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Certificate of Analysis for Finished Product/
CepTudukar aHaan3a HA rOTOBYI0 NPOAYKIHIO

Page 1 of 7/ Crp. 1 u37

Name of product /
HaumeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmat Puno Anganc

Generic name /
HenateHToBaHHOe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3e1acTHH + MOMETa30H CIipeil Ha3albHbIA 103UPOBaHHbIH

JeficTByloiue BelecTBa

Each spray delivers / Kaxnaas 103a cripes COAEPKMUT:
Mometasone Furoate BP 50 mcg / MomerazoHa ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactusa ruapoxiaopua bpur.@. 140 Mkr

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

Strength / Jlosuposka 140 Mxr + 50 Mxr / no3a [arta npoussBoacTBa 03/2024

Dosage form / Meteryed-dose nas:dl spray / } Date of Exp. / Fonen 10 02/2026

JlexapcTBeHHas dopma Cripeii Ha3IbHBIN 103MPOBAHHbIH

product code SRU0300082460401DM Date of release / lara sbinycxa 10.04.2024

o/ MpoayKTa
o Qty. Released / 23,360 BOT

Batch No / Cepusn Ne 12240332 - 23,360 rakotios

Batch size / Pazmep cepun 25,395 bot /25,395 dnakonos Mfg. License No. / MNB/10/832
TlpousBoaCTBEHHAs! JIUNeH3Hs Ne

. Mfg. License Date / 30/04/2020
Inspection Lot No
040000518999 TMpou3BoACTBEHHAS JIHLEH3US

KouTpoaupyemas cepusi Ne (nata)

Package size / Y naxosxa 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (nara)

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

Reference specification No / STP No/

Cneunduxauns Ne SPC-CC-034990 CIIH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3seylaCTUHA T'HIPOXIOPUI Cepus Ne ) TlpousBoa. Vpxsuma C.A., Ucnanus
HNudopmaunn 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmeraszona ¢ypoar Cepus Ne 1L.23024A1 Mpoussoa. | Crepaunr C.n.A., Utanus
No TESTS / IIOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATION / PE3VYJIbTATBI

1. Description / Onucanue

White to off-white suspension / benag wiu
nouTu 6enas CcyCrneHsus

Off-white suspension /
IlouTu 6enas cycrnensus

2. Identification / UnenTudnkauus

a) Azelastine hydrochloride /
Azenacmuna 2udpoxnopud

/  Bpems
UCIBITYEMOr0O

nMKa

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)
yIePKUBAHUS
OCHOBHEIX IIMKOB Ha XpOMarorpamme

COOTBETCTBOBATh BPEMEHH YAECPKHBAHUA

XpoMarorpaMMe CTaHaapTHOro pacTeopa

azenacTHHa
(cM. paznen
OTpeNesICHUER ).

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

"Assay” section) / Bpemsa yAepXHBaHHUA

ONHOTO W3 | OJHOrO W3  OCHOBHBEIX  [HMKOB  Ha
XpOMaTorpaMme  MCIBITYEMOTO  pacTeopa

pacTBopa JIOIDKHO | COOTBETCTBYET BPEMEHM YIAEP)KMBAHMA NUKa
azeNacTHHa THAPOXJIOpUIA Ha

ruapoxjiopuza Ha

«KonuvecTBeHHOE

XpoMaTorpaMme CTaHIapTHOTO pacTBopa.

- {
Prepared byy/ Hoarorosaeno Checked by / Ilposepeno ApproYed by / Ono6peno
Signature / [loanuce o —_—
Date / Jlata hiou\ oM n Jen N Wlevyyre2
Name / ®PUO Yogesh Kumar Mehta Atul Kumar Sahdeep Semwal
Designation / loJizkHOCTD Officer -QA Officer -QA Sr. Manager -QA
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NPoOAYKUUU Mowmar Puno Ansanc

