB Ha XpOMarorpamme
UCIIBITYEMOT 0 pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMCHH YACP)KHBAHUS

IUKa a3efacTHHAa THAPOXJIOpHAA Ha
XpOMaTorpaMMe CTaHJapTHOIO pacTBOpa
(cM. pasaen «KonudectBeHHOE
onpeesicHUe»).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the
chromatogram of standard solution (see
section) / Bpems ynepxuBaHMs

"ASSay”

OJIHOro M3
Xpomarorpamme
COOTBETCTBYET BPEMEHU YIEPXKHBaHUA IHKa

as¢naCTHHa

XpOMaTorpamMme CTaHIapTHOTO PacTBOPa.

OCHOBHBIX  IIHKOB  Ha
UCILITYEMOr0  pacTBopa

ruapoxnopuja Ha

|

|

|

| Batch size / Pasmep cepun
Inspection Lot No
No
1
2

|

|

|

|

|

|

|

L]
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CepTuduKat aHA/IN32 HA TOTOBYIO MPOAYKIMIO
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Name of product /
HaumeHOBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmart Puno Ansasc

Generic name /
HenarentoBanHoe
HAUMEHOBAHME

Azelastine + Mometasone metered dose nasal spray /
A3eacTyiH + MOMETa30H cpei HazalibHbIH J03UPOBAHHBIR

JleiicTByI0OmMe BellecTBA

Each spray delivers / Kaxaas Ko3a cripes cCOnepxkHT:

Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxaopua bpur.®. 140 Mxr

XpOMaTorpamMMe CTaHAAPTHOTO PacTBOpa

140 mcg + 50 mecg / dose Date of Mfg. /

Strength / losuposka 140 mkr + 50 mMkr / no3a JlaTa npou3BoacTBa 02/2024

Dosage form / Metered-dose nasal spray /

JlexapcTBeHHan gopma Crpeli Ha3abHBIA 103UPOBAHHbIN Date of Exp. / Fonen a0 0172026

E“’d““ code/ SRU0300082460401GS Date of release / lara Bounycka 15.02.2024

04 NpoaykTa
o Qty. Released / 34,400 BOT

Batch No/Cepus Ne 12240118 KoJ/inuecTBO BbINYIEHO 34,400 ¢akoHoB

Batch size / Pazmep cepuu 37,815 bot/ 37,815 dnakonos Mfg. License No. / MNB/10/832
Mpou3BoACTBeHHAs JauLeH3uA Ne

. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509139 IpousBoAcTBeHHAS THUEH3UsR

KonTpoanpyemas cepusi Ne (1aTa)

Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (1ara)

Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne

Reference specification No / STP No/

Crenudukanus Ne SPC-CC-051325 CIIU Ne STP-CC-037517

Azelastine Hydrochloride / Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3senacTvHa rHIpOXJIOpUL Cepusa Ne Ipoussoa. | Ypksuma C.A., Ucnauus
Nndopmauust 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3oHa ¢ypoat Cepust Ne L23024A1 TMpoussoa. | Crepmuur C.nA,, Utasius
No TESTS / TTIOKA3ATEJIX LIMITS / TPEBOBAHUA 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 yaepxusaHus
Bpemss  ylepKHMBaHMs ~ OAHOrO W3 | OJHOFO M3  OCHOBHBIX  NHKOB  Ha
OCHOBHBIX THMKOB HAa XpOMAarorpaMMme | XpoMaTorpaMMe MCIBITYEMOIo  pacTBOpa
UCTIILITYEMOTO pacrBopa JOIDKHO | COOTBETCTBYET BPEMCHH YICPXKHBAHUA ITMKA
COOTBETCTBOBATh BPEMEHU YICPXKMBAHWA | MOMeTa30Ha (ypoara Ha Xpomarorpamme
nuka  MoMerasoHa  ¢ypoara  Ha | CTaHIapTHOTO PacTBOpa.

