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Name of product / Momat Rino Advance /
HaumeHoBaHUe NPOAYKLUY Mowmar Puno Ansane
g:z:::;z’::;ﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HANMEHOBAHHE A3enacTHHA rUAPOXJIOPUA ¥ MOMeTa30Ha (ypoaT cnpelt Ha3albHbIH 103¥POBAHHEIH
Each spray delivers / Kaxxaas no3a crpes CoaepxuT:
JHelicTByomue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopua bpur.®. 140 Mxr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 mxkr + 50 Mkr JlaTa nponu3BoACTBa 1172021
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHan dopma Cnpell Ha3anbHbIN A03MPOBAHHBIN Date of Exp. / T'onen z0 102023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Bbinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/ Cepun Ne 12210672 Koan4ecTBO BhINYLIEHO 23,400 dnaxonos
Batch size / Pasmep cepun 25,395 /25,395 dnaxonos Mig. License No. / MNB/10/832
. IlpousBoacTBeHHAS JHLEH3UT Ne
Inspection Lot No Mfg. License Date /
KonTposaupyemas cepus Ne 040000360606 IpoussoacTBeHHasn JunenHsus (1aTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 03 GMP Compliance certificate Data/ | 14,0620
GMP cepruduxar (aata)
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundmnkanys Ne SPC-CC-034990 CIIN N STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI
1. | Description / Onucaune White to off-white suspension / Benas | Off-white suspension /
WM noyTy Genas cycreH3us HNoutu G6enas cycnieH3us
2. | Identification / HoamunHocTs '

a) Azelastine hydrochloride /
Asenacmuna gogox/wpuo

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
YAEPKMBAHUS  OCHOBHOTO MMKa Ha
XpOMaTOrpamMMe HCIMLITYEMOTo PacTBOpa
JO/DKHO  COOTBETCTBOBaTh  BPEMEHU
YVACPXKUBAHMS  OCHOBHOIO MHMKa Ha
XpOMaTOrpamMme pacTBOpa CTaHAapPTHOTO
obpa3ua asenacTuHa ruapoxjopuaa (cM.
pasaen «Konnuecrsennoe
OIPEACNEHUER).

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 /
Bpemsi ynepyxuBaHMs OCHOBHOTC IMKa Ha
XPOMaTorpaMMe  HCIbITYEMOrO  pacTsopa
COOTBETCTBYET  BPEMEHM  YACPXKUBaHUS
OCHOBHOTO IMKAa Ha  XpoOMarorpamme
pacTBOpa CTAHAAPTHOrO 06pasiia asenacTuHa
TYApOXJIOPHAZ (cem. pasaen
«KonuuecTBEHHOE ONpeleNCHHED).

b) Mometasone furoate /
Momemazona ypoam

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 /
Bpemst ynepKMBaHUS OCHOBHOIO IHKa Ha

OCHOBHOTO MMK2 Ha XpOMaTOrpaMMe | XpOMaTOrpaMMe HCTILITYEMOrO  pacTBOpa
HCTILITYEMOTO pacrsopa JOJKHO | COOTBETCTBYST  BPEMEHM  YACPKUBaHHs
COOTBETCTBOBAThL BPEMEHH YIAEPXMBAHUS | OCHOBHOrO MMKAa Ha  XpoMmarorpamme
OCHOBHOr0 NWKa Ha XpOMaTorpaMme | pacrsopa CTaHAapTHOro o0pasiia MOMETas’oHa
pacTsopa CTaHAAPTHOTO obpasua | ¢ypoara (cm. pasgen «KonuuecTBeHHOE
Momerazona  (Qypoata (cM.  pasaen | onpelcneHue»).
«KonuuecTBeHHOE onpeaeicHuey).
Prepared by / Iloarorosaeno Checlgeg by / IIpoBepeno Approvedpby / Onobpeno
Signature / Moanucs s = » g
Date / [lata ozln/w ollilyy o?]ix [»v
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / JosrxHocTs Officer - QA Officer -QA Asst, Manager -QA
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Name of product /
HaumenoBaHue npoayKuvu

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name/
HenarenroBaHHoe
HAUMEHOBAHNE

Azelastine Hydrochioride and Mometasone Fuorate metered dose nasal spray /
A3enacTyHa FUAPOXIOPUI ¥ MOMETa30Ha ypoar cnipel HasallbHbI JO3UPOBAHHBIH

