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Certificate of Analysis for Finished Product /
Cepradukat aHaJIH3a HA TOTOBYIO NPOAYKIHUIO

Page 1 of 7/Crp. 1137

Name of product/ Momat Rino Advance /
HaumenopaHue NpoayKuuu Mowmar Puso Axsanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentoBaHHoe o - y
A3e1acTUH + MOMETA30H CIPEH HazalbLHbIA 103UPOBAHHBIN
HanMeHOBaHHUe
Each spray delivers / Kaxnas noza cripes coaepxur:
JeiicTByollMe BeecTsa Mometazone Fuorate BP 50 mcg / Momerazouna ¢gypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopun bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposia 140 mxr + 50 Mxr JlaTa npousBoacTsa 1212022
Dosage form / Meterved-dose nasval s;?ray / 3 Date of Exp. / Tonett 10 11/2024
JlekapcTBeHHas gopma Cripe#t HazabHBI JO3HPOBAHHBIN
Product code / Kox npoayxra | SRU0300082460401GS Date of release / /lata Bbinycxa 31.12.2022
Batch No / Cepun Ne 12220791 Qty. Released / 34,080 BOT
KosiuuecTBO BLINYIUEHO 34,080 ¢nakonon
Batch size / Pasmep cepun 37,815 bot /37,815 ¢naxonos Mig. License No. / MNB/10/832
TlpousBoacTBeHHAs JnLeH3Hs1 Ne
Inspection Lot No ) 040000431669 Mfg. License Date / 30/04/2020
Kontposaupyemas cepusi Ne IlponsBoacTBEeHHAN JuUEH3Hs (1aTa)
Package size / Vnaxoska 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (nara)
Market / Puitok Russia / Pocous GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Crenndnkauus No SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / TIOKA3ATEJN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJILTATBI
1. Description / Onucanne White to off-white suspension / Benast | Off-white suspension /
uay noyty Genas CycrieH3us ITouTy Genas cycrieHsus
2. Identification / ITognuuHocTs
a) Azelastine hydrochloride / In the test of assay, the retention time of | In the test of assay, the retention time of the
Azenacmuna zuopoxnopuo the main peak in the chromatogram of the | main peak in the chromatogram of the sample

sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of azelastine | azelastine hydrochloride standard solution /
hydrochloride standard solution / Bpems | Bpemsa ynepuBadus OCHOBHOTO NMKA Ha
YACPKHMBAHMS ~ OCHOBHOTO IMKA HA | XpOMATOrpaMMe  HCHBITYEMOTO  pacTBopa
XpPOMATOTPAMME HCILITYEMOTO PAcTBOPA | COOTBETCTBYCT — BPEMEHH  YJECPKUBaHUS
JOIDKHO ~ COOTBETCTBOBATH  BPEMEHM | OCHOBHOIO  IMKA  HA  XPOMATOrpamMme
YACPKMBAHMS ~ OCHOBHOIO NHKAa Ha | pacTBOpa CTAHNAPTHOro o0pasla asenacTHHA

XpOMaTorpaMMe PacTBOpa CTaHZAapPTHOTO | TMAPOXIOpHAA (cm. paszen
obpasua asenacTuHa rujapoxiopuaa (eM. | «KonuuecTBeHHOE OnpeieneHmen).
paznen «KomuuecrteeHHoe
ONIPEACTCHHEY ).
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemasona gypoam the main peak in the chromatogram of the | main peak in the chromatogram of the sample

sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of mometasone furoate | mometasone furoate standard solution /
standard solution / Bpems ynepxuBanus | Bpems ynep>KMBaHWs OCHOBHOIO TIMKA Ha
OCHOBHOIO MMKA HA XPOMATOTpaMMeE | XpOMAarorpamMMe  HCHBLITYEMOr0  pacTBopa
HCIBITYEMOI0 pactBopa HOJDKHO | COOTBETCTBYST  BPEMEHM  YAEDPXKUBAHHS
COOTBETCTBOBATL BPEMEHM YNEPXKMBAHHA | OCHOBHOTO  TIMKA HA  XPOMATorpamme
OCHOBHOIO IMKa Ha XpoMarorpaMme | pacTBopa CTaHIapTHOro o0pasia MOMeTa3oHa
pacTBopa CTaHIapTHOIO obpasua | ¢ypoara (cM. pasgen «KonugecreHHoe

«KosmyecTBeHHOE OTIpeaeienuey).

MoMeTasoHa  (ypoata (CM.  pasgen | OmpeaceHHey).
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Certificate of Analysis for Finished Product /
Cepruduxar ananusa Ha roToByI0 IPOLYKIHIO
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Name of product /
HanmenoBaHue npogyKumuu

Momat Rino Advance /
MowmaTt Puno Ansatc

Generic name /
HenarenToBanHoe
HAMMEHOBAHHUE

Azelastine + Mometasone metered dose nasal spray /
A3ENacTHH + MOMETA30H CHpel Ha3aAbHbINA JO3HPOBAHHBIN

JeficTByiomne semecTsa

Each spray delivers / Kaxas go3a cupes coaepur:
Mometazone Fuorate BP 50 mcg / Momerasoua Qypoat Bput.®@. 50 Mxr

Azelastine Hydrochloride BP 140 meg / Asenactuna runpoxnopun Bpur.®@. 140 Mxr
140 meg + 50 meg Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mxr JlaTta npoussoacrea 12/2022
J];osage form / I\N/Ieterved-éose nasirll sr')ray/ 5 Date of Exp. / Tozen 10 11/2024
exapcTBeHHast fopma Cnpe# HazaNbHBLA 03U OBAHHbIH
Product code / Koa npoaykra | SRU0300082460401GS Date of release / Jlata Buinycka 31.12.2022
Batch No / Cepun Ne 12220791 Qty. Released / 34,080 BOT
Kosinuectso BbhinyileHo 34,080 dnaxonon
Batch size / Pasmep cepun 37,815 bot/ 37,815 duaxouos Mig. License No. / MNB/10/832
TlpoussoacTBeHHas aunensus Ne
Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020
KouTposupyemas cepust Ne IlpousBoncrBeHHAas NMLeH3Un (1aTa)
Package size / Ynakoska 75 doses / 75 5103 GMP Compliance certificate Data / 18/06/2020
GMP ceprndukar (aara)
Market / Poisiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / e STP No/ TP
Crenduramus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI

¢) Benzalkonium chloride /
Benzankonua xnopuo

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 Ci2 and Ci4 in the
chromatogram of the standard solution /
Ha  xpomarorpamme UCTIBITYEMOTO
| pactBopa  mOmxHEL  OOHapyXKHUBATHCA

* ‘.’ fIMKK, COOTBETCTBYIOIUME II0 BpEMCHAM

yaepxusaHus nuxkaMm romosoros Ciz2 u
Ciq OeH3aIKOHUS XJIopHza Ha
XpoMaTorpaMMe CTAHAapTHOrO PacTBopa
(em. paszen «Konnuecrsennoe
onpeaeieHuen ).

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Ciz and
Cia in the chromatogram of the standard
solution / Ha xpomarorpamMme HCIBITYEMOTO
pacTeopa obHapyHUBAIOTCS TIMKH,
COOTBETCTBYIOILIME 1o BpeMeHaM
yaepxuBanusg nuxam romonoros Crz u Cia
OCH3AJIKOHMS XJIODHIA HA XPOMATOrpaMme
CTaHIAPTHOrO  pacrBopa  (CM.  pasjer
«KonnuecTBeHHOE ONpeaeneHuey ).

3 pH From 4.0 10 5.0/ Ot 4,0 10 5,0 4.69 /4,69
4. | Density/TlnaornocTs From 0.90 to 1.10 g/cm?®/ 1.007 g/eny’
Ot 0,90 o 1,10 r/em® 1,007 r/em®
5. Viscosity / Bsiakocrs Not less than 5 cPs / He Menee 5 cll3 82.0 cPs/82.0 cIlz

6. Mass of the released dose /
Macca BbICBO0OKIAEMOIT 0361

Single dose / OTaeanuas nosa:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 - 115,0% or
3aABACHHOTO BLICBOOOXKIAEMOTO
KOJIMYECTBA

Average dose / Cpeansist nosa:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBieHHOTO
BRICBODOXKIAEMOr0 KOIMYECTBA

Minimum / Munnmym: 90.1 %
Maximum / Makcumym: 106.9 %
Average / Cpenuee: 100.9 %

7. Mass of the vial content /
Macca cogepsxumoro diakona

Not less than 9.52 g /
He menee 9,52 r

99¢g/
99r
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Name of product /
HaumeHoBaHHe NpoayKUUu

Momat Rino Advance /
Mowmat Puno Aasauc

Generic name /
HenatentoBannoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3EnacTHH + MOMETA30H CHPEH Ha3aabHbIA 103UPOBAHHbI

JeficTByomue BemecTsa

Each spray delivers / Kaxnas a03a cnpes conepxur:
Mometazone Fuorate BP 50 mecg / Momerasona Qypoar bput.®. 50 mxr
Azclastine Hydrochloride BP 140 mcg / Asenacruna ruapoxsopua bput.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
Strength / llosupostca 140 mxr + 50 Mxr Jarta npoussoacrsa 12/2022
Dosage form / hfleterf:d—dose nanil spray / 3 Date of Exp. / Fonen 1o 11/2024
JlexapeTBenHas gopma Crpeli Ha3aabHBI IO3UPOBAHHBIN
Produet code / Koa npoaykra | SRU0300082460401GS Date of release / Jlara soinycka 31.12.2022
. Qty. Released / 34,080 BOT
Batch No/ Cepus Ne 12220791 KoTHH4ecTBo BLinyieno 34,080 daxotion
Batch size / Pazmep cepun 37,815 bot /37,815 Qaaxonos M. License No. / MNB/10/832
IipousBoacreenyas auuensus Ne
Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020
Kontposiupyemas cepusi Ne TlpousBoacTBeHHAs JInLEH3Us (RaTa)
Package size / Y naxosia 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmrat (aara)
Market / Puiok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepriduxat Ne
Reference specification No / STP No /
Crennduicanns Ne SPC-CC-051325 CIIU Ne STP-CC-037517
No TESTS / HOKA3ATEJHN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJILTATHI
8. Dose number / Koanuecreo 103 Not less than 75 doses (exclude the first 87 doses / 87 no3
pumping) / He meunee 75 no3 (He cuurtas
HNEPBUYHYIO MPOKAUKY)
9. Particle size / Pazmep uacruy 90 % of particles less than 10 pm/ 100.0% / 100,0%

90 % vactuu pasmepom Menee 10 MkM

100 % of particles less than 30 pm /
100% uwactun pasmepom mMeee 30 Mxm

100.0% / 100,0%

Particles of more than 30 pum should be Absent / OrcytcTByIOT
absent / Yactuust 6onee 30 MM J0DKHBI
OTCYTCTBOBATH
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Complies /
CeauMeHTaHOHHAS MUH. “ CootBercTBYET
YCTOHYHBOCTD

{
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Certificate of Analysis for Finished Product /
Cepruduxar aHam3a Ha rOTOBYIO HPOAYKIIHIO
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Name of product /
HaumeHoBanune npoaykuny

Momat Rino Advance /
Mowmat Puno Azxpauc

Generic name /
HenaTenToBaHHoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eacThH + MOMETa30H CIIpelf Ha3aNbHbIN J03UPOBAHHLIA

JeiicTByiolHe BellecTBA

Azelastine Hydrochloride BP 140

Each spray delivers / Kaxaas no3a cnipes coaepxur:
Mometazone Fuorate BP 50 mcg / Momerazona ¢gypoat bpur.®. 50 mxr
¢ / AzenactuHa ruapoxsopun bpur. @, 140 mxr

mc

140 meg + 50 mcg Date of Mfg. /

Strength / losnposia 140 mMxr + 50 mxr JlaTta npousBoacTea 12/2022

Dosage form/ Meterfzd-c'iose nasill spray / 5 Date of Exp. / T'onen 210 11/2024

JlekapcrBennas ¢gopma Cripelt HazaILHBIH KO3UPOBAHHBIN

Product code / Koa npoayxra | SRU0300082460401GS Date of release / lata Bbinmycka 31.12.2022

o Qty. Released / 34,080 BOT

Batch No / Cepust Ne 12220791 KoMHecTBO Boimymeno 34,080 Qnaxorios

Batch size / Pazmep cepun 37,815 bot/ 37,815 ¢nakonos Mig. License No. / MNB/10/832
TlpousBoncTBeHHasn JuLeH3Hus Ne

Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020

KouTposnpyemasi cepusi Ne HpoussoacTBeHHasi THLeH3Ud (AaTa)

Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmkar (nata)

Market / Poitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpuxar Ne

Reference specification No / DL STP No/ e

Creundniauus Ne SPC-CC-051325 CITN Ne STP-CC-037517

No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHNA OBSERVATION / PE3YJIbTATHI

11. [ Related substances / PoacTBeHHbIe NIpuMecn

a) Azelastine hydrochloride /
A3enacmuna 2udpoxaopuo:

Single unspecified impurity /
EnuHuunasg HewneHTUUIMPOBaHHAs
TIpHMEch

Total impurities / Cymma npumeceit

Not more than 0.89 % / He 6onee 0,89 %

Not more than 2.0 % / He 6oxee 2,0 %

0.03%/ 0,03%

0.06%/ 0,06%

b) Mometasone furoate /
Momemazona yypoam

Impurity D / [Ipumecs D

Single unspecified impurity /
Enyunyndsas HeuaeHTHUUMPOBAHHAS

Not more than 1.0 % / He 6onee 1,0 %

Not more than 1.0 % / He 6onee 1,0 %

0.04% /0,04%

0.06 %/ 0,06%

NpUMeChH

Total impurities / Cymma npumeceit

Not more than 2.0 %/

He 6onee 2,0 % 0.23

% 1/0,23%

Prepared by / Iloarorosaexo

Checked by / Hposepeno

}}pproved by / OnoGpeno

Signature / Ilognuce
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Certificate of Analysis for Finished Product /

CepTudukar aHAJIN3a HA FOTOBYIO IPOAYKIUIO
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Name of product /
HaumeHnoBaHue npoayKkumm

Momat Rino Advance /
Mowmar Puno Ajzadc

Generic name /
HenarenroBanHoe
HAUMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTiH + MOMETA30H CIpeli HasalbHbIH J03MPOBaHHLIH

JeficTByomue Bewecrsa

Each spray delivers / Kaxas xo03a cnipest coaepxur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢pypoat bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxnopun bput.®. 140 Mxr

140 meg + 50 meg Date of Mfg. /
Strength / Jlosuposia 140 mxr + 50 mMkr Jara npoussoacrsa 12/2022
Jl?[osage form / Meterved-dose nanll spray / 3 Date of Exp. / Tonen 10 11/2024
ekapcTBeHHas popma Cripeli HazabHbIHA 103UPOBAHHbIN
Product code / Koa nmpoaykra | SRU0300082460401GS Date of release / Jlata Bbinycka 31.12.2022
o Qty. Released / 34,080 BOT

Batch No / Cepun Ne 12220791 KoauuecTso spinyuieno 34,080 aronos

Batch size / Pasmep cepun 37,815 bot /37,815 ¢naxonon Mig. License No. / MNB/10/832
IlpousBoacTeeHHas Juuen3us Ne

Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020

Konrposunpyemas cepusi Ne IlpousBoAcTBEHHAS JHUEH3Us (AaTa)

Package size / Ynaxosia 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (nara)

Market / Prisok Russia / Poccst GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmuxar Ne

Reference specification No / STP No / .

Creumnduraums No SPC-CC-051325 CIIN Ne STP-CC-037517

No TESTS / IOKA3ATEJN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI

12. | Spray content uniformity
(Uniformity of delivery dose) /
OaHOpOAHOCTL RO3UPOBAHUS
(OanopoaHocTh nocTaBsieMoil
[03B1)

9 0of 10 doses: 75 % to 125 % of the
mean;

10 of 10 doses: 65 % to 135 % of the
mean

If 2 out of 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
6510135 %/

9 u3 10 no3: o1 75 % 1o 125 % or
CPEMHEro 3HaYeHuns,

10 w3 10 n03: or 65 % 10 135 % ot
CpeJIHEro 3HAYCHMS.

Ecnu 2 unu 3 pesynbrara BhITafaoT U3
napenenoB 75 — 125 %, ucnviranue
npoBoasT ¢ 20 apyrumu no3amu. He
6onee 3 u3 30 3HAYCHUI MOTYT BBIXOAHTH
3a npenensl 75 — 125 %, u Bce 3HauCHUs
JIOIKHBI ObITH B IpefiesiaX 0T65 1o

135 %.

Azelastine Hydrochloride /
A3eJIacTHHA TMAPOXJIOPUA:

Beg / Hauano:

Minimum / Munumym: 96.7%
Maximum / Makcumym: 102.7%
Average / Cpeanee: 100.0%

End/ Kouey:

Minimum / Munumym: 96.5%
Maximum / Makcumym: 102.2%
Average / Cpeanee: 100.0%

Mometazone Furoate /
MowmerasoHa dypoar:

Beg / Hauano:

Minimum / Munumym: 97.2%,
Maximum / Makcumym: 102.6%,
Average / Cpennee: 100.0%
End/ Koney:

Minimum / Musumym: 96.3%,
Maximum / Maxcumym: 102.7%,
Average / Cpennee: 100.0%

‘\
Prepared by / IloarorosaeHo /Checked by / Ilposepeno _Approved by / OpnoGpeno
Signature / Iloanuce N ( A N
Date / lara =773 0 a\o’i\ % (S”:E\J\ aLine1 b
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Certificate of Analysis for Finished Product /
CepTHUKAT AHAIN3A HA FOTOBYI0 NPOYKHHIO
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Name of product / Momat Rino Advance /
HaumeHoBAHHE NPOAYKUHUHU Mowmat Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenartenroBanHoe o o o
A3eNacTHH + MOMETa30H CrIpell Ha3aILHBIM JO3UPOBAHHLIHN
HauMeHOBAHUE
Each spray delivers / Kaxcnas no3a cripest conepxur:
JeiicTByomne Bemecrsa Mometazone Fuorate BP 50 mcg / Momeraszona dypoar bput.®. S0 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxjiopun bput.®. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / losuposica 140 mxr + 50 mkr JlaTa npou3BoACTBA 12/2022
Dosage form / Meterved-('iose nasill spray / 3 Date of Exp. / Conen 0 112024
JlekapcTBenHas popma Cripeil HazanbHBIH 103MPOBAHHBIN
Product code / Kox npoaykra | SRU0300082460401GS Date of release / lata Bbinycka 31.12.2022
Batch No / Cepnst No 12220791 Qty. Released / 34,080 BOT
KoaunuecTBo BeINyHIEHO 34,080 ¢uakonos
Batch size / Pasmep cepunu 37,815 bot /37,815 Qnaxonos Mig. License No. / MNB/10/832
HpouseoacreenHas Juuensnst Ne
Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020
Kourpoaunpyemas cepus Ne TlpoussoacTeeHHAs JuLeH3us (naTa)
Package size / Vakosia 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmkar (aata)
Market / Phinox Russia / Pocers GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Creundurauus Ne SPC-CC-051325 CIIU Ne STP-CC-037517
No TESTS / NIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

14. | Microbiological purity / MukpoGuosoruueckas yucrora

Total acrobic microbial count /
O0bmiee YHCao aspodHBIX
MHUKPOOPTaHU3MOB

Total yeast and moulds count /
Ob1ee YHCTO APOAKIKEBLIX U
TIJIECHEBBIX I‘pHﬁOB

Test for Absence of Specified
Microorganism / Tect Ha
crieunduyeckne
MHKPOOPraHH3MbI:

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
DHTepOOAKTEPUH, YCTOHUIHBEIE K
KeAIU

Not more than 102 cfu per 1 g (ml) of the
product / He 6osaee 102 KOE B 1 1 (M)
npenapara

Not more than 10’ cfu per 1 g (ml) of the
product / He 6osiee 10 KOE B 1 r (M)
npenapara

Absence per 1 g (ml) of the product /
Orcyrcreue B 1 1 (M) npenapara

Absence per 1 g (ml) of the product /
Orcyrcreue B 1 r (Mn) npenapara

Absence per 1 g (ml) of the product /
OrcyterBue B 1 1 (M) npenapara

Absent / OrcyterByer

Absent / OtcyrerByer

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

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

Absent / Orcyrersyer

15. | Assay / KosiuuecTBeHHOe onpeaeieHne

a) Azelastine hydrochloride /
A3eacTHHA THAPOXJI0PUI

From 85 % to 115 % of the labeled claim | 101
of azelastine hydrochloride / Ot 85 % 1o
115% OoT 3a9BJEHHOrO KOJMYECTBA
asenacTUHa THAPOXAopUIa

0% /101,0%

b) Mometasone furoate /
Momerazona gpypoar

From 85 % to 115 % of the labeled claim | 101
of mometazone furoate / Or 85% a0
115% OT 3agBJICHHOIO KOJMYECTBA
MOMETa30Ha Qypoara

5%/ 101,5%

(
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Certificate of Analysis for Finished Product /

Ceprudukar aHa/IH3a HA FTOTOBYIO NPOXYKIHIO
Page 7 of 7/Crp. 7u3 7

Name of product / Momat Rino Advance /
HaumenoBanue npogykuuu Momat Puno Ansanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenatentoBanHoe Ase o N o ) N
3€/aCTHH + MOMETA30H CNpeit HA3aIbHbIH 103HPOBAHHBIN
HAHMEHOBANHE
Each spray delivers / Kaxzaas no3a cnpes coaepxur:
JeiicTBy1omine BemecTsa Mometazone Fuorate BP 50 meg / Momeraszona gypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Azenacruna rujgpoxnopua bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposka 140 Mkr + 50 mxr JaTta npoussoacraa 1212022
gosage form / I\f[eterued-dose nasa spray / N Date of Exp. / I'oneun no 11/2024
eKapcTBeHHas opma Cripell Ha3abHbIH JO3UPOBAHHBIN
Product code / Koa npoayxta | SRU0300082460401GS Date of release / JlaTa sbinycka 31.12.2022
Batch No/Cepus Ne 12220791 Qty. Released / 34,080 BOT
KoJsinuecTBO BhINyiEHO 34,080 ¢naxonos
Batch size / Pazmep cepuu 37,815 bot /37,815 dnakonos Mig. License No. / MNB/10/832
HpousBoacreennas jguuensus Ne
Inspection Lot No 040000431669 Mfg. License Date / 30/04/2020
Kourposnupyemas cepusi Ne IlpoussoacTBendas Juuensus (1ara)
Package size / Vnaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmrar (nara)
Market / Poisox Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpmcat Ne
Reference specification No / . STP No/
Crenuduiaius Ne SPC-CC-051325 CIIM Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJILTATHI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94.0% / 94,0%
Benzankonus xyopug of benzalkonium chloride / Ot 80 % xo

120% oT 3a9BACHHOrO KOIMYECTBa
OCH3AIKOHUS XTIOpHIa

16. | Package size/ RAKBRA-. 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped
Y P equipped with a metering device and | with a metering device and actuator with
actuator with protective cap. Bottle with | protective cap. Bottle with leaflet placed in
leaflet placed in carton box. / ITo 75 u | carton box. / Ilo 75 103 Bo Qaaxon uz I1DBI],
150 mo3 Bo (makon w3 TIDBIL, | cHaGxeHHbIH JO3UPYIOIINUM YCTPOHCTBOM U
CHAOXEHHBIH JO3UPYIOIUM YCTPOHCTBOM | HA3abHBIM aIAIITEPOM C 3AUIUTHIM
W HA3ANBHBIM aIalTepoM C 3AIUTHBLIM | kosmaykoM. OIakoH ¢ MHCTPYKIHEH Mo
koamagkoM. PakoH ¢ MHCTPYKUMEH MO | NPUMEHEHHIO TIOMEIIAIOT B KAPTOHHYIO
NPUMEHEHMIO MOMEINAIOT B KAPTOHHYIO | Mayky.

Hauxy.

17. | Labeling/ MapKuposKa~ According to ND / B coorBercraun ¢ HJ]

18. | Storage / Xpaneune Store at 15 to 25 °C. Do not freeze. / Ilpu Temneparype ot 15 no 25 °C. He
3aMOPaXUBATE.

19. | Shelf-life / Cpok rognocTn 2 years/2 rona

Any deviation/Incident/OOS: Non-applicable
Orknonerusi/necoorsercTBua/OOC: He MpUMEHHMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority and with the normative document no. JI[1-003328-241221. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3aKarouenue 0 COOTBETCTBUM: HACTOSAIUMM IOATBEPXKAAIO, YTO MPEJCTABIECHHAS BhIIC HHOOPMAIHUS SBASETCS AOCTOBEPHOM ¥ TOMHOM,
Jannas cepus Oblla NpOU3BEAEHA, BKIIOYAS YNAKOBKY/MApKHPOBKY, ¥ MPOKOHTPONMPOBAHA Ha YKA3aHHOM BLINE MPOM3BOACTBEHHOM
TJIOAJKE B [IOJIHOM COOTBETCTBUH ¢ TpebosaHusmu Hamnexaiueit ITponsponcreenHoit Ipaxtrku (GMP) u tpeGoBanusMu HOpMaTUBHOM
noxymenTawn JII1-003328-241221. Ilpotokonsl NMpOM3BOJCTBA, YNAKOBKM M IPOBEACHHBIX AHATM30B NS JAaHHOH cepud Obinu
NPOAHAM3HPOBAHLI M CACNAHO 3aK/IKOYEHHE, YTO OHH COOTRETCTBYIOT TpeGoanusaM Hamnexanie#t [poussoncreennoii Ipakruku (GMP).

\
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