corresponding to the retention times of | to
peaks of  benzalkonium  chloride | benzalkonium chloride homologues Ciz and
homologues Ci» and Cus in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamme 'MCHBITYEMOT0
Ha  xpomarorpaMme  HCIBITYEMOTO | pacTBopa 06HapyKHBAIOTCS TTHKH,
pacTBOpa  JO/KHBI  OOHApyXUBAaThC | COOTBETCTBYIOIIME no BpeMeHaM
VKK, COOTBETCTBYIOIIME O BpeMEHaM | yiaepxmuBanus mukaM romounoros Ciz u Cu
yaepxuBanus nukam romonoroB Ciz 1 Cia | GeH3aIKOHMS XJIOpHAA HA XpOMATOrpamme

(c™m. paznen «KonuuecTBeHHOE
OTIPEAETICHUED ).
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bensanxkonun xaopuo the sample solution should contain peaks | sample solution contain peaks corresponding

the retention times of peaks of

OeH3anKoHUS XJIOpHAa Ha | CTAaHAAPTHOTO PacTBOpA.
XpOMaTOrpaMMe CTaHAapTHOrO pacTBOpa
(cm. paszaen «KonuuecrBeHHOE
OIpeieieHUEeY).
3. From 4.0 to 5.0/ O1 4,0 10 5,0 4.77/4,77
- Prepared by /Thoarorosaexo Checked by / IIposepeno Approyed by / Onobpeno
Signature / Iloanuck A - P —
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Certificate of Analysis for Finished Product /

Ceprudukar aHAIN32 HA TOTOBYIO IPOXYKLHIO
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90 % uactui pasMepoM MeHee 10 MkM

100 % of particles less than 30 um /
100 % vacruu pasmepom MeHee 30 MKM

Particles of more than 30 pm should be
absent / Yactuisl 6onee 30 MKM JOMKHEI

OTCYTCTBOBATH

Name of product / Momat Rino Advance /
HaumeHoBaHue npoayKumu Mowmar Puno AnpaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHToBaHHOE o o N
A3e1aCTHH + MOMETA30H crpeit Ha3anbHbIi A03UPOBAHHBIH
HAHMEHOBaHHue
Each spray delivers / Kaxzaas n03a cnipest conepxur:
JeiicTByiomue BelecTea Mometasone Furcate BP 50 mcg / MomeTasona ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Aszenacruna ruapoxnopun bpur.®. 140 mkr
140 mcg + 50 meg / dose Date of Mfg. / ‘
Strength / losuposka 140 Mkr + 50 mkr / 103a JlaTa npou3BOACTBA 0272024
Dosage form / Meterf:d-dose nasual spray / 5 Date of Exp. / Tonen 10 01/2026
JlexapcTeennas ¢popma Cripeii HazanbHBIH J03UPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / Jlata Bbinycka 15.02.2024
Koa npoaykra
o Qty. Released / 34,400 BOT
Batch No/Cepus Ne 12240118 Ko/n4ecTBO BbITyLEHO 34.400 grakoHoB
Batch size / Pazmep cepun 37,815 bot / 37,815 dnaxkonos Mfg. License No. / MNB/10/832
TIpou3BOACTBEHHAS JTHLEHIHA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509139 IMpousBoacTBEHHAR JAMLIEH3IUR
KouTtpoaupyemas cepus Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 75 doses / 75 no3 GMP cepruduxar (1a7a)
Market / PoiHok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukat Ne
Reference specification No / STP No/
Cneundurauus Ne SPC-CC-051325 CIM Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa THAPOXIOPUL Cepus Ne Iponssoa. Vpkeuma C.A., Ucnanus
Nudopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona ¢gypoar Cepust Ne 1.23024Al1 MNpoussoa. | Crepaunr C.nLA., Hranus
No TESTS / HOKA3ATEJIUA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATDI
4. | Density / llnoTHocTs From 0.90 to 1.10 g/cm® / 1.02 g/em?
Or 0,90 a0 1,10 r/em3 1,02 r/em®
5. Viscosity / Baskoctb Not less than 5 cPs / He menee 5 cll3 39.5 cPs/ 39,5 cll3
6. Mass of the released dose / Single dose / OTaeabHas ao3a:
Macca BbicBoGoknaemMOl 1031 85.0 to 115.0 % of the claimed delivered | Minimum / Musumywm: 93.9%
dose amount / 850 — 1150% 0T | Maximum / Makcumym: 104.9 %
3asABJICHHOTO KOJIHYECTBA Average / Cpenvee: 98.2 %
Average dose / Cpeansa nosa:
90.0 to 110.0 % of the claimed delivered R
amount / 90,0 — 110,0 % oT 3asgBACHHOTO ) 53C i
KOJUYECTBA » SN
7. Mass of the vial content / Not less than 9.52 g / 9.684 g/ / '/(\
Macca cogepsxumoro daakona He Menee 9,52 r 9,684 r (-
8. Dose number / Koanuecteo a03 Not less than 75 doses (disregard the first | 88 doses / 88 no3 _ .
pumping) / He menee 75 no3 (He cuuras ‘.“ .
MEPBUYHYIO TIPOKAUKY ) \"‘/‘;\ P }'\J‘\ o
9. Particle size / Pasmep yacruuy 90 % of particles less than 10 pm / 100.0% / 100,0% @/4 Ry