JelicTBylomue BemecTsa

Each spray delivers / Kaxcnas n03a cipesi ConepxuT:
Mometazone Fuorate BP 50 mcg / MomeTasona ¢ypoar Bpur.®. 50 Mkr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxaopua bpur.®. 140 mxr
140 meg + 50 mcg Date of Mfg. / '
Strength / Jo3uposka 140 mKr + 50 wxr JlaTa npousBoACTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasn gopma Crnpeit Ha3anbHBIH A03MPOBAHHbIH Date of Exp. / T'ozen zo 1022023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Beinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/Cepus Ne 12210672 KoanuecTBo BuinyeHo 23,400 duiaxoHos
Batch size / Pasmep cepun 25,395 /25,395 ¢dnaxonos M. License No. / /10/832
IIpou3BoAcTBEeHHAS JSULEH3us Ne .
Inspection Lot No Mfg. License Date /
KonTtposupyemasn cepusn Ne 040000360606 IIpousBoacTBeHHAs AHUEH3US (1aTa) 30/04/2020
. GMP Compliance certificate Data /
Package size / Ynaxoska 150 doses / 150 no3 GMP cepruduxar (1a7a) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundurcanus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
¢) 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
oy e corresponding to the retention times of | to the retention times of peaks of
S PReey < peaks of  benzalkonium  chloride | benzalkonium chloride homologues Ci2 and
N i’ homologues Ciz and Cis in the [ Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamme ucmniTyeMoro
Ha  xpomarorpamme MCTILITYEMOTO | pacTBopa 0GHapyXUBaIOTCS 1KY,
pacTBopa  JODKHEL  OGHApYKMBAThCA | COOTBETCTBYIOLLME 1o BpeMeHaM

MAKH, COOTBETCTBYIOLIME 0 BpEMEHaM
yAepxuBaHus mukam romosioroB Ciz M

yaepxuBanus nukam romosoros Ciz n Cus
GeH3ankoHUs XJIOpMIA HAa XpoMaTorpamme

Cus GeH3anKoHUs Xjaopuaa - Ha | crampaptHoro  pactBopa  (cM.  paszen
XpOMAaToOrpaMMe CTAHAAPTHOTrO pacTBopa | «KonuuecTBEHHOE ONMPEACICHUEY ).
(cMm. paszen «KonuuecTBenHoe
OMPERENCHUEY).
pH From 4.0 t0 5.0/ Ot 4,0 10 5,0 4.427 /4,427
Density / [LnoTHoCTL From 0.90 to 1.10 g/cm?/ 1.01 g/cm!
Or 0,90 no 1,10 r/em? ]‘o] r/em?
5. Viscosity / Baiskoets Not less than 5 ¢Ps / He menee 5 cll3 51.0 cPs /51,0 cII3
6. | Osmolality / OévonnabHocTs 250 to 350 mOsm/kg / 293 mOsm/kg
250 — 350 MmOcMm/xr 293 MOCM/KT
7. | Vial leak testing / IIposepka Leakage traces should absent / No leakage traces /
$JAKOHA HA repMETHYHOCTD OTCYTCTBUE CNENOB YTEUKH Cnenpl yTEUKH OTCYTCTBYIOT
Prepared by / lloarorosaeno Checked by / Ilposepeno Approved\by / Ono6peno
Signature / lloanuck L
Date / Jlata ozlhln oBliz af|n
Name / ®PUO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / TosHocTh Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / ‘| Momat Rino Advance /
HaumeHnoBaHue npoaykuun Momart Puno AnBanc
genenc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ernaTenToBatHOe AseNlacTHHA MEAPOXJIOPHUA U MOMeTa3oHa (lypoat cnpeil HasaibHbIi A03UPOBaHHbIH
HAMMEHOBaHUE
‘ Each spray delivers / Kaxnas n03a cnpes coaepxur:
Jeiicrsyloniue BewiecTna Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna rugpoxnopua bpur.®. 140 mxr
140 meg + 50 mcg Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 Mxr JlaTa npousBoacTsa 1172021
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHas popma Crpeit HasabHbIH 103UPOBAHHBIN Date of Exp. /Tonen 20 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / lata Bbinycika 01.12.2021
Qty. Released / 23,400 BOT
Batch No/Cepun Ne 12210672 Koau4ecTrBo BoInymeHo 23,400 ¢aaxoros
. Mfg. License No. / MNB/10/832
Batch size / Pasmep cepnn 25,395 /25,395 ¢dnaxouos TponssoacTsennas muuensus Ne
Inspection Lot No Mfg. License Date /
Konrtposupyemas cepun Ne 040000360606 TpousBoacTBeHHAS JHLIEH3USA (AaTa) 30/04/2020
; GMP Compliance certificate Data / 2
Package size / YnaxoBka 150 doses / 150 no3 GMP cepruduiar (1a78) 18/06/2020
Market / Prisok Russia / Poccus GMP Compliance certificate No/ | G\1p.01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Creundnxanus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATDI
8. Mass of the released dose / Single dose / OTaenbHas no3a: Minimum / Munumym: 94.7 %
Macca BricoGoxaaemoii 1036t 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcumym:107.9%
dose amount / 850 — 1150% oT | Average/Cpeance:104.4%
3as1BJICHHOTO BBICBOGOXKAEMOTO
KOJIMYECTBA
Average dose / Cpeanssi xo3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBieHHOr0
BLICBOOO/1aEMOTr0 KOJIHYECTBA
9. Mass of the vial content / Not less than 14.175 g / 14405 ¢
Macca coaepzcumoro daaxkona He menee 14,175 14,405 r
10. | Dose number / Kosinuecrso 103 Not less than 150 doses / 188 doses / 188 mo3 7 A
He menee 150 103 Wy ASs )
. . S
11. | Particle size / Pa3mep uactuu 90 % of particles less than 10 um / 100.0 %/ 100,0% [
90 % uacrun pasmepom Menee 10 Mxm '/ *
100 % of particles less than 30 pm / 100.0 %/ 100,0% 2
100% uacTyy pasmepom menee 30 MkM = J/ -
Particles of more than 30 pm should be Absent / Orcyrcreyior  \ &3 7 1 ”’
absent / Yactuiinl Gonee 30 MKM JOMKHEI ““?f;f. o
OTCYTCTBOBATE Narmace \,\;L e
12. | Related substances / PoacTsenHbie npumecu
a) Azelastine hydrochloride /
Azenacmuna 2udpoxnopud: )
Single unspecified impurity / Not more than 0.89 %/ He 6onee 0,89 % | Not detected/ He o6HapyxeHo
EannnuHol Hemaentu-
¢uumpoBaHHOH npuMecH
Total impurities / Cymma npumecert | Not more than 2.0 % / He 6onee 2,0 % Not detected/ He oGHapyxeHO

