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Certificate of Analysis for Finished Product /
Cepruduxar anannsa Ha roTOBYI0 HPOLYKIHIO
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Name of product /
Haumenosanue npoayxkumnu

Momat Rino Advance /
MowmaTt Puno Assauc

Generic name /
Henarentoanuoe
HAHMMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eJIaCTHH + MOMETa30H Crpeil Ha3aILHBIA A03UPOBAHH bIH

HeiicTByromue peuecrsa

Each spray delivers / Kaxnaas n03a copes coaepxur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoat Bpur.®. 50 Mxr

Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxjopus Bputr.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /

Strength / losuposca 140 Mkr + 50 mMxr Jlata npoussogcrsa 12/2022

Dosage form / Meterued—<'iose nas\z'i] spray / ) Date of Exp. / Fozen 20 11/2024

JlekapcTBeHHnast popma Cripeii Ha3aTbHBIH JO3HPOBAHHBIN

Product code / Ko npoayxkra | SRU0300082460401DM Date of release / Jlara Bbinycka 31.12.2022

o Qty. Released / 23,360 BOT

Batch No/Cepun Ne 12220794 KoanuectBo BbInymeHo 23,360 dnakonos

Batch size / Pazmep cepuu 25,395 bot /25,395 ¢naxonon Mig. License No. / MNB/10/832
IponssoacTBeHHas auueHzus Ne

Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020

KounTponupyemas cepust Ne IlpousBoacTBeHHAs JnueH3us (1aTA)

Package size / Ynakosia 150 doses / 150 5103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudurar (aara)

Market / Poisox Russia / Pocons GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne

Reference specification No / NP STP No/ .

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

No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3VJIbTATbI

1. Description / Onucanue White to off-white suspension / Benas | Off-white suspension /

WM 1104TH Oenas cycrieH3us Iouru Henas cycriensus
2. Identification / lloanunHocTs

a) Azelastine hydrochloride /
Azenacmuna zudpoxnopuo

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of azelastine
hydrochloride standard solution / Bpems
YIOEPKUBAHUA ~ OCHOBHOTO TMKa  Ha
XPOMATOTpaMMe HCILITYEMOTO pacTBOpa
JOJKHO  COOTBETCTBOBATL  BPEMEHU
_ YAEPXKMBAHHA  OCHOBHOIO [MKa Ha
XPOMAaTOrpaMMe PacTBOPa CTAHAAPTHOIO
obpasiia a3enacTiHa ruapoxjiopuna (cm.
pasaen «KonnuectBeHuoe
ONpEACTICHUEY).

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
azelastine hydrochloride standard solution /
Bpema ynepKuBaHMsS OCHOBHOrO NMKa Ha

XpoMarorpamMmme UCOBITYCMOI'O pacTBopa
COOTBETCTBYET BPECMCHHU YACPXKHABAHUA
OCHOBHOTO nuKa Ha XpoMarorpaMme

pacTBOpPa CTAHZAPTHOTO 00pa3zia a3enacTHHA
TMApOXJIOpUAa (cm. pazaen
«Konugecrsennoe onpeneieHues).

b) Mometasone furoate /
Momemazona grypoam

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of mometasone furoate
standard solution / Bpems yaepxusanus
OCHOBHOTO TIHKa Ha XpOMarorpamme
HCIIBITYEMOTO pacTBOpa JOIDKHO
COOTBETCTBOBATh BPEMEHU YIAEDKHUBAHUS
OCHOBHOTO IIMKA HA XpOMaTorpaMme
pacTBopa CTaHIapTHOTO obpasua
MomeTasoHa ¢ypoara (cM.  pasnen
«Konu4ecTBEHHOE Onpe/ieNieHue ).

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
mometasone furoate standard solution /
Bpems ynepxuBaHHsS OCHOBHOrO MMMKa Ha
XpOMAaTorpamMMe  HCILITYEMOTO  pacTBopa
COOTBETCTBYET  BPEMEHHM  YAEPKUBAHMS
OCHOBHOI'O  IIMK& Ha  XpOMarorpamme
PacTBOpa CTaHAAPTHOTO 06pa3iia MOMETa30Ha
¢ypoara (oM. pazgen «Konnuecteennoe
OIIPEACTICHUEN ).

i
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Certificate of Analysis for Finished Product /
Cepruuxar aHaIM3a HA FOTOBYIO HPOAYKUHIO

Page2of 7/Ctp. 2137

Name of product /
HaumeHoBaHue npoayKiu

Momat Rino Advance /
Mowmat Puno Ansanc

Generic name /
HenarentoBanunoe
HAMMEHOBAHNE

Azelastine + Mometasone metered dose nasal spray /
A3ENacTvH + MOMETa30H CrIpel Ha3albHbIH 103UPOBAHHLIIT

JeiicTByromue BetecTBa

Each spray

delivers / Kaxcaas no3a cripest Conepskut:

Mometazone Fuorate BP 50 meg / Momerasoua ¢ypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopun bpur.®, 140 mMkr

140 meg + 50 meg Date of Mfg. /
Strength / losuposa 140 Mkr + 50 Mxr Jara npoussoacrea 12/2022
Jl;osage form / Meterf:d-(?ose nasill spray / 3 Date of Exp. / Togen 20 112024
exapcTeennas Gopma Cnipeil HazabHBIH J103UPOBAHHBINA
Product code / Koa npoagyxra | SRU0300082460401DM Date of release / Jlata Bbinycka 31.12.2022
Batch No / Cepus Ne 12220794 Qty. Released / 23,360 BOT
KosinyecTBo BLINYyIEHO 23,360 daxonos
M J
Batch size / Pasmep cepun 25,395 bot /25,395 ¢naxonon M. License No. / MNB/10/832
IpousBoacTBeHHAs JuueHsus Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
KonTpoaupyemasi cepust Ne IlponssoacTBeHHast JMueH3ust (1aTa)
Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmkar (aara)
Market / Poitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuguxar Ne
Reference specification No / STP No/ P
Creunguranus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / ITIOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIbTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Bbensanxonua 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 | benzalkonium chloride homologues Ci2 and
homologues Ci2 and Cis in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMme HCHLITYEMOIO
Ha  xpomartorpamMme  MCHBLITYeMOTo | pacrsopa o0HapyKUBAIOTCS IHKH,
pacTeopa  LOJXKHBI  OOHAPYXMBATBCS | COOTBETCTBYIOILME 1o BpeMeHaM
[UKH, COOTBETCTBYIOUIME 110 BpPEMEHaM | yaepxuBadus nuxkam romosioros Cipz v Cis
yaepxusanus nuxam romonoroB Ciz u | OEH3aIKOHHS XJIOpPHUIA HA XPOMATOrPaMME
Cia OEH3ATKOHMS xJopuaa Ha | CTaHJApTHOrO  pacTBopa  (CM.  paszen
XpOMarorpaMme CTaHAapTHOro pacteopa | «KonuuecrBeHHOE OnpesieseHues).
(cMm. pasjen «Konmnuecrsennoe
OIIPE/CIIEHUEN ).
3. From4.0t0 5.0/ Ot 4,0 no 5,0 4.68 /4,68
4 Density / llnoTHocTs From 0.90 to 1.10 g/cm? / 1.008 g/cm’®
Ot 0,90 no 1,10 r/em® 1,008 r/em?®
5. Viscosity / Bsazkocrs Not less than 5 ¢Ps/ He menee 5 cll3 89.0 cPs/89.0 cll3
6 Mass of the released dose / Single dose / OTnenabnas a03a:
Macea soicBoGoxnaemoii 10361 85.0 to 115.0 % of the claimed delivered | Minimum / Musumyn: 92.9 %
dose amount / 85,0 - éIS’O % 0T | Maximum / Maxcumym: 110.1 %
3a5BICHHOTO BBICBOGOXKIACMOT0O
KONHYECTRA Average / Cpenuee: 99.9 %
Average dose / Cpennsist go3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % or 3agBieHHOrO
BBICBOOOXAAEMOT0 KOJIMYECTBA
7. Mass of the vial content / Not less than 14.175 g/ 144 g/
Macca coaepskumoro durakona He menee 14,175 r 14,4r
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Certificate of Analysis for Finished Product /
CepTudukar aHa 32 HA TOTOBYIO NPOAYKIMIO
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Name of product /
HaumeHosaHue npoayKuum

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
Henarentosannoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eNacTHH + MOMETa30H CHPEH Ha3aNLHBIA J03MPOBAHHbIH

Heicreyiomue BemecTsa

Each spray delivers / Kaxxnast 1033 cpest coaepxur:

Mometazone Fuorate BP 50 mcg / Momeraszona Qypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mc

g / Asenactusa ruppoxaopun bpur.®. 140 mxr

140 meg + 50 meg

Date of Mfg. /

Strength / losuposxa 140 mxr + 50 mxr JaTta npoussoacraa 12/2022
Dosage form / Meterved-dose nas?l sl?ray / 3 Date of Exp. / Foen 1o 11/2024
JlekapcTsennas popma Cnpeli HazabHbBIN J03HPOBAHHBIN
Product code / Kox npoayxra | SRU0300082460401DM Date of release / Jlara sbimycka 31.12.2022
o Qty. Released / 23,360 BOT
Batch No / Cepus Ne 12220794 KomuecTso BoinyieHo 23,360 duakoros
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢pnakonon Mig. License No. / MNB/10/832
IlIponsBoacrBeHnan auuensus Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
Koutposupyemas cepust Ne IlpoussoacTeeHHas JuLeH3us (nara)
Package size / Ynaxoska 150 doses / 150 5103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxat (zara)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / ., STP No/
Cretmnpukauus Ne SPC-CC-034990 CIN Ne STP-CC-026675
No TESTS / TOKA3ATEJHU LIMITS / TPEGOBAHMUS OBSERVATION / PE3YJILTATDI
8. Dose number / Konuuecrso g03 Not less than 150 doses (exclude the first | 173 doses / 173 no3
pumping) /He menee 150 nos (ue
cunTas NEPBUYHYIO NPOKAUKY)
9. Particle size / Pasmep yacrun 90 % of particles less than 10 pym / 100.0% / 100,0%

OTCYTCTBOBAThL

90 % uyactuy pasmepom Menee 10 MM

100 % of particles less than 30 um /
100% wactun pasmepom mMenee 30 Mkm

Particles of more than 30 pum should be
absent / Yactuunl 60s1¢ee 30 MKM AOTKHBI

100.

Absent / OTcyTcTBYIOT

0% /100,0%

10. | Sedimentation Stability /

CeanMeHTaUNOHHAS
YCTOHYHBOCTH

MHH.

Not less than 5 min / He menee 5

Complies /
CootsercTByeT

{
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Name of product /
HaumenoBanue npoaykuuu

Momat Rino Advance /
Mowmar Puno Aasac

Generic name /
HenateuTtoBanHoe
HAHMEHOBaHNe

Azelastine + Mometasone metered dose nasal spray /
A3senactul -+ MOMETA30H CpeH HasabHbIN J03UPOBAHHbIH

HeficTRyI0MIMe BeLlecTBa

Each spray delivers / Kaxpas nosa cripest conepxur:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopus bpur.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
Strength / losuposia 140 mxr + 50 mxr Jata npousBoacTea 12/2022
Dosage form / l\fleterved-(?ose nas;al spray / . Date of Exp. / Fonen 110 11/2024
JlexapcTBennasi hopma Cripelt HazaIbHBIA 1O3UPOBAHHBIN
Product code / Koa npoayxra | SRU0300082460401DM Date of release / J/lara Bbinycka 31.12.2022
. Qty. Released / 23,360 BOT
Batch No/Cepun Ne 12220794 KoaunvectBo BbINyH1eHo 23,360 ¢pnaxonos
Batch size / Pazmep cepun 25,395 bot / 25,395 (pnaxoHos Mig. License No. / MNB/10/832
TlpousBoxcTBeHnas gunensus Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
KonTpoaupyemast cepusn Ne TlpoussoacTeeHnan auuensust (aara)
Package size / Y nakoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudurar (aara)
Market / Poino Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No / ~
Crennduicaius Ne SPC-CC-034990 CITU Ne STP-CC-026675
No TESTS / TIOKA3ATEJN LIMITS / TPEBOBAHNSI OBSERVATION / PE3YJILTATBI
11. | Related substances / PoacrBennble npumecn
a) Azelastine hydrochloride /
Aszenacmuna zudpoxnopuo:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | 0.03%f/ 0,03%
Envnnynas neunentuduumposaHnas
nIpUMech
Total impurities / Cymma npumecei Not more than 2.0 % / He Gonee 2,0 % 0.06%/ 0,06%
b) Mometasone furoate /
Momemasona gypoamn Not more than 1.0 % / He 6onee 1,0 % 0.04% /0,04%
Impurity D / Ipumecs D
Single unspecified impurity / Not more than 1.0 %/ He Goniee 1,0% | 0.09 %/ 0,09%
EmvuyyHas HenJeHTHUUMpOoBaHHAs
TIpHMech ‘
Total impurities / Cysma npumecet | Not more than 2.0 % / He 6onee 2,0 % | 0.28 %/ 0,28%
A
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Certificate of Analysis for Finished Product /

Ceprudnkar anannza Ha roToBy10 NpogyKIHIO
PageSof 7/Crp.5u3 7

Name of product / Momat Rino Advance /
HaumeHoBanHe NPOAyKUMHT Mowmar Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenroBaHHoe - . . .
A3enactuH + MOMETa30H CIIPeH Ha3zaabHbIH 103UpOBAHHbIH
HAHMEHOBaHUE
Each spray delivers / Kaxnas zo3a cripest COHepxHuT:
Heiicreyromme Beutecrsa Mometazone Fuorate BP 50 mcg / Momerazona §ypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopua Bpur.®. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / Jlosuposka 140 mxr + 50 mxr JaTa npoussoacrea 12/2022
Dosage form / Metered-dose nasal spray /
JlekapcTBeHnasi popma Cripeit HasaibHBIHA NO3HPOBAHHLIH Date of Exp. / T'onen no 11/2024
Product code / Kog npoayxta | SRU0300082460401 DM Date of release / Jlara Boinycka 31.12.2022
. Qty. Released / 23,360 BOT
Batch No / Cepust Ne 12220794 YOy — 23,360 axonos
Batch size / Pazmep cepun | 25,395 bot /25,395 dnaxonos Mig. License No. / MNB/10/832
Ipounssoacreennas junensus Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
Konrponupyemast cepus Ne TpouseoacTBeHHAs JiMUeH3MH (AaTa)
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aara)
Market / Phitox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
’ GMP ceprudurar Ne
Reference specification No / STP No/
Creundukauus Ne SPC-CC-034990 CITU N STP-CC-026675
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
12. | Spray content uniformity 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
(Uniformity of delivery dose) / mean; A3eTacTHHA PMJPOXJIOPUI;
OnHopoaHoCTH A03MPOBAHHUS 10 of 10 doses: 65 % to 135 % of the
(OaHopoaHOCTH JOCTABASIEM O mean Bew/H .
03B1) If 2 out of 3 results are outside 75 — eg / Aauano:

125 %, test other 20 doses. Not more than Mlm'mum / Munumym: _96‘5%0
3 of 30 values may be outside 75 - 125 % Maximum / Maxcumym: 1?2'7/"
range and all the values should be within Average / Cpennee: 100.0%
65t0 135 %/ End/Koney:

9 u3 10 no3: ot 75 % 1o 125 % or mini'mum //I\f/lmmMyM: 9?0620/;(y
CPEIIHETO 3HAYCHNUS. aximum / ViakChMyM: 102.77

Average / Cpennee: 100.0%
10 u3 10 no3: ot 65 % 10 135 % ot

CPEAHEro 3HAYEHUS,
Mometazone Furoate /

Ecau 2 unu 3 pesynnrara BRITANAIOT U3
Momera3sona ¢ypoar:

npeaenos 75 - 125 %, ucnsitanne
nposoasr ¢ 20 apyrumu gosamu. He
Gonee 3 u3 30 3HAYCHHH MOTYT BBLIXOJNUTE Beg / Hauano:
3a npenenst 75 — 125 %, v Bee 3HaYeHus Minimum / Muaumym: 97.1%,
JIOJKHBI OBITH B ITpezienax oT65 no Maximum / Maxcumym: 102.5%,
135 %. i Average / Cpennee: 100.0%

Taad gl End / Koneuy:
Minimum / Musumym: 96.8%,
Maximum / Maxcumym: 102.6%,
Average / Cpennee: 100.0%

T
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Signature / Nloanuck Py A
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Certificate of Analysis for Finished Product /

Ceprudnkart aHaIM3a HA FTOTOBYIO NPOXYKHHIO
Page 6 of 7/ Crp. 6 u3 7

Name of product / Momat Rino Advance /
HaunmeHoBaHue npoayKuumu Mowmar Puno Angamc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBaHHoe N 9 .
A3eiacTHH + MOMETA30H CNpeil HA3ANLHBIN HO3UPOBAHHbIH
HAMMEHOBaHUe
Each spray delivers / Kaxoias xo3a cnpes coaepiur:
JeiicTBYIomne BelecTea Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna runpoxsiopua bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Jlosuposrca 140 mxr + 50 mxr Jara npoussoactsa 1212022
Dosage form / Mete{‘ed-dose nasf,l] s;?ray/ " Date of Exp. / I'ogen ao 11/2024
JlexapcTBennas gopma Chpeil Ha3anpHBIN JO3UPOBAHHBIH
Product code / Koa npoaykra | SRU0300082460401 DM Date of release / /laTa Bbinycia 31.12.2022
. Qty. Released / 23,360 BOT
Batch No / Cepus Ne 12220794 KoAH4ecTBO BHImyIIeHO 23,360 quaxotios
Batch size / Pasmep cepun 25,395 bot /25,395 QuakoHon Mig. License No. / MNBY/10/832
IlpoussoacTeenHast anieH3us Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
KonTpoaupyemas cepust Ne IlponssoacTeenHas anuensus (aara)
Package size / Ynakosxa 150 doses / 150 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (1ara)
Market / Puisox Russia / Poceis GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / - STP No/ i
Creuuduratus Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHISI OBSERVATION / PE3YJILTATEI
14. | Microbiological purity / Muxpo6uoaoruyeckast yucrora
Total aerobic microbial count / Not more than 10? cfu per 1 g (ml) of the | Less than 10 cfu/ml/ Menee 10 KOE/Mn
Ob1ee 4ucio aspobubix product / He Gonee 102 KOE 8 1 1 (M)
MHKPOOPraHH3MOB npernapara
Total yeast and moulds count / Not more than 10! cfu per 1 g (ml) of the )
Ofuiee YMCH0 APOKIKEBBIX U product / He Gosnee 10 KOE B 1 1 (Mn) Less than 10 cfu/ml/ Menee 10 KOE/mn
TIIECHEBBIX MPUGOB npenapara

Test for Absence of Specified
Microorganism / Tecr Ha
crneynpuyeckue
MHKPOOPraHU3Mbl:

Absence per 1 g (ml) of the product / | Absent/ OtcyrcTayer
OrcyrerBue B 1 1 (M) npenapata

Absence per 1 g (ml) of the product / Absent / OtcyrerByer
Orcytereue B 1 1 (M) npenapara

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
DHTepobakTepyy, YCTOHIUBBIC K
KEJTUN

Absence per 1 g (ml) of the product /

Orcyrereue B 1 1 (MiT) npenapara Absent/ Orcyrersyer

15. | Assay/KoaunuecrsenHoe onpenejeHue

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 100.5% / 100,5%

A3eNnacTHHA THAPOXJOPUA of azelastine hydrochloride / Ot 85 % 1o
115% or 3asBACHHOIO KOAMYECTBa
a3eJIaCTHHA MIPOXNopUa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 99.5%/ 99,5%

MowmeTaszona gypoar of mometazone furcate / Ot 85 % a0
115% or 3adBJICHHOrO KOAWYECTBA
MoMmeTazoHa dgypoara

n
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Ceprudukar aHa/M3a HA FOTOBYIO NPOAYKIHIO
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Name of product /
HaumeHoBaHUe NPOAYKUNHU

Momat Rino Advance /
Mowmar Puno Ajauc

Generic name /
Henarenrosanuoe
HAWMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTvH + MOMETa30H CIIpeH HA3aNbHBIH 103UPOBAHHLIN

JeiicTByloimue BewecTea

Each spray delivers / Kaxgias jtoza cpest COnepxur:
Mometazone Fuorate BP 50 meg / Momerasona Qypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxsopua Bput.®. 140 mxr

140 meg + 50 meg Date of Mfg. /
Strength / Jlosuposica 140 mxr + 50 Mxr JaTa npoussoacrsa 12/2022
Dosage form / Metel;f:d-dose nanll spray / ) Date of Exp. / Fonen 10 11/2024
JlekapcTBenHast popma Cnpe#i HasaNbHbIHA 103UPOBaHHBIA
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lara soinycka 31.12.2022
o Qty. Released / 23,360 BOT
Batch No/Cepus Ne 12220794 KonnuecTso BoInymeHo 23,360 daakonos
Batch size / Pasmep cepun 25,395 bot/ 25,395 ¢naxonos Mfg. License No. / MNB/10/832
IlponspoacreeHHas suuensus Ne
Inspection Lot No 040000431857 Mfg. License Date / 30/04/2020
KonTpoanpyemas cepust Ne IlpoussoiacTBeHHasn Juuen3us (aata)
. GMP Compliance certificate Data / 18/06/2020
Package size / Ynakopka 150 doses / 150 no3 GMP ceprudurar (1ata)
Market / Poisork Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / . STP No / ~ g
Creundmiauus No SPC-CC-034990 CIIH Ne STP-CC-026675
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI

¢) Benzalkonium chloride /
bensankxonus xaopua

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % no
120% 0T 3agBACHHOrO  KOJINYECTBA
OeH3anKOHUS XII0pUAA

94.8% / 94,8%

16. | Package size / Ynakoska

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / o 75 u
150 nmo3 Bo d¢uakon w3 IIBBII,
CHAOXEHHBIH NO3HPYIOLIUM YCTPOHCTBOM
¥ Ha3aibHBIM QZAaNTepOM C 3alUTHBLIM
koanadkoM. POaakoH ¢ MHCTpyKUHMeH 1o
HPUMEHEHHMIO TIOMEILAIOT B KApPTOHHYIO
HauKy.

150 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / Ilo 150 no3 Bo duakoH u3
IT9BII, CHAOXEHHBIIH JO3UPYIOLIMM
YCTPOHCTBOM M Ha3albHBIM aanTepoM ¢
3aLMTHBIM KOJITAYKOM. Dnaxon c
MHCTPYKUHEH 10 NPYMEHEHMIO TIOMELIAIOT B
KapPTOHHYIO 11a4Ky.

‘17. | Labeling / M‘apKupOBka

According to ND / B coorsercraum ¢ HJ|

18. | Storage / Xpauenue

Store at 15 to 25 °C. Do not freeze. / lpu Temneparype ot 15 o 25 °C. He

3aMOPAXKUBATEL.

19. | Shelf-life / Cpok roanocrun

2 years/2 roma

Any deviation/Incident/OOS: Non-applicable
OtxsioHeHusi/HecooTBeTcTBUR/OQOOC: He npUMenMo

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. JIT1-003328-241221. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”
3aknryenue 0 COOTBETCTBUH: HACTOAIIMM TIOATBEDNIAIO, YTO NPEICTABIICHHAs BhIE HHpOPMAIUS SBISETCS TOCTOBEPHON M TOYHOR.
Jannas cepus Owlna Npou3BeAEHA, BKIIOYAS YITAKOBKY/MApKUPOBKY, M MPOKOHTPONMPOBAHA HA YKa3aHHOI BBLIIIE MPOU3BOACTBEHHOM
I0IAJKE B TIOJIHOM COOTBETCTBUM ¢ TpeGosanuamu Haanexameii Ipoussoacteennoit [pakruxu (GMP) 1 TpeOoBaHMsAMI HOPMATHBHOM

noxymenranvun JII1-003328-241221.

HpOTOKOﬂLI TPOU3BOJACTBA, YNAKOBKM M TNPOBCACHHLIX AaHANMU30B JUIA JAHHOM cepun Obltn

[IpO2HaIM3UPOBAHBI Y CACNIAHO 3aKA0UEHHUE, YTO OHM COOTBETCTBYIOT TpebopanuaM Hamnexarueit Ilponssoacreentoit [paxruxku (GMP).
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