Pharm BCP’\)
100.0% / 100,0%

Absent / OTCYTCTBYIOT

Prepared by IloaroroeaeHo Checked by / Ilposepeno Approvid by / Ono6peno
Signature / Iloanucsb ) -
Date / Jlata Sl 7,1 19107 \a\ o) Lt
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / loskHocTh Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Ceprudukar aHajin3a Ha TOTOBYIO NPOXYKHHIO
Page 4 of 7/ Ctp. 437

Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu | Momar Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateuToBaHHoe o o y
A3eNacTHH + MOMETA30H CIpeil HazaNnbHbIHA 103MPOBAHHbIi
HaUMeHOBaHue
Each spray delivers / Kaxkaas n103a cripesi COLEpKHT:
JeiicTByrowmne BewmecTBa Mometasone Furoate BP 50 mcg / MomeTasona ¢ypoat bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactusa ruapoxyopua bput.®. 140 mkr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposia 140 mxr + 50 mkr / noza JlaTta npousBoacTBa 0212024
Dosage form / Meterued-dose nasval spray / 3 Date of Exp. / Fonen 10 012026
JlekapcTBeHHas dopma Cripeit Ha3aIbHBIHA 103HPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / Jlata Boinycka 15.02.2024
Koa npoaykra
o Qty. Released / 34,400 BOT
Batch No/Cepun Ne 12240118 KosivyecTBO BbINMyL1EHO 34,400 ¢akoHOB
Batch size / Pazmep cepuu 37,815 bot/ 37,815 dnakoHos Mig. License No. / : MNB/10/832
Ilpon3soacTBeHHas AuleH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509139 TlpousBoacTBeHHAs IHUEH3HS
KouTponupyemas cepusa Ne (nata)
Package size / Ynakooka 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxat (a1ara)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No /
Creundukcains Ne SPC-CC-051325 CIM Ne STP-CC-037517
Azelastine Hydrochloride / | Bateh No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3zenacTuHa rUAPOXJIOPUIL Cepus Ne Tpoussoa. Ypkeuma C.A., Ucnanus
Undopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3zoHa ¢pypoar Cepus Ne L23024Al MNpoussoa. | Crepnuur C.n.A., Utanus
No TESTS / ITOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mun Complies /
CeauMeHTALIMOHHAS COOTBCTCTByeT
i ycToliuMBOCTh
11. | Impurities / Ilpumecn
a) Azelastine hydrochloride /
A3enacmuna zudpoxnopuda:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Below LOQ /Hike IIKO
Enunyunas HeuneHTHGHULHMPOBaHHAS
NIpYMECh
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6oaee 2,0 % Below LOQ /Hwxe ITIKO
b) Mometasone furoate /
Momemazona ¢pypoama
Impurity D / [Ipumecs D Not more than 1.0 % / He 6onee 1,0 % 0.02% /0,02%
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.09% / 0,09% R :f\'\.\“\
EuHMYHAS HEWICHTH(ULMPOBAHHAS T \\
MPUMECh R
Total impurities / Cymma npumeceii Not more than 2.0 % / He 6onee 2,0 % 0.30 %/ 0,30% .
\
Prepared by AHloaroros.ieHo Checked by / IlposepeHno Approve_(" by / OnoGpeno
Signature / Tloanuch <J —
Date / laTa “alevl LaM ',57/‘7/{@"\ va\en 19tY
Name/ ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / JlofxHOCTS Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product/