Prepared by / IloarorosJieHo Checked by / IlpoBepeHo Approved by / OnoGpeno
Signature / Ioanuck <
Date / Jlata _aplhdw ofliaiv o |1v|royy
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / lonzuocts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance / ‘
HaumeHoBaHMe NPOAYKUHM Mowmat Puno Ansanc
gi::?ecut':'?)'::uluoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3enacTMHA rMAPOXJIOPHI M MOMETa30Ha (dypoaT cnpeli Ha3anbHBIH J03MPOBAHHBIH
HAMMEHOBaHUE:
Each spray delivers / Kaxcnas nosa cnpest coaepxur:
HeficTByrommue Bewmecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactusa ruapoxyopus bpur.®. 140 mxr
140 meg + 50 meg Date of Mfg, /
Strength / Jo3suposka 140 mxr + 50 MK® JlaTa npousBOACTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas dopma Cripeii Ha3ansHLIN 103MPOBAHHEIN Date of Exp. / Tonen 10 10/2023
Product code / Koa npoayxkra | SRU0300082460401DM Date of release / lata Bhinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/Cepun No 12210672 KoanuecTBo BbIAYLIEHO 23,400 daaxonos
Batch size / Paamep cepun 25,395 /25,395 ¢aaxonos | Mfg. License No. / MNB/10/832
TlponsBoacTBeHHas JHLEH3NS Ne
Inspection Lot No ; Mifg. License Date /
Konrposupyemas cepus Ne 040000360606 IpoussoacTBeHHAn JuueH3us (aaTa) 30/04/2020
Package size / Vnawoska 150 doses / 150 103 GMP Compliance certificate Data/ | ;4/06/502
GMP cepTudukar (aata)
Market / Poitiox Russia / Pocous GMP Compliance certificate No/ | Gyp.g1556/201N
GMP ceprudmrart Ne
Reference specification No / STP No/
Creunduatus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTAThI
b) Mometasone furoate /
Momemasona gypoam Not more than 1.0 % / He Gonee 1,0 % 0.02% /0,02%
Impurity D / [Tpumecs D

npUMech

npumecei

Single unspecified impurity /
Eannnanas HenneHTudunmMpopaHHas

Total impurities / Cymma Bcex

Not more than 1.0 %/

Not more than 2.0 %/

He 6onee 1,0 %

He 6onee 2,0 %

0.05%/0,05%

0.16%/ 0,16%

Prepared by / Iloarotosaeno Checked%/ ITpoBepeHo - Approvgd by / Ono6peno
Signature / Hoanuck €
Date / lata Zalhln <Bluh o¥ [y
Name / PHO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / JomxkunocTn Officer — QA Officer -QA Asst, Manager -QA

