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Name of product/ - Momat Rino Advance /
HaumeHoBaHue npoayKuu Mowmat Puno Ansanc
g:::l:ecﬂ?r?)r::nlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
i 73
HaMMeHOBaHUE AsenacTvna rupoXopua ¥ MoMeTasoHa Qypoar cnpei HazanbHbIH 103MPOBAHHEI
Each spray delivers / Kaxnas nosa ciipes coaepxur:
HeficTBylomue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopua Bpur.®. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / Jo3uposxa 140 MKr + 50 MKE JlaTa npoussozcTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlekapceTBeHnas dopma Cnpeii Ha3anbHbIH A03UPOBAHHBII Date of Exp. / Toxen 1o 1072023
Product code / Koa npoaykra | SRU0300082460401GS Date of release / lata Bbinycka 01.12.2021
Qty. Released / 33,600 BOT
Batch No/Cepun Ne 12210686 Kosin4ecTBo BoinymieHo 33,600 daaxounos
Batch size / Pasmep cepun 37,815 bot/ 37,815 ¢nakonos Mig. License No. / MNB/10/832
IpousBoacTBeHHAs JuLeH3us Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Konrtpoaupyemas cepus Ne 040000361408 Ipon3soacTBeHHas JuueH3us (xaTa)
Package size / Ynakoska 75 doses / 75 203 GMP Compliance certificate Data / 18/06/2020
GMP cepTudukar (aaTa)
Market / Puinox Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenndmscaus Ne SPC-CC-051325 CIIU N STP-CC-037517
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATHI

1. Description / Onucanue

White to off-white suspension / Benas
WM TOYTH Benast CyCrneH3us

Off-white suspension /
Ilourn Genas cycneHsus

2. Identification / IloaaunHoOCTL

a) Azelastine hydrochloride /
Asenacmuna zudpoxnopud

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
YACPXKUBAHMA  OCHOBHOTO TNMKa Ha
XPOMAaTOrpamMMe HCIBITYEMOIO pacTBopa
JOJDKHO  COOTBETCTBOBAaTH  BPEMEHU
YACPKUBAHMA  OCHOBHOIO MHKA Ha
XpOMaTorpamMme pacTBOpa CTaHZAPTHOTO
oGpasua asenacTiHa ruapoxjaopuaa (cu.
pasaen «KonnuecteenHoe
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 /
Bpems ynepuBaHMs OCHOBHOIO MMKAa Ha
XpOMATOrpaMMe  MCIILITYEMOr0  pacTBopa
COOTBETCTBYET  BPEMEHM  YACDKUBAHUA
OCHOBHOTO MHMKAa Ha  XpOMarorpamMme
pacTeopa CTaHAapTHOro obpaslia aselacTuHa
TUAPOX/IOpUAA (cm. pasaen
«KonnyecTBeHHOE OnpeencHue»).

b) Mometasone furoate /

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 yzepxupaHus

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 /
Bpemsi ynepxuBaHMs OCHOBHOTO NHUKA Ha

OCHOBHOTO MNMKa Ha XpOMATOrpaMMme | XpOMAarorpaMMe  MCHLITYEMOTO — pacTBopa
HCTIBITYEMOTO pacTtBopa JO/DKHO | COOTBETCTBYET  BPEMEHM  YACPKUBAHMA
COOTBCTCTBOBATh BPEMCHU YACPXKMBAHMS | OCHOBHOIO MHKAZ Ha  XpOMarorpaMme
OCHOBHOrO nuKa Ha XpOMarorpaMme | pacTBOpa CTaHAApPTHOro o0pasua MOMETa30Ha
pactBopa CTaHIapPTHOro obpasua | dypoara (cm. pasaen «KonuuecTBeHHOE
MoMeTasoHa  (ypoata (cM.  paszen | onpeneseHHe»).
«KonnuecTReHHOE OnpeneneHure»).
Prepared by / Iloarotosaeno Checked by / lposepeno Approvediby / OnoGpeHo
Signature / Hognucs P
Date / Jlata T o8 iy ozlal 0¥ v e
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / TosxnocTn Officer — QA Officer -QA Asst. Manager -QA
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu Mowar PuHo Anpanc
gene"c name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ENATEHTOBAHHOE A3zenactvHa rMAPOXIOPKA M MOMeTa3oHa (ypoaT cripel HasanbHbIA 03UpOBaHHbIH