Cepruduxar anaausza Ha roToBYI0 NPOAYKIHIO
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Name of product / Momat Rino Advance /
HaumeHoBaHHe npoayKuMH Mowmar Puno AasaHc

Generic name /
HenaTteHTOBaHHOE
HAMMeHOBaHHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacThH + MOMETA30H CNpeit HazanpHbIH 103UPOBAHHBIH

Each spray delivers / Kaxxnas no3a cripes COAEpKUT:
JeiicTByl01lIHe BellecTBA Mometasone Furoate BP 50 mcg / Momerazona ¢ypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopua bputr.®. 140 mMkr

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

Strength / losuposxa 140 mxr + 50 Mkr / no3a /laTa nponssoacTsa 0212024

Dosage form / Meterf:d-dose nasiil spray / ) Date of Exp. / Conen 0 012026

JlexapcTBeHHas ¢opma Cnpe# Ha3abHBIA 103UPOBAHHBIH

Product code/ SRU0300082460401GS Date of release / lata Buinycka 15.02.2024

Koa npoaykra

o Qty. Released / 34,400 BOT

Batch No/Cepus Ne 12240118 KoJin4ecTBO BbINyILEHO 34,400 ¢uraxoHOB

Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakoHos Mfg. License No. / MNB/10/832
Mpou3BoaCTBeHHAR AHLEeH3UA Ne

- Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000509139 Ilpon3BoACTBEHHARA JKUEHIUSA
OHTpoJHpYyeMasi cepusi Ne (naa)

Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxat (1ara)

Market / Puitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne

Reference specification No / STP No/

Crenuduxamus No SPC-CC-051325 CITN Ne STP-CC-037517

135%/

CPCOHCTrO 3HAYCHNA

CpE€IHErO 3HAUCHUA

135 %.

I£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

10 u3 10 no3: ot 65 % 10 135 % ot

Ecnu 2 unu 3 pesynesrara BeTAIAIOT U3
npenenos 75 — 125 %, ucnsiTanue
npoBoast ¢ 20 xpyruMu nozamu. He .
6onee 3 u3 30 3HaUCHMIT MOTYT BBIXOAUTL | | /
3a npeaenst 75 — 125 %, u Bce 3HAYECHUsA
JIOJKHBI ObITH B Ipejienax oT 65 1o

. | Mometasone Furoate /
9 u3 10 no3: ot 75 % 10 125 % ot Momerasona ¢ypoat:

Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3eacTHHA FHAPOXJIOPH] Cepun Ne Mpousson. | Ypxeuma C.A., Ucnanus
Undopmauus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
MoMeTazoHa gypoar Cepus Ne 1L.23024A1 Tpoussoa. Crepnunr C.n.A., Hranus
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHWS OBSERVATION / PE3YJIBTATBI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OIHOPOAHOCTD J0CTABASAEMOM mean; A3eacTUHA THAPOXJOPHA:
403bI 10 of 10 doses: 65 % to 135 % of the
- mean

Minimum / MusumyMm: 96.5%
Maximum / Makcumym: 102.1 %
Average / Cpeasee: 100.0%

Minimum / Musumym: 96.7%,
Maximum / Makcumym: 102.6%,
Average / Cpennee: 100.0% ™

13. | Microbiological purity / MukpoGnosoruyeckas YyucToTa

Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn

O611ee YMCI0 a3POBHBIX product / He 6onee 102 KOE B 1 Ma1 T

MUKPOOPTraHU3MOB npernapara

Prepared by IloaroToBseHo Checked by / IIposepeHo Appro;kd by / OnobpeHo

Signature / Iloanucb /Y —
Date / lata CTalel 1 Jo M 19 o2 ] \A\ ¢ LA Loy
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal )
Designation / lojukHocTh Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTudukar aHaiu3a Ha TOTOBYIO NPOAYKIHIO

Page 6 of 7/ Crp. 6 3 7

Name of product /

HaumeHoBaHue NpoAYKUHH

Momat Rino Advance /
Momar PuHo AnsaHc

Generic name /
HenarentoBaHHoe
HAMMEHOBAHUNE

Azelastine + Mometasone metered dose nasal spray /
A3enacTvH + MOMETa30H Cripeil Ha3anbHbIH 103UPOBAHHbIH

JeiicTBylomue BemecTsa

Each spray delivers / Kaxzas 103a copes Coepxur:
Mometasone Furoate BP 50 mcg / Momerazona dypoat bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxjopua bpur.®. 140 mxr

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

Strength / loauposia 140 mkr + 50 Mkr / no3a JlaTa npon3BoACTBA 0272024

Dosage form / Meterved-dose nas‘z’il spray / . Date of Exp. / Coxen 10 012026

Jlexapcreennas ¢popma Cripeii HazanbHbIH 103UpOBAHHBIH

Product code/ SRU0300082460401GS Date of release / Jlara Boinycka 15.02.2024

Koa npoaykra

o Qty. Released / 34,400 BOT

Batch No/Cepun Ne 12240118 KosnuecTBo BhINYIEHO 34,400 diakoHoB

Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢naxonos Mfg. License No. / MNB/10/832
TIpou3BoACTBEHHASA JHLUEH3UA Ne

. Mfg. License Date / 30/04/2020
Inspection Lot No
040000509139 [MpousBoacTBeHHAR JHLEHIHSA

KonTponupyemas cepust Ne (nata)

Package size / Yaoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)

Market / Phinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne

Reference specification No / STP No/

Creuudnkaums Ne SPC-CC-051325 CIIH Ne STP-CC-037517

Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa THAPOXJIOPHL Cepus Ne Ipoussoa. | Ypksuma C.A., Mcnanus
Nudopmauus 06 A@C | Mometasone Furoate / Batch No / MTC-003/22 | Mfgby/ Sterling S.p.A., Italy /
Mowmera3zona dypoar Cepus Ne 1.23024A1 IpousBoa. | Crepyuur C.n.A., Utanus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI

Total yeast and moulds count /
OO61iee 4UCIO APONOKEBBIX U

Not more than 10! cfu per 1 ml of the
product / He 6onee 10! KOE B 1 mn

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

YNaKoBKH

KapTOHHYKO NayvKy.

IJIECHEBBLIX IPHOOB npernapara
Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OtcyrcTyer
Orcyrcrie B | Mn npenapara
Staphylococcus aureus Absence per 1 ml of the product / | Absent/OrcyrcTByer
OtcyrcTBre B 1 Mi1 ipenapara
14. | Assay/ KoauuyecTBeHHOE onpeaesieHHe
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 95.4%/95,4%
AsenacTHHA FrHAPOXJOPHN of Azelastine hydrochloride / Ot 85 % no
115% or 3aidBAEHHOrO KOJIMYECTBA
a3eyacTHHA M’HAPOXJIopHIa )
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 98.4%/98,4% /
Mometasona gypoar of mometasone furoate / Ot 85 % no :‘; oA
115% or 3ajgBAeHHOr0 KOMMYECTBA ! e J/ !
MOMeTa3oHa ¢pypoara N U
dyp \% o /
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94.3 %/ 94,3% ?’Q) e Sy
BeH3ankonus xJaopuaa of benzalkonium chloride / Ot 80 % no * » 0(,\“"
‘ 120% or 3ajgBJIGHHOTO KOJMYECTBa farmace
OCH3ATKOHUA XJIOpHAa
15. | Package size / Onucanue 75 doses in a HDPE plastic bottle equipped with a metering device and actuator with

protective cap. Bottle with leaflet placed in carton box. / ITo 75 103 Bo ¢unakon us [19BII,
CHaO)KEHHBIH JO3UPYIOIUMM YCTPOMCTBOM M Ha3albHBLIM aJanTepoM ¢ 3alMTHBLIM
koimnadykoM. ®NakoH ¢ MHCTPYKUMER MO MEAMLMHCKOMY TNPHMEHCHUIO MOMEIIAOT B

{

Prepared by7\[loaroToB.eHo

Checked by / IIpoBepeno

Approved by / Oaobpeno

Signature / Hoanuch

pr—
Date / Jlata 1919 1. )Y ~apz 1l e Y
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal |
Designation / lofxHocTb Officer -QA Officer -QA Sr. Manager -QA
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Name of product /
HaumenoBatHe MPOAYKUHH