FCM/QA054/08.00
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Name of product / Momat Rino Advance /
HaumeHoBaHHe NPOXYKIUH Mowmat Puso Ansauc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToBaHHOe A3senacTHHa FMAPOXJIOPHA M MOMeTa30Ha (ypoar cnipeil Ha3anbHbIH J03UpOBaHHBIH
HAUMEHOBAHUE
Each spray delivers / Kaxnas no03a cnpes conepxur:
Jeficteyomue Bemecrna Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / AsenacruHa rugpoxiopua bpur.@. 140 mxr
140 mcg + 50 mcg Date of Mfg. / .
Strength / losuposxa 140 mxr + 50 mMxr JlaTta npou3soacTsa 1172021
Dosage form / Metered-dose nasal spray /
JlekapcerseHnasi popma Cripeit Ha3anbHbBIA A03UPOBAHHBIN Date of Exp. / Fonen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lara Bbinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/Cepus Ne 12210672 Ko/in4ecrBo BbINyHIEHO 23,400 dunaxonos
Batch size / Pazmep cepuu 25,395 /25,395 dnaxonos Mfg, License No. / MNB/10/832
- NpoussoacTBeHHast iuueH3us Ne
Inspection Lot No Mfg. License Date /
KoHTpoaupyemasn cepus Ne 040000360606 IlpousBoacTBeHHAs JulleH3us (JaTa) 30/04/2020
Package size / YnaxoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (raTa)
Market / Priox Russia / Pocons GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduar Ne
Reference specification No / STP No/
Creundmxauns Ne SPC-CC-034990 CITN Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI |
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /
OaHopoanocTs BLIcBOGOXIaEMOTT determinations may deviate from the | A3esacTHHa rHAPOXJIOpPHA:
203b1 mean value by more than +25% (one
starting and one end delivered dose is Bea / H. .
taken from each of 10 bottles) and none Meg : au/a./;z. . 86.6%
may deviate by more than £35%. Mlm.m um / M"H"My M .93 6:/’
If 3 to 6 values deviate by more than A aleul}'l c axcn{v;)(';\;(y by
+25%, but less than +35%, test the | £*VOrage/ LpoaHee:sl.7%
following 20 bottles. End / Koney:
Not more than 6 values from 60 | Minimum/Munumym: 88.5%,
determinations can deviate from the mean | Maximum / Makcumym:94.7%,
value by more than +25% and none can | Average / Cpeanee:92.0%
deviate by more than +35%/
He Gonee 2 3snavenuit u3 20 onpenencuuit | Mometazone Furoate /
MOTYT OTKJIOHSTCS OT CPEIHETO 3Ha4eHus | Momerasona dypoar:
Gonee yem Ha £ 25 % (ot kaxaoro us 10
(nakoHoB GepyTcs Mo OAHON HauanbHON
M OOHOW KOHEYHOH BBICBOOOMIAEMON Be.g / Hauano: .
203€), M MM omHoro - Gojee wem a | Minimum/Munumym 95.0%,
+ 35 %, Maximum / Makcumym: 105.5%,
Ecnu or 3 10 6 s3uauemmii umeior | Average/Cpeanee: 100.5%
OTKIOHEHHs Gonee 4eM = 25 %, Ho | End/Koney:
menbe, YeM + 35 %, To uCneiThBaOT | Minimum / Munumym 99.3%,
cnenyomue 20 ¢rakoHoB. Maximum / Maxcumym: 104.2%,
He Gosee 6 snauchuii u3 60 onpenenennit | Average / Cpennee 101.8%
MOTYT OTKIIOHATCS OT CPEAHEro 3Ha4eHUs
Gounee vem Ha+ 25 %, u Hu ofiHOTO,
6onee uem Ha = 35 %
Prepared by/ IloaroTroBaeno Checked bg_ﬂgone@ﬂo Approved\by / Ono6peHo
Signature / Iloanuce - A
Date / lata a3 lin Rk 0¥ !”’!‘”"
Name / ®PUO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Joaxuocts Officer — QA Officer -QA Asst. Manager -QA
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OaHOpOAHOCTL AO3UPOBAHUS

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 uz 10 onpenencHuii
MOXET  OTKJIOHATCH  OT  CPERHEro
3HaveHus Oomee vyeM Ha +25% (ot
kaxcaoro us 10 dutakoHoB Gepercst 1o
ofHOi  HauansHOM  BBICBOGOXAAEMOH
J03€), ¥ HU onHoro, Gojee HeM Ha
+35%.

Enu nBa wunm Tpu 3HaueHWs HMEIOT
OTKIOHEHUs Oonee uemM +25%, Ho
MeHee, 4eM =35%, TO HCHBITHIBAIOT
cneaytoue 20 draxoHos.

Name of product / Momat Rino Advance /
HaumeHoBaHHe NpoayKUHHT Mowmat PuHo Ansanc
genel:c name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
CHaTEHTOBARKOE AsenacTiHa FMAPOXJIOPUA U MOMeTasoHa (rypoar cripeif HasanbHblH 1031MPOBaHHEIH
HAMMEHOBAHUE
Each spray delivers / Kasnas n03a cripest COASPHKHUT:
JelicTBYyIOUMe BelleCTBA Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua Bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / lo3nposka 140 Mt + 50 Mr Java npoussocTsa 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcrseHHas ¢opma Cripeit HazanbHbBIM 103UpOBAHHBIM Date of Exp. / Fonen 10 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/ Cepus Ne 12210672 Konu4ecTBO BbINMYLIEHO 23,400 ¢naxonos
Batch size / Pasvep cepuu 25,395 /25,395 gnakonos Mfg. License No. / MNB/10/832
IIpon3BoacTBeHHAn JuueH3us Ne
Inspection Lot No Mfg, License Date /
Koutpoaupyemas cepun Ne 040000360606 TMpou3ssoacTReHHas JuueH3us (1aTa) 30/04/2020
. GMP Compliance certificate Data /
Package size / Ynakoska 150 doses / 150 no3 GMP ceprudukar (1a1a) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / STP No/
Creuudukauns Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
14. | Uniformity of dosage unit/ Not more than 1 value from 10 | Azelastine Hydrochloride/

A3e/IaCTHHA rUAPOXIOPUA:

Minimum / Munumym 86.6%,
Maximum / Makcumym:93.6%,
Average / Cpennee:90.3%

Mometazone Furoate /
Mowmera3sona ¢ypoar:

Minimum / Munumywm: 95.0%,

Maximum / Makcumym: 105.5%,
Average / Cpeanee: 100.5%

3 Awu,»
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Gounee vem Ha = 35 %. '\{""ﬂ
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N
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Name of product / Momat Rino Advance /
HaumenoBaHHe NPOAYKLUMH Mowmar PuHO AnBaHC
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
€NaTeHTOBANNOE A3eNacTHHA FUIPOXNIOPHA U MOMETa30Ha (ypoar crpeit HasaNbHEIHA 103MPOBAHHBIA

HaNMeHOBAHME

Each spray delivers / Kaxnas n03a cripest COASPKUT:
JeficTByoiue BewecTsa Mometazone Fuorate BP 50 mcg / Momerasona dypoar bput.d. 50 Mkr

Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxiopua bpur.@. 140 Mkr

140 meg + 50 mcg Date of Mfg. /
Strength / losuposia 140 mxr + 50 Mkr JlaTa npou3BoACTBa 172021
Dosage form / Metered-dose nasal spray /
JlekapcTeeHnas ¢popma Cnpell Ha3anbHbIH 103UpPOBaHHBINR Date of Exp. / T'onen 20 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021

Qty. Released / 23,400 BOT
Batch No/ Cepust Ne 12210672 Ko/in4ecTBO BbillyeHo 23,400 daaxonos
: ’ Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 25,395 /25,395 ¢naxonos TpousBoacTaenHas auuensus Ne
Inspection Lot No Mfg. License Date / ‘ 202
KoHTposupyemas cepus Ne 040000360606 Ipou3BoacTBeHHas! JiMLIeH3us (AaTa) 30/04/2020
. GMP Compliance certificate Data / 1202
Package size / YnaxoBka 150 doses / 150 no3 GMP ceprdukar (127a) 18/06/2020
Market / Prittor Russia / Poccus GMP Compliance certificate No/ | Gyp_91556/20/1N
GMP cepruduxar Ne

