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A new way for a new world

~Certificate of Analysis for Finished Product / :

CepruduKraT aHAIN3a HA TOTOBYIO IPOAYKIMIO :
: Page 10f8/Crp. 1u3z 8

Name of product / Momat Rino Advance /
Haumenosatiue npogykuun | Mowmar Puxo Ansanc
Generic-name / Azelastine + Mometasone metered dose nasal spray /
Henarentopanuoe o N .
A3eaCTHH + MOMETa30H CTIpell HA3ANLHBIN JIO3HPOBAHHLIH
HAUMEHOBaHMe
Each spray delivers / Kaxnas 1osa cripes conepkur:
JeiicTBylomue BemecTsa Mometasone Furoate BP 50 meg / Momerasona ¢ypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopua bput.®. 140 mkr
o 140.meg +50 meg / dose Date of Mfg. /
Strength / losuposka_ 4O sar + 50 MK/ 1038 JlaTa NpoMsBOACTES 05/2024
Dosage form / Meterf:d -dose nasval s;?ray / 5 Date of Exp. / Fomen 10 04/2026
Jlexapereennas ¢popma Cripeit Ha3aNLHBIH JO3HPOBAHHEII ~
Product code /
K SRU0300082460401DM Date of release / lara Boinycka 15.06.2024
01 NPOAYKTA
' . Qty. Released / 22,560 BOT
Batch No / Cepusa Ne 12240588 KoamuecTso oimyieno 22,560 axoros
Batch size / Pazmep cepun 25,395 bot /25,395 dnakoros Mfg. License No. / c MNB/10/832
TIponssogcTeenHas auuensus Ne
. ' Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000529327 TIpouspoacTeennas auuen3ns
OHTpOJIpYyeMasi cepust N (nara)
. < GMP Compliance certlf cate Data/ | 18/06/2020
Package size / Ynakoska 150 doses / 150 g03 GMP ceprudurat (1ata) i
Market / Poimok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudnkat Ne
Reference specification No / y STP No / ~
Crieupducaus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride /. .| Batch No / F400-23004 Mfe by / Urquima S.A., Spain /
) A3eNacTHHA MMAPOXIOPUI Cepus Ne Ilpousson. | Vpksuma C.A., YUcnanus
API information / MTC-003/22
Hudopmauus 06 A®C | Mometasone Furoate / Batch No / L23024A1, Mfg by / Sterling S.p.A., Italy /
, Mowmerasona gypoar Cepust Ne MTC-001/23 - | Hpousson. | Crepmunr C.1i.A., Uranus
‘ 123178A1
No TESTS / IIOKA3ATEJIU LIMITS / TPEGOBAHUA OBSERVATION / PE3YJbTATHI
1. Description / Onucanne White to off-white suspension / Benas win | Off-white suspension /

nouty Hesas cycrneHsus Touru Genas cycneusns

2. Identification / HpenTudurxauus

a) Azelastine hydrochloride /
Asenacmuna zudpoxnopuo

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

IIHKa - a3ejaacTHHa THAPOXJIOpYAa - Ha
xpowamrpawvle CTaHIapTHOTO pacTBopa

The retention time of one of the main peaks in
the chromatogram of tést solution comply with
that of Azelastine hydrochloride peak ‘in the
chromatogram of - standard ‘solution “(see

of standard solution (see "Assay” section) | "Assay” section) . /. Bpems ymepxuBaHus
/- BpeMs yIepKuBaHWS  OJHOTO . H3 | OJHONO . U3  -OCHOBHBIX THKOB  Ha
OCHOBHBIX -IIMKOB . HA - XPOMATOTPAMME | XPOMATOIPAMME - HMCIBITYEMOTO — PACTBOPA
UCTILITYEMOTO pacTBopa JOJDKHO | COOTBETCTBYCT BPEMEHHM YACPKMBAHUSI IIMKA
COOTBETCTBORATH BPEMEHM YAEPAYMBAHUSL | a3e7aCTHHA THAPOXAOPHIA Ha

XPOMATOTPAMME CTAHAAPTHOIO PACTBOPA.

(cM. pazzen «Konnuecrrennoe
OnIpE/IeICHUEY).
{
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A new way for a new world

Certificate of Analysis for Finished Product /

Ceprudukar aHamn3a Ha TOTOBYIO NPOAYKIIHIO
Page20of8/Crp.2u3 8

Name of product / Momat Rino Advance /
HaumeHoBauue npoaykunn | Mowmar Puno Ansanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

Henarentoanuoe o . o
A3e1acTUH + MOMETa30H CIipeH Ha3albHbIH J03UPOBAHHDIH
HAHMEHOBAHUE
Each spray delivers / Kaxcnas nosa cnpest conepxut:
MeiicTByomue Bemecrsa Mometasone Furoate BP-50 meg / Momerazona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Asenactyna ruapoxsopus Bput.®. 140 Mxr
140 meg +50 meg / dose : Date of Mfg. / S5
| Strength / losuposka 140 MK + 50 MK/ 1033 ! Jlava npoussoacrea 05/2024
Dosage form / Meteryed-dose nasval s;’)ray / ) Date of Exp. / Coaen 0 04/2026
JlexkapcTBennas gopma Crpeii HazasbHEI 103UPOBAHHLIH
Product code /
K SRU0300082460401DM Date of release / {ara suinycka 15.06.2024
Ol NPOAYKTA
. Qty. Released / : 22,560 BOT
Batch No/Cepus Ne 12240588 KosuuecTBo BoinyumeHo 22,560 daxoHoB
Batch size / Pazmep cepun 25,395 bot /25,395 dnakoHos ‘Mig. License No./ MNB/10/832
IIpousBoacTBeHHAs AnUeH3UT No
; Mfg. License Date / 30/04/2020
Inspection Lot No .
040000529327 Ipou3BOACTEEHHAS JHIIEH3US
Kourpoanpyemas cepun Ne (nata) ‘
. GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 150 doses / 1540 03 GMP cepruduar (1a1a)
Market / Poisiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprndmrart Ne
Reference specification No / STP No / TP.CC-00
Crenudukanus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride /. | Batch No / Mfg by / Urquima S.A., Spain /
F400-23004
AseylacTHHA rHIPOXIOPHIL Cepust Ne Hpouseoa. | Ypxsuma C.A., Ucnanus
APl information /. - : MTC-003/22 ;
Hndopmanus o6 A®C .| Mometasone Furoate / Batch No/ 123024A1, Mfg by / Sterling S.p.A,, Italy /
.| Momerazona ¢ypoar Cepus Ne MTC-001/23 | Tponssoa. - | Crepnuur C.nLA., Vtanus
‘ : L23178A1
No TESTS /TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATBHI
b) Mometasone furoate / The. retention time of one of the -main | The retention time of one of the main peaks in
Momemasona gypoam peaks in the chromatogram of test solution | the chromatogram oftest solution comply with

should comply with that of mometasone | that .'of ‘mometasone *furoate “peak in the
turoate peak “in the. chromatogram "of | chromatogram of - standard - solution - (see
standard -solution (see "Assay”section) /| "Assay”’section) / - Bpewmsa = yaepxuBaHHs
Bpems - yAepKUBAHYA  OHOTO ~ ‘M3 | OMHOrO " M3 ~OCHOBHLIX & IIMKOB ' Ha
OCHOBHBIX - IIUKOB ~ HA - XPOMATOIpPaMMe -| XpOMAaTOrpaMme = WCHBITYeMOr0 — pacTBopa
UCIBITYEMOrO pacrBopa ZIOJDKHO -| COOTBETCTBYET. BPEMEHU YACPXKHUBAHUS TIHKA
COOTBETCTBOBATE BPEMCHH YASP/KUBAHHA | ‘MOMECTa30Ha ~(ypoara “Ha . XpOMATorpaMMe
nMKa . MoMerasoda - (ypoaTa  Ha | CTAHAAPTHOIO PACTBOPA.

XPOMATOrpamMMe CTaHAAPTHOIO PacTBopa

(cm. paszzen «Komuuecrsennoe
OIIPENECIICHUEY ).
Prepared by / Hoarorosneno _Checked by /IIposepeno Approvet by / Onobpeno
Signature / Hloanucsy > I T -
Date/ Jlata [y g Ja \othver s f e Ll
Name / ®HO Atul Kumar Akshit Bhardwaj Sand‘eep Semwal
Designation / Jomxuocts Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Fihished Product /

- CeprudukaT aHaJn3a HA FOTOBYIO HPOTYKUHIO

Page 3of 8 /Crp.3u3 8

Name of product /
HaumMeHoBanue NpoayKumu

Momat Rino Advance /
Mowmat Puno AnsaHc

Generic name /
HenarenroBannoe
HAUMEHOBAHHE

Azelastine + Mometasone meteréd dose nasal spray /
A3CIACTHH + MOMETA30H CTpei HazalLHbI 103UPOBAHHEIH

JeiicTBylouine Beecrsa

Each spray delivers / Kaxzas no3a cnipes conepxur:
Mometasone Furoate BP 50 meg / Momerasona gypoar Bput.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna rigpoxiopua bpur.®. 140 mxr

e 140 mcg + 50 meg /- dose Date of Mfg. /
Strength’/ Jiosuposka 140 mxr + 50 mxr/ no3a JlaTa npokIBoLCTEA 05/2024
Dosage form / Metel‘f:d-dose IlaS?l spray / } Date of Exp. / Toaen 10 04/2026
JlexapcTaennas dopma Crhipeil HasanbHBIN T03HPOBAHHBIH
Product code /
K SRU0300082460401DM Date of release / lata Boinycka 15.06.2024
0/l IPOAYKTA
o Qty. Released / 22,560 BOT
Batch No/Cepun Ne 12240588 KoanvecTso Brinymweno 22,560 ¢pnaxonos
Batch size / Pasmep cepuu 25,395 bot /25,395 ¢uaxoros Mfg; License No. / MNB/10/832
HpoussoncreenHas auuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K P ' 040000529327 ITpou3BOACTBEHHAS JIMIEH3HS]
OHTpOJIMpYyemasn cepus Ne (naTa) _
' . GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynaxoska 150 doses / 150 no3 GMP ceprudukar (1ata)
Market / Poisiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprmpumn“ .N‘o
Reference specification No / . STP No /
Crenudmicaua Ne SPC-CC-034990 CIM N , STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain/
: A3senacTuHa MHIPOXJIOPU Cepun Ne IIpoussoa. | VYpkeuma C.A., Hcnanusg
API information / ‘ MTC-003/22
Undopmanns 06 A®C | Mometasone Furoate / Batch No / 1L23024A1, Mifgby/ Sterling S.p.A., Italy /
Mowmerazona dypoar Cepus Ne MTC-001/23 | Opoussoa. | Crepsunr C.i.A., ranus
: 123178A1
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJILTATBHI

¢) 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 Ciz and - -Cia “in - the
chromatogram of ‘the standard solution /
Ha - xpomarorpaMme . UCHBITYEMOTO
PACTBOPA .. JOJDKHB .~ OBHAPYKUBATLCA
[IHKH, | COOTBETCTBYIOIHME MO - BpeMeHaM
yASPKABAHMA kaM roMosoroB Cia 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
Ci4 in the chromatogram ‘of the -standard
solution / Ha xpomatorpamme HCIILITYEMOIO
pacreopa OOHAPYIKUBAIOTCH 1KY,
COOTBCTCTBYIOLIME o BpEMeHaM
yAepxuBanusa Tvkam romojoros .Ciz u Cug
OCH3AIKOHUS ‘XJIOPULA HA XPOMATOTpaMMe

OeH3aTKOHUS XJ0pUAa Ha | CTAHZAPTHOIO PAcTBOPA.
XPOMATOrpaMMe CTaHZAPTHOrO PacTBopa
(eM. pasies «KonyuecTBenHoe
OTIPEACICHUEY ).
pH From 4.0t0 5.0/ 01 4,0 10 5,0 4.66/4,66
4. | Density / IlnotHoctn From 0.90 to 1.10 g/cm? / 1.03 g/em?
. 010,90 10 1,10 r/em?® 1,03 r/em?
s. Viscosity / Baskocts Not less than 5 ¢Ps / He menee 5 ¢II3 20 ¢Ps/20 cllz

Prepared by /TloaroToBjeno Cl;eeked by / IIpOBepeHO Approved\ by.7 Onobpeno
Signature / Tloanucek 0 (M ey
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Ay foransy ond Certificate of Analysis for Finished Product /
CeprudnkaTt aHAIH32 HA TOTOBYIO 1 POAYKIIHIO ,
Paged of 8/ Crp.4u38
Name of product / Momat Rino Advance /