Momat Rino Advance /
Momar Puno AnBaHc

Generic name /
HenarenroBaHHOe
HAHMMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3€NACTHH + MOMETA30H Crpei Ha3asbHbIi N03MPOBAHHbIH

JeiicTByI0IHE BElLECTRBA

Each spray delivers / Kaxnas n03a cripes COASPKHUT:
Mometasone Furoate BP 50 mcg / MomeTtasona ¢ypoar bputr.®. 50 MKr
Azelastine Hydrochloride BP 140 mcg / Asenactusa ruapoxopua bpur.®. 140 Mkr

140 meg + 50 meg / dose

Date of Mfg. /

Strength / losuposia 140 mkr + 50 Mkr / fo3a JlaTa npou3BoacTBa 0272024
Dosage form / Meterj:d-dose nanl spray / 5 Date of Exp. / FConen 10 01/2026
JlekapcTBeHHan ¢popma Cupeit HasabHbIH 103UPOBAHHBIH
Zmd“ct code/ SRU0300082460401GS Date of release / lata Brinycka 15.02.2024
O NpoAYKTA
o Qty. Released / 34,400 BOT
Batch No/Cepus Ne 12240118 Ko14ecTBO BLITYLIEHO 34,400 ¢pnakoHos
Batch size / Pasmep cepunu 37,815 bot / 37,815 ¢naxonos Mfg. License No. / MNB/10/832
TpoussoacTBeHHAs JuLeH3HA Ne

. Mfg. License Date / 30/04/2020

Inspection Lot No
040000509139 [Ipou3BoACTBEHHAR THLUIEH3HS
KouTpoaupyemasi cepusa Ne (naTa)
. GMP Compliance certificate Data/ | 18/06/2020
Package SIZ.e / YnakoBka 75 doses / 75 no3 GMP cepTudmiar (1ara)
Market / Peisok Russia / Poccs GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne
Reference specification No / STP No/
Creundmkanus Ne SPC-CC-051325 CIU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTvHa 'HAPOXIOpUIL Cepus Ne Tpoussoa. | Ypxeuma C.A., Vcnanus
Undopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmeraszona gypoar Cepus Ne L23024A1 Mpoussoa. | Crepmunr C.n.A., Uranns

Any deviation/Incident/OOS: Non-applicable
Otkionenus/HecooTBercTBUst/OOC: HE NPUMEHUMO

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 contro! at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. Jill-Ne(001749)-(PI'-RU) dt. 30.01.2023 and submitted specification no.

SPC-CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aK/II0MEHHE 0 COOTBETCTBMH: HACTOALIMM MOITBEPHKIAIO, YTO TIPEACTABICHHAS BhIle HHGOPMALIUs ABIACTC JIOCTOBEPHOH M TOYHOIA.
JlaHHas cepus GbiNa NPOM3BENCHA, BKIOYAs YIAKOBKY/MAapKMPOBKY, M MPOKOHTPOJINPOBAHA HA yKa3aHHOH BBILIE MPOU3BOACTBEHHOM
IOWAIKE B MOJTHOM COOTBEICTBMHM ¢ Tpebopannamu Haunexaweit [Tpoussoacrsennoit [pakruky (GMP) 1 TpeGoBaHHAMY HOPMATHBHOH
noxymenTanuu JITT-Ne(001749)-(PT'-RU) o1 30.01.2023 n yreepXacHHOHN cnenmduramueii Ne SPC-CC-051325 . [TpoTokoNbI IPOU3BOACTBA,
YHAKOBKM W MpPOBENEHHLIX AHANM3OB IS JIaHHOH CepHM OBbUIM MPOAHAIM3UPOBAHBL M CAE/AHO 3AKIOHEHHE, YTO OHH COOTBETCTBYIOT
tpebosanmnam Hamnexaieit [Tpoussoacreennoit [1pakruxu (GMP).

\

Prepared By / lloaroroBaeno Checked by / IIposepeno Approvgﬂy / OnoGpeHo
Signature / lloanucy : —
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Designation / JloJ1kHOCTB Officer -QA Officer -QA Sr. Manager -QA
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