Reference specification No / STP No/
Crneunduxauus Ne SPC-CC-034990 CITA e STP-CC-026675
No TESTS / IOKA3ATEJIHN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATBI

15. | Microbiological purity / Mukpo6uonoruueckas uncrora

Total acrobic microbial count and
total yeast and moulds count
(combined) / O6wiee uucio
adpoOHBIX GaKTepuii ¥ IPOMKIKEBBIX 1
AEeCHEBbIX rpyuboB (CyMMapHO)

Test for Absence of Specified
Microorganism / Tect Ha
cnienuduuecKe
MUKPOOPraHU3MBbI:

| Pseudomonas aeruginosa
Staphylococcus aureus

Bile-Tolerant Enterobacteria /
OurepobakTepuy, yeToH4UBLIE K
KEIIH

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

Absence per 1 g (ml) of the product /
Ortcyrcrsue B 1 1 (M) npenapata

Absence per 1 g (ml) of the product /
Orcyrcrsue B | r (M) npenapara

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

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

Absent / OtcyrcTByer
Absent / OTcyTcTBYET

Absent / OtcyrcrByer

16. | Assay / KosnuecrBeHnoe onpeaesenne

a) Azelastine hydrochloride /
AseaacTuHa rugpoxJopun

From 85 % to 115 % of the labeled claim
of azelastine hydrochloride / Ot 85 % xo
115% oT 3a%BACHHOTO KOJMYECTBA
aseNnacTHHa ’MAPOXIOpUIa

93.1%793,1%

NES

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 103.4%/ 103,4%
Mowmeta3iona gypoar of mometazone furoate / Ot 85 % no
115% oT 3adBIEHHOrO KOJMYECTBA
MomeTasoHa qypoara
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 88.7%/88,7%
Bensankonun xaopua of benzalkonium chloride / Ot 80 % no
120% OT 3a9BNCHHOrO0 KOJMYECTBA
GeH3aIKOHNS XJI0pHaa
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Name of product /
HaumeHoBanue npoayKuMm

Momat Rino Advance /
Mowmat Puno Ansanc

Generic name /
HenarentoBanHoe
HAMMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Asenacryna rufpoxiopua ¥ MomerasoHa ¢gypoar cnpeli Ha3aJIbHBIH 103MPOBAHHEIN

Heiicreyiomme Beuecrsa

Each spray delivers / Kaxcaas no3a cripesi coniepxur:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®@. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxjopua bpur.@. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
. Strength / losuposia 140 mkr + 50 Mxr JlaTa npousBoAcTBa 1172021
Dosage form / _ Meter“ed-dose nasual spray / 3 Date of Exp. / Fonen 0 10/2023
JlexapcrBenHas gopma Cripeit Ha3anbHbIA A03MPOBAHHBIH
Product code / Kog npoaykra | SRU0300082460401DM Date of release / Jlata Bbinycka 01.12.2021
Qty. Released / 23,400 BOT
Batch No/Cepus Ne 12210672 KoauuecTBo BLINyIeHO 23,400 ¢naxoHos
Batch size / Pa3mep cepun 25,395 /25,395 dnaxonos M. License Ne. / MNB/10/832
Ipoun3BoacTBeHHas JuleH3us Ne
Inspection Lot No Mfg. License Date /
KouTpoaupyemas cepusi Ne 040000360606 IpoussoacTBeHHas JULeH3UA (AaTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certificate Data /| |¢/05/999
GMP ceprucurar (aata)
Market / Prinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
‘ GMP ceprudukar Ne
Reference specification No / STP No/
Crenudmicauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / 1T JIA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATDI

Ao
17. | Package size}-Yniakosis ~ -

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with
leaflet placed in carton box. / Ilo 75 u
150 no3 Bo dumakon w3z TIDBII,
CHaOMEHHBIH NO3UPYIOIMM YCTPOICTBOM
¥ Ha3aNbHBIM AAaNTepoOM C 3alUUTHLIM
kosmaykoMm. ®DakoH ¢ MHCTPYKUMER no
NPHUMEHEHHIO NOMEIAOT B 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. / Ilo 150 xo3 Bo dnaxon u3
TI3BII, cHabXeHHbIH A03UPYIOLMM
YCTPOMCTBOM U HAa3aJIbHBIM aAanTepoM C
3aUTHLIM KoanadykoM. PakoH ¢
WHCTPYKUMEH 10 MPUMEHEHHIO NOMELIAIOT B
KapTOHHYIO MA4Ky.

18. | Labeling / