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Name of product /
HaumMenosaHne NPoAYKUMH

Momat Rino Advance /
Momat Puno Ansauc

Generic name /
HenarenTtoBaHHOE
HAHMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTHa THAPOXJIOPHA K MOMETasoHd (ypoart cnpeit Ha3a/bHbIH 103MPOBAHHBIA

JeficTByol1ue BemecTsa

Each spray delivers / Kaxcnas 103a cnpest COACPKUT:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.@. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenactunia ruapoxsopua Bpur.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
Strength / Jo3uposka ‘ 140 wKr + 50 MKR Jata npoussoxcTsa 11/2021
Dosage form / Metered-dose nasal spray / :
JlexapcrBensas popma Crpeli Ha3anbHBIY J03MPOBaHHbIA Date of Exp. / Fonen xo 1072023
Product code / Kox npoayxra | SRU0300082460401GS Date of release / lara Bbinycka 01.12,2021

Qty: Released / 34,560 BOT

Batch No/Cepus No 12210687 Ko/14ecTBO BbINyweHo 34,560 ¢naxonos
Batch size / Pasmep cepuun 37,815 bot /37,815 ¢nakoHos x;%;g;z;n:;l::;l;ﬂ Auensust Ne MNB/10/832
Inspection Lot No Mfg. License Date / 30/04/2020
KoHTposupyemas cepusi Ne 040000361560 Ipou3BoaACTBeHHAs JHLICH3NS (1aTa)
Package size / Ynaxosxa 75 doses / 75 no3 gmll; iz)r:y;:(ll;:r'l;ic&;tﬁ;ate Data/ 18/06/2020
Market / Poinox Russia / Poccus gl\M'; i;?:;:?c:rc;.:ﬁﬁcate No/ GMP-01556/20/IN
Reference specification No / STP No/
Creundmkanus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA . OBSERVATION / PE3YJIbTATDBI

1. Description / Onucanne

White to off-white suspension / benas
VUM IOYTH Oenas CycreH3us

Off-white suspension /
[Mourtu Genas CycneHsuns

2, Identification / llognuaHocTL

aj Azela.étine hydrochloride /

Asenacmuna 2u0poxnopud
Xk A -~
“,‘Z"\\ Y ASs Ur@
i~ )

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
YAEPKUBAHWA  OCHOBHOrO INHMKa HA
XpOMarorpaMme HCMbITYEMOTO PacTBOpa
JO/DKHO  COOTBETCTBOBATH  BPEMEHH
YACPXKMBAHUS  OCHOBHOFO MHMKAa  Ha
XpOMaTorpaMMme pacTBOpa CTaHIapTHOTO
obpasiia a3enacTMHa TMAPOXJopuaa (CM.
paszen «KomuuecTBeHHOE
ONpeAeeHUER).

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 /
Bpems yIep)XMBaHWA OCHOBHOTO MuKa Ha
XpOMATOrpaMMe  MCHBITYeMOr0  pacTBopa
COOTBETCTBYET  BPEMEHH  YAEPXKHBaHusl
OCHOBHOIO MHMKa HAa  XPOMATOrpamme
pacTBOpa CTaHAApPTHOTO o0pasua a3e/lacTHHa
ruapoxJjopuaa (c™m. pasaen
«KonnyecTBEHHOE ONPEEICHHED).,

b) Mometasone furoate /
Momemazona giypoam

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: yaepxusaHus

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 yaepxuBaHMsS OCHOBHOTO TNHKa Ha

OCHOBHOTO TNHMKa Ha XPOMarorpaMMe | XpomaTorpamMme HCMLITYeMOro  pacTeopa
MCHBITYEMOr0 pacrsopa JOMKHO | COOTBETCTBYET  BPEMEHM  YACPKUBaHUs
COOTBETCTBOBATh BPEMCHM YACDXKUBAHMS | OCHOBHOTO  MNHKa HAa  XpomaTorpamme
OCHOBHOrO THMKA HAa XPOMATOrpaMme | PacTBOpa CTaHAapTHOro o0pasiia MOMETa30Ha
pacTtBopa CTanJapTHOro obpasua | ¢ypoara (cm. pasmen «Konu4ecTBEHHOE
MoMeTasoHa (iypoata (cM.  pasfienl | ONpEAC/CHUEN).
«KonnuecrBeHHOE OnpeiencHue»).
Prepared by / IloaroToBaeno Checked by / Ilposepexo Approvedpyby / Onobpeno
Signature / Moanucn Uy
Date / Jlata [P AIARYYA o]l ) 07 lnhe
Name / ®HUO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / losxHocTh Officer — QA Officer -QA Asst. Manager -QA
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Page2 of 8/Crp. 213 8
Name of product / Momat Rino Advance /
HaumenoBanue npoayxumnu Mowmar PuHo AxBanc
g:z::ecul;zr::uluoe | Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBANHE AsenactuHa THAPOXJIOPH M MOMETa30Ha (ypoaT cripelt Ha3aNbHbIH 103MPOBAHHEIH
Each spray delivers / Kaxnas go3a cnipes comepxur:
JeiicTayloniye BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoat Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactyna ruapoxaopua bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 mxr JlaTa npousBoacTea 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcrBennas dopma Cripeii HasanbHbIH 103UPOBAHHEL Date of Exp. / Tonen no 10/2023
Product code / Kox npoaykra | SRU0300082460401GS Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 34,560 BOT .
Batch No/Cepun Ne 12210687 KonuyecTBo BbinymeHo 34,560 dnaxonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot /37,815 dnakouos MpoussoacTaennas auuetsnus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemasn cepus Ne 040000361560 Ilpon3soacTBeHHan JuueH3us (aaTa)
Package size / Ynaxosa 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
: GMP cepruduxar (aata)
Market / Puinor Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundukauus Ne SPC-CC-051325 CIIA Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEGOBAHUS OBSERVATION / PE3YJIbTATbI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benzankonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding

corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ci2 and Cis in the
chromatogram of the standard solution /
Ha  xpomarorpamme  ucnbiTyemoro
pacTBopa  AOMKHBI  OGHAPYXKUBATLCH
MUKY, COOTBETCTBYIOLIUE MO BpPEMEHAM
YACpXHUBaHUs nukam romosoros Ciz u

to the retention times of peaks of
benzalkonium chloride homologues Ci2 and
Cis in the chromatogram of the standard
solution / Ha xpomarorpamMme MCOBITYEMOTO
pacrBopa 0OHapYKUBAIOTCH NUKY,
COOTBETCTBYIOLINE no BpEMEHAM
yaepxusanus nuxaM romosoros Ciz u Cis
OeHzankoHMs XJOpHIa HA XPOMATOrpamMMme

Cus 6eH3aNKoHUs X/IOpUAA  HA | CTAHZAPTHOrO  pacTBopa  (cM.  paszen
XpOMaTorpamMme CTaHIapTHOro pacTBopa | «KoauuecrBeHHoe onpeaencHue»).
(cm. paszaen «KonuuecrBennoe
OMpPENENCHUER ),
From 4.0 to 5.0/ Or 4,0 no'5,0 4.580 /4,580
Density / IlnoTnocTs From 0.90to 1.10 g/cm?/ ‘ 1.01 g/cm3
Ot 0,90 10 1,10 r/em® 1,01 r/em®
5. | Viseosity / BazkocTn Not less than 5 cPs / He menee 5 cIl3 44.7 cPs/ 44,7 cll3
6 Osmolality / OcmonssabHocTs 250 to 350 mOsm/kg / 294 mOsm/kg
250 — 350 mOcm/kr 294 mOcm/kr
7. | Vial leak testing / lIposepka Leakage traces should absent / No leakage traces /
(hraKoHa HA TEPMETHYHOCTD OTCyTCTBHE CEIOB YTEUKH Cresibl yTeuku OTCYTCTBYIOT
Prepared by / [Toarotosaeno Checked by / IIposepeno Approved\by / Ono6peno
Signature / Mlognucs — a3
Date / lata oy 121TW7] a3 Inin of [y
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JonsxHocTs Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /

Ceprudukar anaju3a Ha roTOBYIO IPOAYKIHIO
Page 30f8/CTp.3 13 8

Name of product / Momat Rino Advance /
HaunmenoBaHHe npoaykuvu Mowmart Puno Ansauc
g:ﬁ::lecu:'ﬁr:lfnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
71 1 103upOBaHHEII

HAUMEHOBANME A3enacTviHA I'MAPOXIOPUI ¥ MOMETa30Ha (ypoaT cripeli HasaNbHbIN 103Up

Each spray delivers / Kaxnas no3a cnpes coaepxur:
JeficTBylomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasoua dypoar Bput.®. 50 mxr

Azelastine Hydrochloride BP 140 meg / Aseaactina ruapoxsopus Bpur.®. 140 Mxr

140 meg + 50 mcg Date of Mfg. /
Strength / losuposxa 140 mkr + 50 mkr JlaTa npousBoAcTBa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcTBennas gopma Cripeit HasabHBIN JO3UPOBAHHBIit Date of Exp. / Fonen no 102023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / laTa Beinycka 01.12.2021

) Qty. Released / 34,560 BOT
Batch No/Cepun Ne 12210687 KosmuecTBo BhINyIIECHO 34,560 dnaxonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot /37,815 ¢naxonos MpoussoncTpennas auuensust Ne
Inspection Lot No Mfg, License Date / 30/04/2020
KouTpoaupyeman cepus Ne 040000361560 IlpousBoacrBennas Jauuensns (aara)
" GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxosica 75 doses / 75 no3 GMP cepruduiar (1a13)
Market / Pritiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/ X
Creundukauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATbI

8. | Mass of the released dose /
. Macca bicBoGokaaemoii 10361

Single dose / OTaeabnas o3a:

85.0 to 115.0 % of the claimed delivered
dose amount / 85,0 — 1150% or
3as1BACHHOTO BbICBOOOMK 1aeMOro
KOJIMYECTBA

Minimum / Munumym: 90.6 %
Maximum / Maxcumym: 106.9 %
Average / Cpeanee: 99.2%

Average dose / Cpeansn no3a:
90.0 to 110.0 % of the claimed delivered

amount / 90,0 ~ 110,0 % ot 3asBneHHOrO
BBICBOOOMXAAEMOr0 KOIMYECTBA

x 20

4
i .

Lt

&

9. | Mass of the vial content / Not less than 9.52 g / 9.83g/
Macca coaepaxumoro qm_alcona He Menee 9,52 r 9,83r
10. | Dose number / Koaunuectso a03 Not less than 75 doses / He menee 75 n03 | 94 doses / 94 103 /}}\'\A\"J Az, G
el .

11, | Particle size / Pasmep gacTun 90 % of particles less than 10 pm / 100.0% / 100.0% *
90 % yactuu pasmepom Meree 10 Mxm 0
100 % of particles less than 30 pm / 100.0% / 100,0% @
100% uacTuu pasmepoM Mexee 30 MkM % M"\
Particles of more than 30 um should be Absent / OtcyTerByioT '9/% p
absent / Yactuusi Gonee 30 MKkM JOKHbI Lha ma R

OTCYTCTBOBAThH

12. | Related substances / Poacteennsie npumecn

a) Azelastine hydrochloride /
A3zenacmuna 2udpoxnopuo:

Single unspecified impurity / Not more than 0.89 %/ He Gonee 0,89 % | Below LOQ/ Huxe LOQ
Exnnnvnolt Heunenn-

(uLMpoBaHHOI mpuMecH

Total impurities / Cymma npumeceii | Not more than 2.0 % / He 6onee 2,0 % Below LOQ/ Huxe LOQ

Prepared by / IogroToBieno Checked by / Ilposepeno Approved by / Onobpeno
Signature / Hoanucs W 7 ax
Date / Jlata V5 1 Mo P Y I EN Ky
Name / DHO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JosknocTtn Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 4 of 8/Crp. 4u3 8

Name of product /
HaumenoBaHue NpoayKuuu

Momat Rino Advance /
Mowmat Puto Ansauc

Generic name /
HenaTeHToBannoe
HAUMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasai spray /
AsenacTiHa ruapoXIopUR M MOMETa30Ha (ypoaT cnpeil HasaIbHLIA 103MPOBAHHBIH

HeiicTBylomue BewecTsa

Each spray delivers / Kaxxnas n03a cripes corepxur:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 Mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun bpur.®. 140 mkr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mxr JlaTa nponsBoacTBa 1172021
Dosage form / Metered-dose nasal spray /
JlekapcrBennas gopma Cripeil HasanbHBIA J03UPOBAHHBIH Date of Exp. / T'oxen 1o 10/2023
Product code / Ko npoaykra | SRU0300082460401GS Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 34,560 BOT
Batch No/Cepusn Ne 12210687 KostnuecTso BhinymeHo 34,560 ¢naxonos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot/37,815 paaxouos MponssoacTBennas auuensust Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KouTtposupyemasi cepusi Ne 040000361560 Ilpon3BoacTBeHHAs JHIEH3UA (HATA)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (2aTa)
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP—01556/?0/IN
GMP ceprudurar Ne
Reference specification No / ; STP No/
Creuudniauus No SPC-CC-051325 CIIM Mo STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEGOBAHHUA OBSERVATION / PE3YJIbTATHI
b) Mometasone furoate /
Momemmona dypoam Not more than 1.0 % / He 6onee 1,0 % 0.02% /0,02%
Impurity D / ITpumecs D '

Single unspecified impurity /

Enunnunan venaentudumposanuas

npUMecs
Total impurities / Cymma Beex
npumecei

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

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

0.10%/0,10%

0.22 %/0,22%

Prepared by / [loarotosaeno Checked by / Iposepeno Approved bl / Ono6peno
Signature / oanuchk Yo
Date / Jlata T~ g 1] et ] IS YIEN % [
Name / ®UO Yogesh Kumar Mehta Atul Kumar ~Ajay Kumar Carg
Designation / loaxnocTo Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 50f8/Crp.5u3 8

Name of product / Momat Rino Advance /
HaumeHoBaHue NnpoayKuuu Mowmar Puno Anpanc
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToRANROE A3enacTviHa r’UAPOXIIOpH ¥ MOMeTa3oHa (ypoar cripel HasaibHBIN 03UPOBAHHbLH

HAMMEHOBAHUE , i

Each spray delivers / Kaxxzas no3a cnpes coaepxut:
HeitcTeyiomue sewmecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun bpur.®. 140 mxr

140 meg + 50 meg Date of Mfg, /
Strength / losuposka 140 mxr + 50 Mkr JlaTta npousBoacTBA 172021
Dosage form / Metered-dose nasal spray /
JlexapcTBennas ¢hopma Cripeit HasaIBHBIM 103UPOBAHHBIH Date of Exp. / Fozen no 10/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / laTa sbinycka 01.12.2021

Qty. Released / 34,560 BOT
Batch No/ Cepun Ne 12210687 KonuuecTso BHIMyLIEHO 34,560 ¢dnaxonos
; Mfg. License No. / MNB/10/832
Batcl’I size / Pasvep cepuu 37,815 bot/ 37,815 tnakonos MpousBoacTBennas auuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KouTtposiupyemas cepus Ne 040000361560 TIpoussoacTBeHHas JinueH3us (3aTa)
; GMP Compliance certificate Data / 18/06/2020
Package size / Ynakoska 75 doses / 75 nos GMP ceprdmicar (1a7a)
Market / Puitiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmxat Ne

Reference specification No / STP No/
Crieunduicaus Ne SPC-CC-051325 CIIN No STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHMUS OBSERVATION / PE3YJIBTATBI

13. | Uniformity of delivered dose /
OnHopoaHocTs BuICBOGOMAAEMOIT
J03bI

Not more than 2 values from 20
determinations may deviate from the
mean value by more than £25% (one
starting and one end delivered dose is
taken from each of 10 bottles) and none
may deviate by more than £35%.

If 3 to 6 values deviate by more than.
+25%, but less than +35%, test the
following 20 bottles,

Not more than 6 values from 60
determinations can deviate from the mean
value by more than +25% and none can
deviate by more than £35% /

He Gonee 2 3naueHnit u3 20 onpeaenenuii
MOTYT OTK/IOHATCS OT CPEAHEro 3HAUCHUS
Oonee ueM Ha * 25 % (0T kaxaoro u3 10
{nakoHOB Gepyrcs No OAHOR HauaNbLHOM
W ONHOW KOHEYHOH BLICBOGOXKIAAEMOH
I03€), ¥ HM ogHoro - Gomee 4eM Ha
+ 35 %,

Ecin or 3 xo 6 3mauenuii umetor
OTKJIOHEHHs Oonee uem + 25%, HO
MeHblle, yeM = 35 %, TO MCHBITHIBAIOT
cnenywommue 20 ¢aakonos.

He 6onee 6 3naueHnii uz 60 onpenenenuit
MOI'YT OTKJIOHATCH OT CPEAHErO 3HAYECHUS
Gosee uem Ha = 25 %, W HU OJHOTO,

Gonee uem Ha £+ 35 %

Azelastine Hydrochloride /
A3enacTUHa rHAPOXJIOPHA;

Beg / Hauano:

Minimum / Muanmym: 94.6%
Maximum / Maxkcumym: 100.1%
Average / Cpeauee: 98.1%

End/ Koney:

Minimum / Munumym: 93.2%
Maximum / Maxcumym: 104.3% -
Average / CpenHee: 98.9%

Mometazone Furoate /
Mowmerasona ¢ypoar:

Beg / Hauano:

Minimum / Munumym: 94.6%,
Maximum / Maxcimym: 101.8%,
Average / Cpennee: 98.7%
End/ Koney:

Minimum / Munumym: 93.5%,
Maximum / Maxcumym: 103.2%,
Average / Cpennee: 97.7%

Prepared by / ogrorosseno

Checked by / lIpoBepeno Approved by / OnoGpeHo
Signature / Tloanucs V]@% P i .
Date / lata o%]TULY o7 )~ A M
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kunfar Garg
Designation / Joaxuoctn Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 6 of 8/ C1p. 6 13 8

Name of product / Momat Rino Advance /
HaumenoBanue npoayxuun Mowar Puno Ansanc
ge neric name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CaTeHTOBANNOE A3e/1acTHHA TMAPOXJIOPHA U MOMeTa30Ha (ypoar cnpeli HazaabHbIN J03UPOBAHHKIN

HauMEHOBAHHE

Each spray delivers / Kaxnas n103a cipes conepxur:
HeiicTByiomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasoua dypoar bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopua bpur.®. 140 mkr

140 meg + 50 mcg Date of Mfg. /
Strength / leauposka 140 it 4 50 Mxr JlaTa npoMIBOACTEA 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcrBennas dopma Cnipeit HasanbHEBLA 103UPOBAHHEIH Date of Exp. / 'onen 1o 102023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / Jlata Boinycka 01.12.2021

. Qty. Released / 34,560 BOT
Batch No/Cepun Ne 12210687 KoanvecTBo BoINYMIEHO 34,560 gnaxonos
: Mfg. License No. / MNB/10/832
Batch size / Pasamep cepun 37,815 bot /37,815 daakouos NponssoncTaennas auuensus Ne
Inspection Lot No . Mfg. License Date / 30/04/2020
KouTpoaupyemasn cepus Ne 040000361560 Ilpon3BoacTBeHHan JuLeH3us (aara)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara)
Market / Peinosk Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
» GMP cepruduxar Ne

Reference specification No / STP No /
Crenmduanus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI

14. | Uniformity of dosage unit /
OamopoaHocTh a03upoBaHus

Not more than 1 value from 10
determinations may deviate from the
mean value by more than +25% (one
starting delivered dose is taken from each
of 10 bottles) and none may deviate by
more than +35 %,

If 2 or 3 values deviate by more than
+25%, but less than +35%, test the
following 20 bottles.

Not more than 3 values can deviate from
the mean value by more than £25 % and
none can deviate by more than +35 %/

He Gonee 1 3Hauenus u3 10 onpenencauii
MOXET  OTKIOHATCH  OT  CPEAHEro
3Ha4yenuss Gomee uem Ha +25% (oT
kaxcoro u3 10 ¢nakonos Gepercs no
ONHOM  HadanpHOM  BBICBOGOXKHAEMOI
J03€), U HU OJHOro, Oonee ueM Ha
+ 35 %.

Enu gBa wiu Tpu 3HaueHus uMeloT
OTKJIOHCHUS Oonee 4eM =+25%, HO
MeHee, veM =35%, TO MCNBITHIBAIOT
cnenyioumye 20 ¢akoHoB.

He OGonee Tpex 3mauenudi moryr
OTKJIOHATBCA OT CPEAHEr0 3HAYCHUS
Gonee, uem Ha +25%, u HM OAHOTO,
Gonee yeM Ha + 35 %.

Azelastine Hydrochloride /
A3elacTHHA FTMAPOXJIOPYA:

Minimum / Munumym: 94.6%,
Maximum / Makcumym: 100.1%
Average / Cpennee: 98.1%

Mometazone Furoate /
Mowmera3ona ¢ypoar:

Minimum / Munamym: 94.6%,
Maximum / Makcumym: 101.8%,
Average / Cpennee: 98.7%

Prepared by / loaroroeaeno Checked by / IIposepeno Approvediby / OnoGpeno
Signature / Tloanuce o> " .
Date / lata T PEITIEN ¥ InhsM
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kuntar Garg
Designation / JonskHocTn Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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CepTudukar anajn3a HA FOTOBYIO IPOXYKIHIO
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Name of product /
HaumenoBaHue npogyxuun

Momat Rino Advance /
Mowmat Puno Anpanc

Generic name /
HenarenToBannoe
‘HAUMeEHOBaHue

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTuna rupOXJIOPHA U MoMeTa30Ha (lypoar cnpell HasaNbHbIN J03MPOBAHHLI

HelicTBylommue BewecTsa

Each spray delivers / Kaxxnas n03a cnpest conepxurt:
Mometazone Fuorate BP 50 mcg / Momeraszona dypoat Bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 ﬁ% / Asenacruna ruapoxnopua bpur.®. 140 Mxr

St Tomumes | Homs 0 N e
Nexuperoenuan dopms | Crpets v eomoopasss_| D3 OF X/ Tonen 1072023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / lara Beinycka 01.12.2021
Batch No/Cepun Ne 12210687 ggl.ul::t::zdaimymeno giggg (];JIOaT(OHOB
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakoros #;ﬁ;;‘;ﬁ;n;e;::;ga uuensus No MNB/10/832
gj::;ﬁﬂ;;tﬁ:: cepus No 040000361560 llYII:(g).nI;:)?unc?BIe)::;; Juuen3ng (1aTa) 30/04/2020
Package size / YnaxoBka 75 doses / 75 no3 gmg cc‘:(;)l::;:l?c?rc(;;t':ﬁ; ate Data / 18/06/2020

‘ Market / Poinok Russia / Poccus gxg i(:)?:;zl:;?:‘:ﬁﬁcate No/ GMP-01356/20/IN
e operifivationNo/ | spc-cc-01325 o e/ STP-CC-037517
No TESTS / NOKA3ATEJU LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATHI

15. | Microbiological purity / MukpoGuoa

OrHYeCcKaf YNCTOTA

Total aerobic microbial count and
total yeast and moulds count
(combined) / OGuee yncno
23pobHbIX GaxTepuii n
JAPOAGKEBBIX U NJIeCHEeBLIX rpudos
(cymmapho)
Test for Absence of Specified
“Microorganism / Tecr na
cneundguyeckne
MHUKPOOPTaHU3MBI:

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
OHTEpPOOaKTEPHH, YCTOMIMBEIC K
HETIH

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

Orcytersue 8 1 r (Min) npenapara

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

Absent / Orcytcrayer
Absence per 1 g (ml) of the product /
Orcytersue 8 1 r (M) npenapara
Absence per 1 g (ml) of the product / Absent / Oreyrersyer
Orcyrersue B 1 r (M) npenapara
Absence per 1 g (ml) of the product / | Absent/OtcyrcrByer

16. | Assay / Kosuuectsennoe onpegenenne

a) Azelastine hydrochloride /
Asenactuna ruapoxsaopun

From 85 % to 115 % of the labeled claim
of azelastine hydrochloride / Or 85 % 1o
115% oT 3adBNEHHOrO KONMYECTBA
a3eNnacTHHA r’UAPOXJIOpUIA

91.2%/91,2%

Ny

e 99
._—//

o

b) Mometasone furoate /
MowmeTtasona pypoar

From 85 % to 115 % of the labeled claim
of mometazone furoate / Or 85 % 10

100.9% / 100,9%

Lid

s

115% or 3assnesHoro KoJMuecTBa
MoMeTasona (hypoara
Prepared by / IfoaroTosaeno Checked by / Iposepeno Approvedyby / Onobpeno
Signature / Hoannce )_—~ £
Date / lata gL 1Y) 031h ) 28 v
Name / DHQ Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / lojsxHoCTD Officer — QA Officer -QA Asst. Manager -QA
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Ceprndnxar ananau3a Ha roTOBYI0 POIYKIMIO
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu .| Momar Puno Ansauc _
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CaTeHTOBAHHOoE A3enacTHHA THAPOXJIOPU U MOMETa30Ha QypoaT cripelt HasaIbHEINA 103MPOBAHHDIH
HAMMEHOBaHHe
Each spray delivers / Kaxknas nosa cnpes coaepxmur:
JelicTBylomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun bpur.®. 140 Mxr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 mxr JlaTa npoussoacrsa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcreenHas ¢opma Crpeii Ha3anbHbI 103UpoBaHHbIH Date of Exp. / Fozient 1o 10/2023
Product code / Kon npoayxra | SRU0300082460401GS Date of release / laTa Boinycka 01.12.2021
Qty. Released / 34,560 BOT
Batch‘ No/Cepus Ne 12210687 Koauuecrso BeinywmeHo 34,560 dnaxonos
; ' Mfg, License No. / MNB/10/832
Batch size / Pasmep cepuu 37,815 bot /37,815 daaxonos TponssoxcTaennas muuersms Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KoHTposnupyemas cepusa Ne 040000361560 IlpoussoacTeenHast IuueH3ns (AaTa)
Package size / Ynaxonka 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara)
Market / Phinok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No / STP No/
Creumduicanus Ne SPC-CC-051325 CITA Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEEOBAHUSL OBSERVATION / PE3YJIbTATBI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 90:1%/90,1%
Bensankonus xaopua of benzalkonium chloride / Ot 80 % no

120% or 3asBneHHOro KoJM4YeCTBa
GeH3aIKOHMA XI0pUaa

17. | Package size /Y. 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped
W As Sen 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. / ITo 75 103 Bo dnaxor u3 TIDBI,

150 nmos Bo ¢nakon w3 IIDBII, | cHaGaeHHBIH AO3UPYIOUIMM YCTPOHCTBOM H

CHabXEHHEI 103UPYIOILMM YCTPOHCTBOM | HA3AILHBIM ANANTEPOM C 3aUIUTHBIM

H Ha3a/IbHbIM ajanrepoM ¢ 3allUMTHREIM KkoanauykoM. DyakoH ¢ uHcrpyKuueﬁ no

KosmaukoM. ®akoH ¢ MHCTpYKLMeH MO | NPUMEHEHMIO IOMEUIAIOT B KAPTOHHYIO

NPUMEHEHHIO TOMEIIAIOT B KAPTOHHYIO | Hauky.

navkxy.
18. | Labeling / Mapxild8xs—" According to ND / B cootserctauu ¢ HJI
19. | Storage / Xpanenne Store at 15 to 25 °C, protected from light. Do not freeze. / B 3aimuiieHHOM OT cBeTa MecTe

npu Temneparype ot 15 o 25 °C. He 3amopaxusars.

20. | Shelf-life / Cpox roanoctu 2 years /2 rona

Any deviation/Incident/OOS: Not applicable

Orxnonenns/Mnunaento/O0C: He NpUMEHHMO

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. JITT-003328-2311 15, Amend. No 1 dt. 12.09.2016, amend. No 2

dt. 05.12.2016, amend. No 3 dt. 08.10.2018, amend. No 4 dt. 03.06.19, amend. No 5 dt. 20.03 .2019, amend. No 6 dt. 23.01.2020, amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akaiouenye 0 COOTBETCTBHM: HACTOSAILMM MOATBEPHKIAIO, HTO Npe/CTaB/ieHHas BhiLle MHGOPMALWA ABNAETCS AOCTOBEPHON W TOUHOM.
Mlanuas cepust Gbia MpOW3BENEHA, BKJIIOYas yNakoBKY/MapKUpOBKY, U NPOKOHTPOJIMPOBAHA HAa YKA3aHHOM BbIIE IPOU3BOLCTBEHHOM
TIOLIASIKE B [TOIHOM COOTBETCTBHH ¢ TpeboBanusmu Hannexameii [ponssoncreennoit Ipakruku (GMP) u TpeGoBannamu HOpMaTUBHOM
nokymentaumn JIT1-003328-231115, Usm. Ne 1 or 12.09.2016, Ham. Ne 2 ot 05.12.2016, Ham. Ne 3 ot 08.10.2018, M3am. Ne 4 or
03.06.2019, H3m. Ne 5 o1 20.03.2019, Usm. Ne 6 ot 23.01.2020, M3m. Ne 7 ot 20.02.2020. Jlanuas cepusi COOTBETCTBYET TpeboBaHUAM
HOpMAaTMBHOH JOKyMeHTaumMu. IIpOTOKOMBI NPOUSBOACTBA, YMAKOBKM M NPOBEACHHBIX AHAIM30B JUIS  JAHHOM cepuu  GbuH
TIPO2HANNINPOBAHLI Y CAC/IAHO 3AKIIOUEHHE, YUTO OHM COOTBETCTBYIOT TpeGoBanuam Hannexatueit [TpoussoacTaeHHoM Ipakruku (GMP).

Prepared by / Iloarotossaeno Checked by / IIposepeno Approved by / Onodpeno
Signature / Ioanucs Yo af) .
Date / llata 'A5e 11 e 22n M 2¥1hvijwn
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kuthar'Garg
Designation / JoaxuocTn Officer — QA Officer -QA Asst, Manager -QA

FCM/QA054/08.00