HaUMeHOBaHME

Each spray delivers / Kaxzas n03a criipest conepxur:
HeficTByrolmue BeiecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxsiopua bputr.®. 140 mxr

140 meg + 50 meg Date of Mfg. /
Strength / losuposka 140 mkr + 50 mMxr JaTa npou3soacTea 1172021
Dosage form / Metered-dose nasal spray /
JlexapcrBenuas gopma Crpeit HasabHbIN J103UPOBAHHBIH Date of Exp. / T'onen 10 102023
Product code / Koa mpoaywra | SRU0300082460401GS Date of release / lara Boinmycka 01.12.2021

Qty. Released / 33,600 BOT
Batch No/ Cepus . 12210686 Konuvecrso BeinymeHo 33,600 ¢aaxonos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepuu 37,815 bot /37,815 dnaxonos | e ——Y
Inspection Lot No Mfg. License Date / 30/04/2020
Kontpoupyemas cepusi Ne 040000361408 TIpou3BoAcTBeHHAs JuUeH3us (12Ta)
Package size / Ynaxosxa 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
: GMP ceprudurar Ne
Reference specification No / STP No/
Creunduicauus Ne SPC-CC-051325 CIIA Ne STP-CC-037517
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
bensanxonun 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 HCNBITYEMOTO
pacTeopa  J0MKHbBI  OOHApYXKUBAThLCA
NUKH, COOTBETCTBYIOWIME 10 BpPEMECHAM
yAEpXuBaHUS 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 xpomartorpamMme UCILITYEMOTO

pacrsopa 0GHapyXKUBAIOTCS TMKH,
COOTBETCTBYIOILME no BpEMEHaM
yAepxvBaHus mukam romojioros Ciz u Cig
OeH3ankoHMs XJIOpUAA HA XPOMATOrpamme

Cis OeH3aKoHua Xjopuna  Ha | CTaHAapTHOrO  pacTBOpa  (CM.  pasaen
XpOMaTorpamMme CTaHaapTHoro pactsopa | «KoauuecrseHHOe onpeneicHuen).
(cMm. paszen «Konuuectaennoe
OTIPCAENCHUEY).
pH From 4.0 t0 5.0/ Ot 4,0 10 5,0 4.579/4,579
Density / TLnoTnoctb From 0.90 to 1.10 g/cm3 / 1.013 g/ecm?
010,90 10 1,10 r/em?® 1,013 r/cm?®
5. | Viscosity / BaskocTn Not less than 5 cPs / He menee 5 I3 41 cPs/ 41 cll3
6. Osmolality / OcmoasabHOCTL 250 to 350 mOsm/kg / 294 mOsmvkg
250 — 350 MOcm/xr 294 mOcm/kr
7. | Vial leak testing / IIposepka Leakage traces should absent / No leakage traces /