Haumenosanue npoaykunn | Momar Puno Ansanc

Genericname /

Azelastine + Mometasone metered dose nasal spray /

Inspection Lot No 040000529327

KonTponnpyemas cepusi Ne

IlpousBoacTBeHHAs JHLEH3HUSE

HenarenroBanHoe o N .
A3e1aCTHH + MOMETa30H CIIPeH HA3ANLHBIA JO3MPOBAHHbI
HAHMEHOBaHHE
Each spray delivers / Kaxxiast 103a cnipes coiepxur:
HeiicTByrouiue Bemecrsa Mometasone Furoate BP 50 mcg / Momerasona gypoar Bpur.®. 50 mMxr
| Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun Bput.®@. 140 mxr
140 meg +.50, meg / dose Date of Mfg. / -
| Strength / Jlosuposka 140 Mxr + 50 rxr/-ac3a C e JlaTta npoussoacTaa el 29 '24 e -
Dosage form / I\:[eterued-dose nasval spray / ) Date of Exp. / Toen 10 1 042026
JlexapcreeHHas dopma Cripeli Ha3aIbHBIM NO3HMPOBAHHBIN
Product code / »
SRU0300082460401DM Date of release / /laTa spinycka 15.06.2024
Kop npoayxra
o Qty. Released / 22,560 BOT
Bateh No/Cepun Ne 12240588 KosnyecTso Beinyuieno 22,560 ¢raxonos
Batch size / Pasmep cepun 25,395 bot/ 25,395 pnakouos Mig. License No. / : MNE/10/832
Ilpouspoacreennasn juuensus Ne
Mfg. License Date / 30/04/2020

(nara) .
: GMP Compliance certificate Data/ | 18/06/2020
Package size / YnaxoBka 150 doses / 150 noz GMP ceprupuxar (1aTa)
Market / Poinok Russia / Poccus GMP.Compliance certificate No / GMP-01556/20/IN
. GMP cepruduxar Ne
Reference specification No / STP.No/
Creunduxanus Ne SPC-CC-034990 CTIN Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23004 Mfg by / Urquima S.A., Spain /
A3senacTuHa rHAPOXJIOPH Cepus Ne Hponseoa. | Ypkeuma C.A,, Hcnanus
API information / . MTC-003/22
Hndopmauus 06 ADC | Mometasone Furoate/ - | Batch No/ 1.23024A1, Mfg by / Sterling S.p.A., Italy /
Mowerasona Qpypoar Cepus Ne MTC-001/23 | IIpoussox. | Crepmuur C.mA., Wranus
' L23178A1 .
No TESTS / IIOKA3ATEIN LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIBTATHI

6. Mass of the released dose /
Macea BpIcBOGOMAaCMOl KO3BI

Single dose / OraenbHasn ao3a;

85.0 to 115.0 % of the claimed delivered
dose . amount / 850 — 1150% or
32sBJICHHOTO KOJINYECTBA

Average dose / CpeagHsis ao3a:

90.0.to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBiaeHHOTO
KOJIMYECTBa

Minimum / MusuaMyMm: 95.6%
Maximum / Maxcumym: 106.9%
Average / Cpeanee: 100.2%

7. Mass of the vial content /
Macca cogepuMoro (Jiaxona

Not less than 14.175 g/
He menee 14,175 r

144 ¢/
144 r

8. Dose number / Koanuecrso 103 Not less than 150 doses (disregard the 172 doses / 172 no3
first pumping) / He menee 150 no3 (ue
CYUTAs MEPBUYHYIO JIPOKAYKY)

9. Particle size / Pazmep uacruu 90 % of particles less than 10 um / 100.0% / 100,0%

90 % uactuy pasmepoM Menee 10 Mxm

100 % of particles less than 30 ym /
100 % wacTuu pasmepoM meree 30 MxM

Particles of more than 30 pm should be
absent / Hactuiet Sosee 30 MxM OMDKHB]
OTCYTCTBOBATH '

100.0% / 100,0%

Absent / OTcyTeTByIOT

10. | Sedimentation Stability / Not less than 5 min / He meuee 5 Mun Complies /

CeaAMMeHTALMOHHAS CoOTBETCTBYET

YCTORYUBOCTH

!
Prepared by / IToarorosJieno Checked by / TIpoBepeno Approved by / Onobpeno

Signature / Hloanuce 7T : e R
Date / lara I alou b Tl g g\ e
Name / ®HNO Atul Kumar Akshit Bhardwaj Sandeeb Semwal
Designation / {osxnocts Officer -QA ' Sr. Officer QA Sr..Manager -QA
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Certlﬁcate of Analysis for Finished Product /
CeandeaT AHAJIA3A HA TOTOBYIO NPOXYKIHIO -

Page Sof 8 /Crp. 5138

Name of product /
HaumenoBanue npoaykuuu

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
Henarenrosannoe
HAMMEHOBAHME

Azelastine + Mometasone metered dose nasal spray /
A3e/IaCTHH + MOMETA30H CNpeil Ha3sabHEIRA A03UPOBAHHBIN

JeiicTByromue Bemecrsa

Each spray delivers / Kaxnas n03a cripest conepiur:
Mometasone Furoate BP. 50 mcg / Momerasona Qypoar bpur.@. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna runpoxnopua bpur.®. 140 mxr

L 140 meg +50 meg / dose Date of Mfg. /
Strengtii/ losuposka 140 mxr + 50 Mxr/ nosa Hata zpoussoacTea 05/2024
Dosage fqrm / I\:Ieterve d-ovlose nasa L spray / N Date of Exp. / ['oaen a0 04/2026
JlexapcTBenHasi popma Cripeil HazanpHbBIH 103UPOBAHHLIH
Product code /
K SRU0300082460401DM Date of release / Jlata Boinycka 15.06.2024
0 NPOAYKTA
o Qty. Released / 22,560 BOT
Batch No/Cepun No 12240588 KoanuecTBo BoinyLieHo 22,560 dnaxouos
3 J
Batch size / Paszmep cepun 25,395 bot /25,395 ¢naxonor Mfg: License No./ MNB/10/832
Mpounssoacreennas auuensus Ne
Inspection Lot No i Mifg. License Date / ) 30/04/2020
P 040000529327 Hpou3BoACTBEHHAS JIHUEH3US
Konrpoaupyemas cepus Ne (nara)
Package size / Ynaxosxa 150 doses / 150 103 GMP Compliance cerpﬁcate Data/ -| 18/06/2020
, ‘GMP cepTuduxar (aata)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Crenudnkauua Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No/ Mfig by / Urquima S.A., Spain /
F400-23004
Asenactuda runpoxyiopur | Cepus Ne Iponsson. | VYpxeuma C.A., Mcnanus
API information / MTC-003/22
HUndopmauus 06 APC | Mometasone Furoate / Batch No/ 1.23024A1, Mfg by / Sterling S.p.A., Italy /
Mowmetazona dypoar Cepus Ne MTC-001/23 Hpoussoa. | Crepaunr C.nA., Utanus
123178A1
No TESTS / TIOKA3ATEJIU 'LIMITS / TPEBOBAHUS OBSERVATION / PE3YJILTATDBI
11. | Impurities / Tlpumecn '
a) Azelastine hydrochloride / 5
Azenracmuna zudpoxnopuoa:
| Single unspecified impurity / Not more than 0.89 %/ He Goiee 0,89 % | Below LOQ
EnvauuHag HeuneHTHOMuMpoBantas :
TIPUMECH
Total impurities / Cymma npumecei Not more than 2.0 % / He Gonee 2,0 % Below LOQ
b) Mometasone furoate /
Momemazona ghypoama
Impurity D / Ilpumecs D Not more than 1.0 % / He Gogee 1,0 % Below LOQ
Single unspecified impurity / Not more than 1.0 % / He Goaee 1,0 % 0.3%/0,3%
Envnnunas HenaeHtuduuuposanyas '
TIPUMECE
Total impurities / Cymma npuameceit Not more than 2.0 % / He Gonee 2,0 % 0.5%/0,5%

|

Prepared by / Hoarorosjeno Checked by / Hposepeuo Approved by / Ono6peno
Signature / Iloamuce o (P T
Date / lata ST ed)us U okl o Uole ey pe il
Name/ ®UO Atul Kumar Akshit Bhardwaj Sandeep\SemWal b
Designation / JokHocTs Officer -QA Sr. Officer -QA Sr.. Manager -QA
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Certificate of Analysis for Finished Product /

- Ceprudukar aHaIn3a HA YOTOBYIO NPOAYKIIHIO
. : Page 6 of 8/ C1p. 613 8

Momat:Rino Advance /
Mowmat :Puno Ansasc

Name of product /
HaunmenoBanne npoaykuuu
Generic name /
HenarenToBannoe
HAMMeHOBAHHE

Azelastine +Mometasone metered dose nasal spray /
A3eNacTHH + MOMETA30H CIIpel Ha3a bHbIH J03UPOBAHHDIHA

Each spray delivers / Kaxcias 103a cnpes CORepxuT:
Mometasone Furoate BP 50 meg / Momerazona dypoar bpur.®. 50 mxr
Azelastine Hydrochloride BP. 140 mcg / Asenactuna ruapoxiaopu bpur.®. 140 mMxr

JeiicTByronine peluecysa

OHOPOAHOCTE JI0CTABISIEMON
10361

mean; )
10010 doses: 65 % to 135 % of the
mean

1f2.0r 3 results are outside 75125 %, test
other:20 doses. " Not ‘more than 3-0f:30
values may-be outside 75— 125 % range
and ‘all ‘the values should: be within 65. to
1359%7 :

913 .10.103: 0175 Y% 110 125 % or
CPEAHEIO 3HAUCHUS

101310 103:.01 65 % 110 135 % ot
CPEAHCTO 3HAYCHHA

Ecnv 2 uau:3 pesyapTaTa BRIIAJAIOT U3
npenenos 75 =125 %, ycnbitanue
npoBoAaT ¢ 20 apyrumu nozamu, He
6onee 3 13 30 3HAYECHUH MOTYT BBEIXQAUTE
3a npeaens! 75 — 125 %, 1 Bce 3HAYCHUA
JOJDKHB! OBITH B IIpEACax 01,635 1o

135 %.

140 mcg.+50 meg / dose Date of Mfg, / ,
Strength / losuposxa 140 mKr+:50 MKr /1032 Jata npoussoacTsa 05/2024.
Dosage form / Meterfad-dose nas?l spray ./ 5 Date of Exp. / Fonen 10 04/2026
Jlexapcreensas popma Cripeit HasanbHb1 J03APOBAHHLIH
Product code /
SRU0300082460401DM Date of release / Jlara Bbinycka 15.06.2024
Koa npoaykra
' . Qty. Released / 22,560 BOT
Batch No / Cepus Ne 12240588 KoTHHecTBO BLINYIIEHO 22.560 dnaionos
Batch size / Pasmep cepuu 25,395 bot /25,395 (iakoHOB Mg License No. / MNB/10/832
IlpounssoacTBenHas auuensng Ne
Inspection Lot No 5 Mfg. License Date / 30/04/2020
P 040000529327 Ilpou3BOACTBEHHAS JINHEH3US
KonTpoanpyemas cepus Ne - (nata)
. - : GMP-Compliance certificate Data / - | 18/06/2020
Package size / Ynaxoska 150 doses /150 no3 GMP ceprudukar (1a1a) ’
Market / Poiiox ‘Russia / Poccus GMP. Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP-No/ \
Crenudmnkaius No SPC-CC-034990 CIN N : STP-CC-026675
Azelastine Hydrochloride /| ‘Batch'No /- F400-23004 Mfg by / Urquima S.A., Spain /
A3sejacTHHa PHAPOXJIOPUA Cepusa Ne Tlpomseoa. | Ypksuma C.A., Mcnanus
APILinformation / MTC-003/22 : '
Hndopmauus 06 ADC | Mometasone Furoate / Batch No/ 123024A1, Mfg by / Sterling S.p.A.; Italy./
: Mowmertazona ¢ypoar Cepunsi Ne MTC-001/23 : | TIpousson. | Crepiunr C.1LA., Utanus
: 123178A1 : :
No ‘| - TESTS /TIOKA3ATEJHU LIMITS / TPEBOBAHHUS OBSERVATION / PE3YJILTATBI
12. " Uniformity of delivery dose / 9.0£10.doses: 75 % 10 125 % of the Azelastine Hydrochloride /

AszenacTHHA TUAPOXJIOPHA:

Minimum 7 Mubumym: 98%
Maximum / Maxcumym: 103%
Average / Cpeanee: 100.0%

Mometazone Furoate /
Momertasona dpypoar;

Minimum / MusumyMm: 98%,
Maximum / MaxcumyM: 103%,
Average / Cpeanee: 100.0%

13..| :‘Microbiological purity / Mukpoonoaoraueckass 4ucTora

|

Prepared by / TloarorosaeHo Cheeked by./ TIposepeno Approve\j by /:Ono6peno
Signature / Ilognucs e ~ e — :
Date / lata N i lobhon o T el Lot
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal |
Designation / Jloixsocts Officer -QA ‘Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00..
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Ceprudukar aHaaIn3a HA FOTOBYIO NPOAYKIMIO
: Page 7of 8/ Crp. Tu3 8

Name of product / Momat Rino Advance /
Haumenosauue npoaykuuu | Mowmar Puno Ansauc
Genericname / Azelastine + Mometasone metered dose nasal spray /
HenarenroBaHHoe o o "
‘ A3enacTyH + MOMETAa30H CIIpeH Ha3aibHBIA J03UPOBAHHKII
HAHMEHOBaHUE
; Each spray delivers / Kaxxnas nosa cupes Conepxur:
JeiicTBYOIHE BeiecTBA Mometasone Furoate BP 50 mcg / Momeraszona dypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna rugpoxnopun bpur.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strengt h/ Hosuposka 140 mxr +.50. Mxr/ n03a JATampossBoAcTBa 05/2024
Dosage form / Metcrved-dose naglel s;?ray / . Date of Exp. / Coen 110 04/2026
JekapcTeennas gopma Crhpeil HazanbHbIH 1O3MPOBAHHbI]
Product code /
K SRU0300082460401DM Date of release / lata Boinycka 15.06.2024
OA NpoayKTa .
. Qty. Released / 22,560 BOT
Batch No / Ceprn Ne 12240588 Koanuectso spinynieno 22,560 ¢uraxonos
Batch size / Pazmep éepuu 25,395 bot /25,395 ¢nakonon Mig. License No. / MNB/10/832
- IlpousBoacreennas JuueHsua Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000529327 np0H3B0}16TBeHHaﬂ JIHIEH3UA
KonTpoaupyemas cepus Ne (nata)
: ; GMP Compliance certxﬁcate Data/ | 18/06/2020
Package size / YnaKqBKa 150 doses / 150 o3 , GMP ceprudurat (1a7a)
Market / Puisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurat Ne
Reference specification No/ - STP No/
Crenudnikauus Ne SPC-CC-034990 CIIU Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
A3eNacTHHA THAPOXITOPUL, Cepusa Ne Tlpoussoa. | Ypxsuma C.A., Mcnanus
API information / MTC-003/22
Hudopmanns 06 ADC | Mometasone Furoate / Batch No/ 1.23024A1, Mfg by / Sterling S.p.A., Italy /
MowmerasoHa (ypoar Cepus Ne MTC-001/23 | Ilpoussoa. | Crepauur C.aiA., Uranus
123178A1 ‘
No TESTS / HOKA3ATEJIU LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIBTATHI

Total acrobic microbial count /
Obuiee yncno aIpobHBIX
MHKPOOPFaHKU3MOB

Not more than 10%cfu per 1 ml of the
product / He Gosiee 10> KOE B 1 Mnt _
npenapara '

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

Total yeast and moulds count /
Oo1uee YMC/I0 JPOXKIKEBBIX H
IJIECHEBBIX TpUOOB

Not more than 10" ¢fu per 1 ml of the
product / He 6osee 10! KOE 8 1 ma
Ipenapara

Tess than 10 ofu/ml / Meres 10 KOE/mn

A3eJaCTHHA THAPOXJIOPHA

of Azelastine hydrochloride / Ot 85 % no
115 9% 0T - 3ajdBJEHHOrO.  KOJHYECTRA
a3ejacTHHA THAPOXAOPH A

Pseudomonas aeruginosa Absence per "1 'ml -of the product /| Absent/ QrcyrcTBYyer
. Orcyrersue B 1 Mt ipenapara
Staphylococcus aureus Absence per -1 ml - of the product / | Absent/Orcytcrayer
Orcyrcreue B 1 M npenapara
14. .| Assay / KosndecTBeHHOe OnpeaeseHne
a) Aczelastine hydrochloride / From 85 %10 115 % of the labeled claim | 98%/98%

b) Mometasone furoate /
MomerazoHa ¢pypoat

From 85 % to 115 % of the labeled claim
of ‘mometasone furoate -/ Or-85 % no

101%/101%

115% - 0T 3a4BJCHHOrO  KOIMYECTBA
MoMeTasoHa dypoara
¢) -Benzalkonium chloride / From 80 % t0.120 % of the labeled claim | 95%/95%
bensankonus xaopuaa of benzalkonium chloride / Or 80 % 1o
120 % . 0T 3a4BJCHHOTO * KOJMYECTBA
GensasikoHns xnopuaa .
t
. Prepared by / HoarorosJiexo Checked. by / TIposepeno Approv,,g,é by / Onobpeno
Signature / Hoanuce e (/e B
Date / Jlara ~ 170% /2 Mo b o iadagy vork,
Name / PO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation / JoJscHOCTh Officer -QA Sr. Officer -QA Sr. Manager -QA .
FCM/QA054/08.00
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Name of product /
HanmeHnopanue npogyKuum

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
‘HenarenroBanHoe
HANMEHOBAHUE

Azelastine + Mometasone metered dose nasal spray /
A3enacTus + MOMETa30H CHPEH HA3aILHbIA T03MPOBAHHBINA

JHeiicTByionune Beuecrsa

Each spray delivers / Kaxunas j03a cnpest cONepKuT:
Mometasone Furoate BP .50 mcg / Momerasona ¢iypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopus Bpur.®. 140 mxr

140 meg.+ 50 meg / dose

Date of Mfg. /

Package size / Ynakoska

150 doses / 150 no3

Strength / llosnpopca 140 pxr + 30-mxr/ 1038 Jara npousBoacTsa . 05 /202 4
Dosage form / Meterued-c'iose nasiil spray / 5 Date of Exp. / Tonen 10 04/2026
JlekapcrBennas dpopma Crpeii nasanbHbli JO3HPOBAHHBIH :
Product code /
K SRU0300082460401DM Date of release / [lata Bbinycka 15.06.2024
o/l IPOAYKTA
o Qty. Released / 22,560 BOT
Batch No/ Cepusi Ne 12240588 KoamuecTso pbinyiiteto 22,560 draxotos
Batch size / Pasmep cepun 25,395 bot/ 25,395 dnaxonos Mfg. License No. 7. . MNB/10/832
| HpoussoacrBennas aunensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
sp 040000529327 IlpousBoacTBeHHAst JHUUEH3US
Kontposnupyemas cepus Ne (xata) :
GMP Compliance certificate Data / 18/06/2020

GMP cepruduxar (nara)
Market / Prirox Russia / Poccis GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / STP No/
Crienuduicanus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A:, Spain /
A3selacTiHa THAPOXJIOPHT Cepus Ne Ilpoussoa. | Ypxsuma C.A., HMcnanus
API information / ' : MTC-003/22
HNndopmauns 06 A®C | Mometasone Furoate / Batch No/ 1.23024A1, Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepus Ne MTC-001/23 - | Hpomussoa. | Crepauur C.n.A., Uranus
L23178A1
‘No TESTS / HOKA3ZATEJIN LIMITS / TPEGOBAHUSI OBSERVATION / PE3YJBTATbI

YHaKoBKH

15. | Package size / Onucaunue

KapTOHHYIO 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. / TTo 150 z103 Bo ¢utaxon u3 II3BII,
CHAOXEHHBIA - O3UPYIOWMM . YCTPOHCTBOM M. HA3aNBHBIM . AJafTepoM ~C 3allUTHBIM
xoanaykoM. “QPnaKoH ¢ MHCTPYKLHMEH [0 MEIUIHHCKOMY TPUMEHEHUIO TIOMEUIAIOT B

Any deviation/Incident/OOS: Non-applicable
Orxnopenun/necoorBercTBUR/O0C: He IPUMEHUMO

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, JITI-Ne(001749)-(PI-RU)-300123 and submitted specification no, SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”
3axu0MeHHe 0 COOTBETCTBMHU: HACTOAIYM TIOATBEPHAIAID, YTO IPEACTABICHHAS Bbllle MHPOPMAalys ABASETCS JOCTOBEPHO: H TOYHOH.
HanHas cepus Obla NPOM3BEACHA,  BKIIOUAS . YIIAKOBKY/MAPKMPOBKY, ‘M TIPOXOHTPOIMPORAHA Ha & YKa3aHHOM BEILE NPOHU3BOACTBEHHOI
IJIOWA/IKE B TIOJIHOM COOTBETCTBYM. ¢ Tpebosaunamu Hannexamei TIpoussoncraennoit Hpakruku (GMP) ¥ TpeGoBaHUAMM HOPMATHBHOH]
nokymenraiuy JII-Ne(001749)-(PT-RU)-300123 u yreepxnentol cnemmbuxaunein Ne SPC-CC-034990, TIpoToKONBI TIPOM3BOACTBA,

YNAKOBKMA M - IIPOBCACHHBIX aHAJN30B I8 -NaHHOH CepUun OpLIU NPOoAHAJIM3UPOBAHBl ¥ CHCHAHO 3aKIIQUCHHUC, U4TO . OHH COQTBeTCTBleT

tpebosanuam Hamnexame#t Tpoussoncreennoit [paxrixu (GMP).

Prepared by / l’loaromsneno Checked by / TIpopepeno Approve\i by / Onobpeno
Signature / Tloanucs ) [N
Date / Jlata 17 (04 ) o o T afyrett
Name /®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JlosxnocTs Officer -QA Sr. Manager -QA

Sr. Officer -QA

FCM/QA054/08.00