Generic name /

Azelastine + Mometasone metered dose nasal spray /

Koutponupyemas cepust Ne

Inspection Lot No 040000518999

HpOH3BOﬂCTBeHHaﬂ JIMLEH3H ST

HenatentoBanHoe o o .
A3enacTHH + MOMETa30H Clpeii Ha3aJIbHbIA A03UPOBAHHBIN
HAHMEHOBAHHE
Each spray delivers / Kaxxaas 103a cripest COAEpXHUT:
JleiicTByI0lIMe BelleCTBA Mometasone Furoate BP 50 mcg / Momerazona ¢pypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Aszenacruna ruapoxiopun bput.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mxr/ no3a JaTa npoussoacTsea 03/2024
Dosage form / Meterfd—dose nasiil spray / 5 Date of Exp. / Fonen 10 02/2026
JlekapcTBeHHan dopma Cnpeii Ha3aIbHBIH 103UPOBAHHbIH
lP;roduct code/ SRU0300082460401DM Date of release / lata Bbinycka 10.04.2024
0/1 NPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/ Cepus Ne 12240332 KoU4ecTBo BhInyueHo 23,360 draxoros
Batch size / Pasmep cepun 25,395 bot /25,395 dnakonos Mig. License No. / MNB/10/832
TIpon3BOACTBEHHAS THLEH3IHA Ne
Mfg. License Date / 30/04/2020

(nara)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduar (1aTa)
Market / Phinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduicauus No SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3senactiHa FrHAPOXIOPH T Cepus Ne [lpounsBoa. Ypksuma C.A., Ucnanust
Nudopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., ltaly /
Mowmetazona pypoar Cepus Ne L23024A1 Hpoussoa. | Crepnunr C.o.A., Utanus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3VYJIBTATDI

b) Mometasone furoate /
Momemazona ¢ypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (see "Assay’section) /
Bpemss  ynepxuBaHusi ~ OJHOTO M3
OCHOBHBIX [HMKOB Ha XpOMarorpamme
HCTIBLITYEMOTO pactBopa JIOTKHO
COOTBETCTBOBATh BPEMCHHU YACPKHUBAHUS
KA MOMETa30Ha ¢ypoara  Ha
XpOMArorpaMMe CTaHAapPTHOrO PacTBOpa
(cMm. pazaen «KonnuectseHHOE
onpeieIeHuE» ).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of mometasone furoate peak in the
chromatogram of standard solution (see
"Assay”section) / Bpems yaepxkusaHus
OJHOTO Y3  OCHOBHBIX  IIMKOB  Ha
XPOMATOrpaMME  HCIBITYEMOTO  pacTBopa
COOTBETCTBYCT BPEMEHH YAEPKHUBAHUS IHMKa
MoMmeTa3oHa ¢ypoata Ha XpoMaTorpamme
CTaHAApTHOIO pacTBopa.

¢) Benzalkonium chloride /
benzankonus xaopuo

In the test of assay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ciz and Cis in the
chromatogram of the standard solution /
Ha  xpomarorpamMMe  HCIIBITYEMOrO
pacTBopa  J0JDKHBI  OOHApyXKUBATHCA
[WKH, COOTBETCTBYIOIME NO BPEMEHaM
yaepxuBanust nukaM romostoros Ciz u Cia

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
Cus in the chromatogram of the standard
solution / Ha xpomarorpaMMe HCIBITYEMOTO
pactBopa 06HaPYKUBAIOTCA ITHKH,
COOTBETCTBYIOLLME no BpEMCHAM
yaepxuBanuss nukam romonoros Ciz u Cis
GeH3aIKOHMA XJIOpHWAAa Ha XpOMarorpamme

GeH3anKoHus XJopHIa Ha | CTaHAapTHOIO PacTBOpA.

XpOMaTorpaMme CTaHZapTHOIO PacTBOpa

(cM. pazzaen «KonuuecrseHHOE

OTIPENCTICHHED ).

|
Prepared by /HoarotoBaeHo Checked by / Ilposepeno Approvkd by / Ono6peno

Signature / Iloanuce —
Date / Jlata T lov 1 1M e EATAN W EIAN
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Certificate of Analysis for Finished Product /
CepTudukaT aHAJIN32 HA TOTOBYI0 MPOAYKIHIO
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Name of product /

HaumeHOBaHHWe NPOAYKUHH

Momat Rino Advance /
Momar Puno AasaHc

Generic name /
HenaTeHTOBaHHoOE
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3e1aCTHH + MOMETA30H clpell HazaNbHbli 103MpOBAHHBIN

JleiicTByIOlIME BELECTBA

Each spray delivers / Kaxxaas n03a ciipes COACPKUT:
Mometasone Furoate BP 50 mcg / MomerasoHa ¢ypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxnopus bpur.@. 140 mkr

90 % uacTHL pazMepom MeHee 10 MKM

100 % of particles less than 30 pm /
100 % vacruu pasmepoM MeHee 30 MkM

Particles of more than 30 um should be

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 mxr / foza JlaTa npoM3BoACTBA 03/2024
Dosage form / Meterf:d-dose naSjil spray / 5 Date of Exp. / Foaen 10 02/2026
JlekapcTBenHan dopma Crhpeii Ha3a/IbHbIH J03UPOBAHHBIH
product code SRU030008246040 1 DM Date of release / Jlata sbinycka 10.04.2024
o nMpoayKTa
o Qty. Released / 23,360 BOT
Batch No/Cepia Ne 12240332 KoJsnuecTBO BLINYHIEHO 23,360 daaxoHor
Batch size / Pazmep cepuu 25,395 bot /25,395 ¢dnakoHos M. License No. / MNB/10/832
Ipou3BoACTBEHHAS JHLIEH3UA Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000518999 [pousBoacTBeHHAR THLIEH3HS
OHTpoMpyemas cepusi Ne (nata)
Package size / Vnakosia 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudukar Ne
Reference specification No / STP No/
Creunduicauus Ne SPC-CC-034990 CITA Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / Asenactuna runpoxiopus | Cepusi Ne Mpoussoa. | Ypkeuma C.A., Mcnanus
Hudopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmera3oHa $ypoar Cepusn Ne 1.23024A1 Hpoussoa. | Crepaunr C.n.A., Utanus
No TESTS / TOKA3ATEJIH LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
3. pH From 4.0 t0 5.0/ 01 4,0 10 5,0 4.62 /4,62
Density / ILnoTHocTh From 0.90 to 1.10 g/cm? / 1.02 g/cm?
Ot 0,90 no 1,10 r/em? 1,02 r/em?
S. Viscosity / BszxocTh Not less than 5 ¢Ps / He menee 5 cll3 31.0cPs/31,0cllz
6. Mass of the released dose / Single dose / OTaeabHas no3a:
Macca BbicBoGokaaemofi 10350 85.0 to 115.0 % of the claimed delivered | Minimum / Munnmywm: 92.7%
dose amount / 850 — 1150% 0T | Maximum / Makcumym: 107.9%
3asABJIEHHOTO KOJHYECTBa Average / Cpensiee: 98.3%
Average dose / CpeaHss nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 - 110,0 % oT 3aBAECHHOIO
KOJIMYECTBA
7. Mass of the vial content / Not less than 14.175 g / 14940 g/
Macca copepxkumoro dpakona He menee 14,1751 14940 r
8. | Dose number / Konnuectso 103 Not less than 150 doses (disregard the 176 doses / 176 no3
first pumping) / He menee 150 no3 (He
CUUTAs CPBUYHYIO MPOKAUKY)
9. Particle size / Pasmep uactun 90 % of particles less than 10 um / 100.0% / 100,0%

absent / Hactuupl 6onee 30 MKM JODKHBI

OTCYTCTBOBATH

100.0% / 100,0%

Absent / OTCYTCTBYIOT

———

Prepared by /dloarorosneno Checked, by / IIpoBepeno Approveﬂ by / Ono6peno
Signature / Iloanucs e =
Date / Iata oMl LaLy WiosA tvley 102y
Name / ®PUO Yogesh Kumar Mehta Atul Kumar Sandee[\ Semwal !
Designation / IoJ17kHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Name of product /
HaumeHoBaHHe NMPOAYKLHH

Momat Rino Advance /
Momar Puto AasaHc

Generic name /
HenaTeHToBaHHOE
HAUMEHOBaHUE

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H CIIpei HazanbHbiA 103MpOBAHHbIH

JeficTByOIIME BellecTBa

Each spray delivers / Kaxas 103a cnpest COAEPKHUT:
Mometasone Furoate BP 50 mcg / MomerazoHa ¢ypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopui bpur.®. 140 mxr

140 meg + 50 mcg / dose Date of Mfg. /
Strength / Jlosuposica 140 mkr + 50 mxr / no3a JlaTa npon3BoACTBA 03/2024
Dosage form / Meteryed-dose nasiil s;?ray / 5 Date of Exp. / Fonen 10 02/2026
JlekapcTBeHHast popma Cnpeii Ha3anbHBIH 103UPOBAHHbIH
Product code /
K SRU0300082460401 DM Date of release / /lata Boinycka 10.04.2024
0/l NpPOAYKTA
o Qty. Released / 23,360 BOT
Batch No/Cepus Ne 12240332 KoJIH4ecTBO BBIMYILEHO 23,360 ¢nakonos
Batch size / Pa3mep cepun 25,395 bot /25,395 dnakonor Mfg. License No. / MNB/10/832
IIpousBoacTBeHHAS THLEH3HS Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000518999 Tpou3BOACTBEHHAS THLIEH3USI
Kourponupyemas cepust Ne (nata)
; GMP Compliance certificate Data/ | 18/06/2020
Package size / YnaxoBka 150 doses / 150 no3 GMP cepTudukat (1aTa)
Market / PoiHok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuduxat Ne
Reference specification No / : STP No/
Creunduiains Ne SPC-CC-034990 CITN No STP-CC-026675
Azelastine Hydrochloride / Batch No / F400-23003 Mfg by / Urquima S.A., Spain /
APl information / Asenactura ruapoxiopua | Cepus Ne Mpoussoa. | Vpkeuma C.A., Ucnanus
Hudopmauusi 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., Italy /
Mowmerasona ¢ypoar Cepus Ne L.23024A1 Mpoussoa. | Crepauur C.n.A., Uranus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
10. | Sedimentation Stability / Not less than 5 min / He meuee 5 Mut Complies /
CeanmeHTaUMOHHARA COOTBETCTBYET
YCTOHYHMBOCTH
11. | Impurities / IIpumecn
a) Azelastine hydrochloride /
Azenacmuna 2udpoxaopuoa:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | 0.05% /0,05%
EnvHu4Has HeuIeHTUGHIMPOBAaKHAs
MpUMeEChH
Total impurities / Cymma npuMeceit Not more than 2.0 % / He 6onee 2,0 % 0.05% /0,05%
b) Mometasone furoate /
Momemaszona gypoama
Impurity D / [Ipumecs D Not more than 1.0 % / He 6onee 1,0 % 0.2%7/0,2%
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.1%/0,1%
EaunnvHas HeuaeHTHOUUHMPOBaHHAs
OpUMech
Total impurities / Cymma npumeceit | Not more than 2.0 % / He 6onee 2,0 % 0.6%/0,6%
Prepared by AlloaroroB.ieHo Checked by / Ilposepeno Approve§ by / Ono6peHo

Signature / [lloanucn

—
Date / Jlata S ol gev wW\om N N \ GL“ \‘ VoL
Name / PHO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / loyoxHoCTh Officer -QA Officer -QA Sr. Manager -QA
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Name of product /
HaumeHoBaHHe NPoAYKUUH

Momat Rino Advance /
Mowmat Puno Ansanc

Generic name /
HenaTtentoBaHHoe
HAHMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3ENacTHH + MOMETA30H CIIpeit Ha3anbHbIN 103UPOBAHHEIH

JeiicTBYIOILME BelIECTBA

Each spray delivers / Kaxnas 103a cripest COAEPHKHUT:

Mometasone Furoate BP 50 mcg /

Momerazona ¢pypoar bpur.®. 50 mxr

Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxnopua bpur.®. 140 mkr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuposica 140 mkr + 50 Mxr / no3a Jlata npox3soacTBa 03/2024
Dosage form / Meter"ed-dose nas?l s;?ray / 5 Date of Exp. / Tozen 110 02/2026
JlexapcTBennas ¢popma Crpeli Ha3anbHBIH JO3UPOBAHHbIH
Product code/ SRU0300082460401 DM Date of release / lata BbInycka 10.04.2024
Koa npoaykra
o Qty. Released / 23,360 BOT
Batch No/ Cepua Ne 12240332 Ko1n4ecTBO BbINMYL1EHO 23,360 ¢aaxoHor
Batch size / Pasmep cepuu 25,395 bot /25,395 dnaxoHos Mfg. License No. / MNB/10/832
TpousBoacTBeHHas JuneH3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000518999 IMpou3BoaCTBEHHAS JHLEH3HS
KonTtpoanpyemasn cepus Ne (naTa)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudpukar (nata)
Market / Phitiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduiar Ne
Reference specification No / STP No/
Crenndukauus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3€nacTHHA THAPOXJIOpUL Cepusn Ne INponssoa. | Ypkeuma C.A., Hcnanust
HUndopmanus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 | Mfg by / Sterling S.p.A., Italy /
Momertazona ¢ypoar Cepus Ne 1.23024A1 Mpounssoa. | Crepmunr C.nA., Utaius
No TESTS / NIOKA3ATEJHN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOPOIHOCTL AOCTABIAEMO#H mean; A3eacTHHA THAPOXJOPHA:
03bI 10 of 10 doses: 65 % to 135 % of the Minimum / ManamyM: 97.0%
mean ] o Maximum / Makcumym: 104.0%
If 2 or 3 results are outside 75— 125 %, test Average / Cpennee: 100.0%
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 | Mometazone Furoate /
135%/ Mowmera3zona pypoart:
9 u3 10 z103: oT 75 % 10 125 % ot Minimum / Munnmywm: 97.0%,
CPEIHENO 3HAYEHUS Maximum / MaKCPlMyMI 103.0%,
. 0,
10 u3 10 no3: ot 65 % no 135 % ot Average / Cpeance: 100.0%
CpelHEro 3HaueHUs
Ecnu 2 unu 3 pe3ynbrara BEINAAAIOT U3
npeaeos 75 — 125 %, ucneitaHue
nposojst ¢ 20 apyrumu nozamu. He
6onee 3 u3 30 3Ha4eHUl MOIYT BBIXOAUTH
3a npeaens 75 — 125 %, u Bce 3HaYeHUs
JI0/KHBL OBITH B MpEeNax oT 65 10
135 %.
13. | Microbiological purity / MukpoGuonoruyeckasi 44cToTa e
Total aerobic microbial count / Not more than 102 cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn
O61wee 9uciio aspoOHBIX product / He 6onee 102 KOE B 1 ma
MHKPOOPraH13MOB npernapara

Prepared by AlloaroToBaeno

Checked by / IIposepeno

Approvedby / Ogobpeno

Signature / Iloanucs

Date / lata 1 Jou) Joiy MWie N\ A Ve 'y \ (BRI
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandee\) Semwal \
Designation / Jlo2kHOCTD Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Cemel)mcaT AHAJIH3a HA rOTOBYI0 MPOAYKIHIO
Page 6 of 7/ Crp. 6 m3 7

Name of product / Momat Rino Advance /
Haumenosaune npoaykiuuu | Momar Puno Ansac
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenaTentoBaHHoe o N o
A3enacTHH + MOMETA30H clpeit Ha3aIbHbIA 103UPOBARHBIN
HAUMeHOBaAHHE
Each spray delivers / Kaxaas 103a cnpes cOACPKUT!
JeiicTByrolnue Bemecrsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiopua bpur.®. 140 Mkr
140 meg + 50 meg / dose Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr / 103a JlaTa npou3BoACTBA 03/2024
Dosage form / Meterf:d-dose nan.l spray / ) Date of Exp. / Conen 10 02/2026
JlekapcTBeHHasi popma Cripeii Ha3IbHBIA A03UPOBAHHbIH
product code / SRU0300082460401DM Date of release / Jlata Bbinycka 10.04.2024
O/l HPOAYKTa
o Qty. Released / 23,360 BOT
Batch No/ Cepusa Ne 12240332 Ko/IHiecTBo BhiMyeHo 23.360 Gnaxoros
Batch size / Pasmep cepun 25,395 bot /25,395 ¢nakoHos Mfg. License No. / MNB/10/832
TNpoussoacTBeHHas Juuensnsa Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000518999 TIpousBoaCTBeHHAs! JTHLEH3HSI
OHTpONMpYyemas cepus Ne (zaTa)
. GMP Compliance certificate Data/ | 18/06/2020
Package size / YnakoBka 150 doses / 150 no3 GMP cepTiduiar (1a1a)
Market / Pbitox Russia / Pocchs GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurart Ne
Reference specification No / STP No/
Crenndurauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / A3sesiacTHHa THAPOXJIOPUA Cepus Ne Ipoussoa. | Ypxsuma C.A., Mcnanus
Wndopmanuus 06 A®C | Mometasone Furoate / Batch No / MTC-003/22 Mifg by / Sterling S.p.A., Italy /
MowmeTasoHa ¢ypoart Cepust Ne 123024A1 Mpoussoa. | Crepmunr C.n.A., Mranus
No TESTS / HOKA3ATEJIA LIMITS / TPEBOBAHNA OBSERVATION / PE3YJIbTATHI
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn
Obuiee HUCIIO0 APOXKKEBBIX H product / He Gonee 10! KOE B 1 mn
TJIECHEBBIX IrpuboB npernapara
Pseudomonas aeruginosa Absence per 1 ml of the product / [ Absent/OtcyrcrByer

Orcytereue B 1 M1 nipenapara

Staphylococcus aureus Absence per 1 ml of the product / | Absent/OTtcyTcTBYET
Ortcyrereue B 1 Mt penapara

14. | Assay/ KosnuecTBenHoe onpeaeaeHue
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 99.0% / 99,0%

A3eJacTHHA THAPOXJIOPHA of Azelastine hydrochloride / Ot 85 % no
115% or 3asBIEHHOrO KOJH4YeCTBa
asenacTiHa r’MApOXJIopuIa

L
AR RN

o
O
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 101.0%/101,0% o:' " 9@
Momeraszona ¢pypoar of mometasone furoate / Ot 85 % 10 N v}/ ®
115% OT 3ajBIEHHOIO KOJMYECTBA 2] O\A\ *
MoMeTasoHa ¢ypoara S \ T
5 \ ~/
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 81.0%/81,0% o ,SE'?
BeH3ajikoHus1 XJI0pHAa of benzalkonium chloride / Ot 80 % 1m0 'f'pb \)'(,\0
120% OT 3aABJCHHOrO KONHUYECTBA drmace
OeH3aKOHUS XJIOpHIa
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. / ITo 150 103 Bo ¢dnaxon u3 [1OBII,

CHAOKEHHBIH JOSHPYIONIMM YCTPOHCTBOM M HA3aNbHBIM aJaNTepoM C  3AUIMTHBIM
KojnaukoMm. PNAKOH ¢ HHCTPYKIMeH 0[O MEIHUMHCKOMY NPHUMEHEHHIO NOMEWAOT B
KapTOHHYIO M1a4Ky.

A

{
Prepared by /JloarorosieHo Checked by / IIposepeHo Approved&)y / OpoGpeHo
Signature / Hoanuce /Y —_
Date / Jlata T feUl) 31y N 1\ eyt VYA
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandee}) Semwal
Designation / 1017KHOCTD Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepTudukat aHAJIN3a HA TOTOBYI0 MPOAYKIHIO

Page 7 of 7/Ctp. 7137

Name of product /
HaumeHoBaHue npoaykuuu

Momat Rino Advance /
Mowmar Puno Anparic

Generic name /
HenatentoBanHoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTiH + MOMETa30H Cripel Ha3abHbIiK 103HPOBAHHbIH

JeficTBylomMe BemecTBa

Each spray delivers / Kaxaas 103a cripest COAEPKHUT:
Mometasone Furoate BP 50 mcg / Momertasona ¢ypoat bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopus bpur.®@. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mkr/ nosza JlaTa npoM3BoACTBA 03/2024
Dosage form / Meterfd-dose nas?l spray / } Date of Exp. / Foaet 10 02/2026
JlekapcTBeHHas ¢popma Cupeii Ha3anbHbIH 103UPOBaHHbIH
lP;roduct code/ SRU0300082460401DM Date of release / lara Bbinycka 10.04.2024
oA NpoayKTa
o Qty. Released / 23,360 BOT
Batch No / Cepus Ne 12240332 KoH4ecTBo BHINYIIEHO 23,360 dakonos
Batch size / Pazmep cepuu 25,395 bot / 25,395 ¢naxonos Mifg. License No. / MNB/10/832
TpouzpoacTBenHas JuLieH3Hs Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000518999 TIpou3B0ACTBEHHAS JIHLUCH3HS
OHTpoIMpyemast cepus Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynaxoska 150 doses / 150 no3 GMP ceprudukar (1ata)
Market / Puisiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptudurar Ne

Reference specification No / STP No/
Crenndurauns Ne SPC-CC-034990 CIIH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23003 Mfg by / Urquima S.A., Spain /
API information / AsenacTviHa THAPOXIOPHI Cepus Ne MNpoussoa. | Ypxeuma C.A., Mcnanus
Hudopmaunsi 06 AOC | Mometasone Furoate / Batch No / MTC-003/22 Mfg by / Sterling S.p.A., ltaly /

Momerasona ¢ypoar Cepusn Ne 1.23024A1 MNpoussoa. | Crepmunr C.iiA., Mraus

Any deviation/Incident/QOS: Non-applicable
OrknoHeHusi/HecooTBeTcTBHA/OOC: He MPUMEHUMO

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[-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.”

3aKioYeHne 0 COOTBETCTBHMH: HACTOSIIMM TOLTREPIAIO, YTO TIPE/CTaBIEHHas BEILIC HHAOPMANKA SIBSETCA JTOCTOBEPHOM ¥ TOHHOM.
JlanHas cepust Gblia MPOM3BENEHA, BKMOUAA YIIAKOBKY/MapKUPOBKY, M IPOKOHTPOIMPOBAHA Ha YKA3aHHOM BLILIE MPOM3BOACTBEHHOH
[IOLIAJIKE B MOJHOM COOTBETCTBUM ¢ Tpebopanuamu Hamnexauiei [Tpoussoacreennoii [Ipaktuxu (GMP) 1 TpeOOBaHUSIMU HOPMaTHBHOM
nokymenTauuu JITT-Ne(001749)-(PT-RU)-300123 u yrBepxcicHHON cneluguxanmed Ne SPC-CC-034990. IlpoTokosisl NpOU3BOJACTBA,
YNaKOBKM W NPOBCACHHBIX AHAIM30B [UI AaHHON CephM OBUIM NPOAHANM3MPOBAHBI U CAC/IAHO 3aKMOYCHHUE, YTO OHH COOTBCTCTBYIOT

tpeGoeanuaM Hannexawmeit Ilpoussoncreennoit ITpaktuku (GMP).

Prepared by /HoarorosseHo Checked by / Ilposepeno Approvecﬁy [/ OnoGpeno
Signature / Iloanucek —
Date / lata Y 0ou] ouv e\ eyl vy
Name / ®UO Yogesh Kumar Mehta Atul Kumar Sandeep\Semw"al 1
Designation / JlozkHOCTD Officer -QA Officer -QA Sr. Manager -QA
FCM/QA054/08.00