(l)J'lﬂKOHa Ha TepMETHIHOCTD

OTCYTCTBHE CHIENOB YTEUKH

Cienel yTeuKH OTCYTCTBYIOT

Prepared by / Hoarotosaeno

Approved by / Oao6peno

Signature / loanucy

Checked by / IIposepeno

Date/ lata o5 1T e YT EN oF[npori
Name / ®H1Q Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loaxHocTs Officer - QA Officer -QA Asst. Manager -QA
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Name of product / Momat Rino Advance /
HaumenoBanue npoaykuuu Mowmatr Puno Ansasc
Generic name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HenarentoBanHoe o "
AseiacTuHa TAPOXJIOPUI M MOMETa30oHa (ypoart cripeil Ha3albHEI 103UPOBAHHEH
HauMeHOBaHue
Each spray delivers / Kasnas 1o3a cnipess comepur: _
HelicrByromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxiopua Bpur.®. 140 mkr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 mMkr Jara npousBoacTsa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcTBennas gopma Cnpeit HazanbHBIN A03MPOBAHHBIHA Date of Exp. / Tonen no 10/2023
Product code / Koa npoayxta | SRU0300082460401GS Date of release / laTa Boinycka 01.12.2021
' Qty. Released / 33,600 BOT
Batch No/ Cepun Ne 12210686 Kosandecrso BbinyuieHo 33,600 dnaxonos
: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot /37,815 dnaxouos MpousBoacTBeRHas Muuetaus Ne
Inspection Lot No Mfg, License Date / 30/04/2020
Kontpoaupyemas cepusi Ne 040000361408 Ipou3soAcTBeHHas JuLeH3ns (aaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxosika 75 doses / 75 no3 GMP cepruduiar (1ata)
Market / Poitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundukauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI
8. | Mass of the released dose / Single dose / Oraeannas nosa:
Macea sricBoGonaaemoii nosbr 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 89.4 %
dose amount / 850 - élS,O % OT | Maximum / Makcumym: 107.0 %
3asIBIICHHOTO BbICBOGOXA2EMOTO .
KOIHUECTBA Average / Cpeanee: 96.9 %
Average dose / Cpeansst no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBaeHHOrO
BLICBOOOKIAEMOr0 KOJIMUECTBA <
9. Mass of the vial content / Not less than 9.52 g / 9.80g/ n
Macca coaepacumoro aakona He menee 9,52 ¢ 980r E AT I
10. | Dose number / Koauuecrso 03 Not less than 75 doses / He menee 75 103 | 97 doses / 97 103 \ ; (ﬁ[ e \cf
\QG{. JATN u\.\db :
11. | Particle size / Pasmep uactnu 90 % of particles less than 10 um / 100.0% / 100,0% drmav®
90 % yactuu pasmepom MeHee 10 MkM
100 % of particles less than 30 pm / 100.0% / 100,0%
100% uactuw pasmepom menee 30 MkM
Particles of more than 30 um should be Absent / OtcyrcrByior
absent / Yactuus! Gonee 30 MkM A0KHBI
OTCYTCTBOBaTh
12. | Related substances / PoxcTeennble npumecu
a) Azelastine hydrochloride /
Asenacmuna zudpoxnopud:
Single unspecified impurity / Not more than 0.89 % / He Gonee 0,89 % | Not detected/ He 00HapyKeHO
Eannnqnol nemaenru-
duLpoBaHHO# puMecH ,
Total impurities / Cymma npumeceit | Not more than 2.0 % / He 6onee 2,0 % Not detected/ He oGHapyxeHo
Prepared by / IToarorosaeno Checked by / I[Tposepeno Approvedyby / OgoGpeno
Signature / Tloanmcn thoss AN
Date / lata Y5511 11 o7l 0\?!0”)‘6”
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / loaxnocts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HanmenoBaHue npogyxuuu Mowmar Puno Anpanc
g:z::lecnl;?)l::ﬂlnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAUMEHOBAHME As3enacTiHa FMAPOXJIOPHI M MOMETA30Ha (Pypoar cnpeil HasalbHbII 103MPOBaHHbIH
Each spray delivers / Kaxxnas 103a cripes conepxur:
HeitcTByromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna runpoxsiopun Bpur.®. 140 Mkr
] 140 mcg + 50 mcg Date of Mfg. /
Strength / llosuposka 140 mkr + 50 Mxr - JlaTta npousBoacTBa 1172021
Dosage form / Metered-dose nasal spray /
Jexapersennas dopma Crpeit HasanbHbIM 103UPOBAHHKI Date of Exp. / Fonen s0 1072023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / lata Bbinycka 01.12.2021
B > : Qty. Released / 33,600 BOT
atch N'.) / Cepun No 12210686 Konnuecrso BuinymeHo 33,600 dnaxonos
Batch size / Pazmep cepuu 37,815 bot/ 37,815 dnakoros Mig. License No. / 'MNB/10/832
IlpousBoacTBeHHAn JuueH3us No
Inspection Lot No Mfg. License Date / 30/04/2020
Konrponupyemasn cepus Ne 040000361408 Tpon3soacTBeHHas JinueH3us (1aTa)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudukar (aara)
Market / Puinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
‘ GMP cepruduxar Ne
Reference specification No / : STP No/
Creundukanus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI
b) Mometasone furoate /
Mwnqma:rona dypoam Not more than 1.0 % / He Gonee 1,0 % 0.02% /0,02%
Impurity D / TTpumecs D
Single unspecified impurity / Not more than 1.0 %/ He Gonee 1,0% | 0.04 %/0,04%
Ennnnunas nenaenrudumposannas
npuMech
Total impurities / Cymwa neex Not more than 2.0 %/ He Gonee 2,0% | 0.18 %/ 0,18%
npuMeceit
N
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Prepared by / Iloarotosaeno Checked by / IIposepeno Approveq by / OnobpeHo
Signature / Hoanuen 7, -
Date / Jlara T E 5 [IF T TN ot
Name / ®HO Yogesh Kumar Mehta Atul Kumar ) Ajay Kumar Garg
Designation / loasknocts Officer — QA Officer ~-QA Asst. Manager -QA
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Name of product / Momat Rino Advance / .
HaumeHoBanue npogykuuu Mowmar Puno Ansasuc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CaTeHTOBAHHOE AzseniacTiHa rUIPOXJIOPHL U MOMETa30Ha (ypOaT cripeil Ha3albHbIM 103UPOBAHHLIIH
HauMeHOBaHUe
Each spray delivers / Kasnas 103a cripest cofepxur:
JeficrByromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bpur.d. 50 Mkr
Azelastine Hydrochloride BP 140 meg / AsenacTuna ruapoxJiopu Bpm.<D. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / Hosuposka 140 mxr + 50 mxr Jata npoussoscrea 1172021
Dosage form / Metered-dose nasal spray /
JlekapeTaennan dopma Cnpeit asanbHbiit nosuposanupii | D2t Of Exp. /Tozen xo 10/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / Jata Bbinycka 01.12.2021
Qty. Released / 33,600 BOT
Batch No/Cepus Ne 12210686 Kosanuecrso BuinyuieHo 33,600 daaxonos
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot/ 37,815 daakonos MpoussoncTbeHas uueHsHs No
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemas cepusn Ne 040000361408 TIpon3BoAcTBeHHAs JiMLeH3Hs (aaTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / YnaxoBia 75 doses / 75 no3 GMP ceprudurar (zata)
Market / Pbinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxart Ne
Reference specification No / STP No/
Creundukamus Ne SPC-CC-051325 . CITHA Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHHUA OBSERVATION / PE3YJIbTAThDI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /
OnHopoaHOCTE BLICBOGOMKAaEMOl determinations may deviate from the | AsemacTuua ruApoxJopna;
A03bI 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 Maximum / Maxcumym: 09 8.9%
+£25%, but less than +35%, test the | /AVerage/Cpennee: 95.7%
following 20 bottles. End / Koney:

Not more than 6 values from 60 | Minimum/Munsumym: 89.8%
determinations can deviate from the mean | Maximum / Makcumym: 100.8%
value by more than +25% and none can | Average / Cpennee: 93.9%
deviate by more than £35% /

He 6onee 2 3navenuii u3 20 onpeneneHuii | Mometazone Furoate /
MOTYT OTKJIOHATCH OT CPEAHEr0 3HAUYECHUS MomeTazoua q)ypoa'r;
Oonee yem Ha + 25 % (0T Kaxczoro us 10
(naxcHoB GepyTca 1o ogHOM HauanbHOM
¥ OmHON KOHeuHOH BRICBOGOKHacMol | Beg / Hauano:

N03€), ¥ HU OJHOTO - Gojee wem wna | Minimum / Munumym: 91.3%,
+359%, Maximum / Maxcumym: 101.2%,
Ectu or 3 no 6 smauenmit umetor | Average/ Cpennee: 96.7%
OTKNOHCHUA OGosee uem * 25%, Ho | End/Koneu:

MeHbWe, 4eM + 35 %, To uenbiThBalOT | Minimum / Munumym: 89.5%,
cnenyioumue 20 ¢akoHoB. Maximum / Makcumym: 101.1%,
He Gonee 6 3snauenuit u3 60 onpenenennit | Average / Cpeanee: 93.9%
MOTYT OTKJIOHATCS OT CPEAHEro 3HAYCHMUS
Gonee yem Ha + 25 %, ¥ HU onHOTO,
Gosee yem Ha + 35 %

Beg / Hauano:
Minimum / Munumym: 92.9%

Prepared by / IIoarorosaeno Checked by,/ IIposepeno Approvel by / Ogo6peno
Signature / Mognuce Yo s s
Date/ lata 93111 [ LY)  eplhin of|nper
Name / DUOQ Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JomxuocTs Officer — QA Officer -QA Asst, Manager -QA
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Name of product /

Momat Rino Advance /
Momar Puno Azxpanc

HaumeHoBaHue NpoayKLMU

Generic name /
Henatenrosanuoe
HAUMEHOBaHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTuHa 'HAPOXIOPUA ¥ MOMETa30Ha (ypoar cnpeil Ha3atbHbI J103MPOBAHHDIH

HeficTBylomue Bemecrsa

Each spray delivers / Kaxnas n03a cnpes coaepxur:
Mometazone Fuorate BP 50 mcg / Momerasona dypoat Bput.®. 50 mMkr.

Azelastine Hydrochloride BP 140 meg / Asenacruna runpoxopus Bpur.®. 140 Mkr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mxr JlaTa npousBoacTsa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcrBeHnas dopma Cripeii HasanbHBIH 103UPOBAHHEIH Date of Exp. / Tonen no 1072023
Product code./ Koa npoayxra | SRU0300082460401GS Date of release / laTa Boinycka 01.12.2021
Qty. Released / 33,600 BOT
Batch No/Cepun Ne 12210686 Konuuecrso Bbinyweno 33,600 dnaxonon
; Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot /37,815 dnaxouos LT ——
Inspection Lot No Mfg. License Date / 30/04/2020
KonTpoaupyemas cepusi Ne 040000361408 IlpoussoacTBenHast TuueH3ns (1aTa)
: GMP Compliance certificate Data / 18/06/2020
Package size / YnaxoBka 75 doses / 75 no3 GMP cepruduxar (1a7a)
| Market / Peinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduxauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

14. | Uniformity of dosage unit /
OxanopoaHocTs R03MpoBanus

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 3nauenus u3 10 onpeaeneuuit
MOXET  OTKIOHATCH  OT  CPEHHEro
3HaucHus Oonee 4deM uHa +25% (or
kaxnporo u3 10 duaxoHoB Gepercsa no
ONHOA  HavalbHOM  BBICBOGOMIAEMON
J03€), ¥ HU oxHoro, Oomee 4eM Ha
+35 %.

Enmv nBa win Tpu 3HaueHus umeior
OTKJIOHEHHs1 Oonee uvem =+25%, HoO
MeHee, 4em +35%, TO MHCHBITHIBAIOT
cneayomue 20 daakoHos,

He Gonee rTpex smauenmit moryr
OTKJIOHATECS OT CPEAHEro 3HAuYCHUS
Gonee, wem Ha +25%, ¥ HA OZHOTO,
6osiee yeM Ha + 35 %,

Azelastine Hydrochloride /
A3eacTHHA rMAPOXJIOPHA;

Minimum / Munnmym: 92.9%,
Maximum / Maxcumym: 98.9%
Average / Cpennee: 95.7%

Mometazone Furoate /
Mowmerta3soHa ¢ypoat:

Minimum / Munrmym: 91.3%,
Maximum / Makcumym: 101.2%,
Average / Cpennee: 96.7%

Prepared by / IToarorosaeno Checked by / ITpoBepeno Approved by / Ono6peno
Signature / Ioanuce .
Date / lata "B [ler ] 19 [l oXhiv vy
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kubmar Garg
Designation / JonzkHoeTh Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished

Product/

Cepruduxar anajin3a Ha rOTOBYI0 IPOIYKIHIO

Page 70f8/Crp. 7u3 8

Name of product /
HaumeHoBanue npoayxuuu

Momat Rino Advance /
Mowmar Puno Axgsanc

Generic name /
HenarenToBaunoe
HANMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTiHa ruApOXJIOpUA M MOMETa30Ha (ypoar cnpelt HasanbHEIH 103MPOBAHHAIH

JelicTBytomne BemecTsa

Each spray delivers / Kasknas 103a cnipest conepxur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoart bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopun bput.®. 140 Mxr

140 mcg + 50 meg Date of Mfg. /
Strength / losuposka 140 mxr + 50 mkr JlaTa npoussoacTsa 11/2021
Dosage form / Meten:fed-dose nasal spray / Date of Exp. / Togen ao 10/2023
JlexapcrBennas dopma Cnipeit HasaIbHBIN JO3UPOBAHHbI
Product code / Kon nponykra | SRU0300082460401GS Date of release / lara Bbinycia 01.12.2021

. Qty. Released / 33,600 BOT
Batch No/ Cepun Ne 12210686 KosmyecTBo BuinyLeHo 33,600 duiaxonon

: Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnakonos MpoussoacTaennas uuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
KoHTponupyemas cepusi Ne 040000361408 Ilpon3BoacTBeHHan JuLeH3ns (1aTa)
: : GMP Compliance certificate Data / 18/06/2020
Package size / Ynaxonka 75 doses / 75 nos GMP cepruduicar (1a1a)
Market / Puinote Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpuxar Ne

Reference specification No / STP No /- O
Creundukanus Ne SPC-CC-051325 CIIN No STP-CC-037517
No TESTS / IOKA3ATEJIHN LIMITS / TPEBOB'AHMH OBSERVATION / PE3YJbTATDI
15. | Microbiological purity / Muxpo6uosoruueckas uncrora

Total aerobic microbial count and
total yeast and moulds count
(combined) / O6mee uncao
a3poGHLIX GakTepuii u
APOAIKEBBIX ¥ IJIECHEBBIX rpudon
(cymmapHo) ’

Test for Absence of Specified
Microorganism / Tect na

Not more than 102 cfu per I g (ml) of the
product / He 6onee 10 KOE 8 1 r (mn)
npenapara

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

Q
By

]
cneunduyeckue ) 4 .
MUKPOOPTraHU3MBbI: p .
; Absent / Otcytersyer\ 2 0 2
Pseudomonas aeruginosa Absence per 1 g (ml) of the product / yreTsy G 09” ~
Ortcytersue B 1 r (Ma) npenaparta "3/‘4 o
Staphylococcus aureus Absence per 1 g (ml) of the product / Absent / Orcyrerayer pf’armace\ﬁ‘o
Orcyrersue B 1 r (Mn) npenapara
Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / | Absent/Orcyrersyer
OHTepobakTepyuy, YCTONYMBBIE K Orcyrersue B 1 r (Ma1) npenapara
Keauu ,
16. | Assay / Koainuectsennoe onpenesnenne
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 95.5%/95,5%
AsenacTuna ruapoxsopua of azelastine hydrochloride / Ot 85 % ao
115% or sasenenHoro koJuuecTsa
a3eMacTHHA THAPOXJIOpUIa
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 96.7% / 96,7%
MowmeTtasona dypoar of mometazone furoate / Ot 85 % x0
115% or 3adBNeHHOrO KOJMYECTBa
MoMmeTasoHa ¢ypoara
Prepared by / Jloarotosaeno Checked by,/ Iposepeno Approvgd by / Oxo6peno
Signature / Tloanucs Yoali> ﬁj
Date / lata V=08 I e o31121aa o8lihe
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / JoamxuocTn Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Cepruduxar ananuza Ha roTOBYI0 HPOIYKIUIO

equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / o 75 u
150 nmo3 Bo dumakon wu3 [IDBII,
CHAGMEHHBIHN JO3MPYIOIUM YCTPOMCTBOM
W HasIbHBIM aAanTepoM C 3alUUTHEIM
xosmaukoM. (DIaxkoH ¢ MHCTpykumel mo
TPHUMEHEHMIO TOMELIAIOT B KAPTOHHYIO

nauky.

Page 80of 8 /Crp.8u3 8
Name of product / Momat Rino Advance /
HaumeHnoBanue npoayxkunu Mowmart Puno Anpanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CHATEHTOBAKHOE A3enactyvHa rUAPOXIOPHA ¥ MOMETa30Ha (ypoar Criped Ha3aIbHbIM 103UPOBAHHbIH
HaUMeHoBaHHE
Each spray delivers / Kasxpas /103a cnipest coaepxuT:
HeficTeylomne Bemecrsa Mometazone Fuorate BP 50 mcg / Momertazona dypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asemactuna ruapoxnopun Bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mkr + 50 Mkr JlaTa npousBoacTBa 1172021
Dosage form / Metered-dose nasal spray / '
JlexapcTBennas dopma Cripeit Ha3anpHbIH JO3UPOBAHHBIMH Date of Exp. / Fonen 1o 1072023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / lata Bbinmycka | 01.12,2021
Qty. Released / 33,600 BOT
Batch No/Cepun Ne 12210686 Koanuectso BbinymeHo 33,600 daaxonos
: Mfg. License No. / MNB/10/832
Batch size / Paamep cepun 37,815 bot /37,815 aaxoros HpoussoacTeennas muuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
Koutpoaupyemas cepun Ne 040000361408 IpoussoacTBeHHan auueH3us (aarTa)
; GMP Compliance certificate Data / 18/06/2020
Package size / YnaxoBka 75 doses / 75 nos GMP ceprudmicar (1a7a)
| Market / Prisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creunduxanus Ne SPC-CC-051325 CIIU No STP-CC-037517
No TESTS / IIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATDI
c) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 90.2% /90,2%
BGensanxonus xaopua of benzalkonium chloride / Ot 80 % no
120% or 3asBnenHOro KoONMYECTBA
OeH3AIKOHMA XNI0pHLa
17. 75 or 150 doses in a HDPE plastic bottle | 75 doses in a HDPE plastic bottle equipped

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / TTo 75 no3 Bo diaxon u3 TIDBI],
CHaOXEHHBIH J03UPYIOLINM YCTPORCTBOM U
Ha3aAbHLIM 3JaNTEPOM C 3AUIUTHBIM
KOJmaykoM, MiakoH ¢ MHCTPYKLUHMEH o
[PUMEHEHUIO [TOMEIIAIOT B KAPTOHHYIO
nayky.

18. | Labeling / Mapxuposka

According to ND / B coorserctauu ¢ HJI

19. | Storage/ Xpanenne

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3aiuuiensoM 0T cBeTa MecTe
npu temneparype ot 15 go 25 °C. He 3aMopaxkusaTh.

20. | Shelf-life / Cpox rognoctu

2 years/2 rona

Any deviation/Incident/OOS: Not applicable
Orrionenns/Munnaents/O0C: He npuMeHnMO
Declaration of certification: “I hereby certify that the above information is authentic and accurgte. 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. JII1-003328-2311 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. 20.03.201 9, 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.”

3akirouenue 0 COOTBETCTBUM: HACTOAWMM MOATREPIAAIO, YTO NpECTaB/IeHHas Bhillle HH(OPMALUS ABNSETCS AOCTOBEPHON! M TOUHOM.
Hannas cepus Gbuia mpoussencHa, BKIIOUAs YNakOBKY/MapKMPOBKY, ¥ MPOKOHTPOJMPOBAHA HA YKA3AHHOM BBIIIE MPOM3BOACTBEHHOM
TIIOWA/KE B MOJHOM COOTBETCTBMH ¢ TpeGosanuamu Hannexameit [Ipoussoacteennoi IMpakruky (GMP) u TpebOBaHMAMH HOPMATHBHOM
noxkymentaunu JIT-003328-231115, Usm. Ne 1 ot 12.09.2016, HUam. Ne 2 ot 05.12.2016, H3m. Ne 3 or 08.10.2018, Usm. Ne 4 or
03.06.2019, HUam. Ne 5 ot 20.03.2019, Usm. Ne 6 ot 23.01.2020, H3m. Ne 7 ot 20.02.2020. [lansasi cepusi COOTBETCTBYET TpebOBaHUAM
HOPMATHBHOH JOKyMeHTaluH. IIpOTOKONBI NPOM3BOACTBA, YNAKOBKM M NPOBCACHHBIX @HAIM3OB IS  JaHHOMW cepun  Obuty
TPOAHA/IUIMPOBAHEI Y CACTAHO 3AK/TIONEHHE, HTO OHU COOTBETCTRYIOT TpeGoBaHuaM Hannesxaweit [Mpovssoacreennoi Ipaxruku (GMP).

Prepared by / lToaroTosaeno Checked by / ITposepeno Approved|by / OnoGpeno
Signature / Hoanuce R
Date / lata okl len PRI OF In hont
Name / ®UO Yogesh Kumar Mehta Atul Kumar Ajay Kunfar’Garg
Designation / JonskHocTh Officer - QA Officer -QA Asst, Manager -QA
FCM/QA054/08.00




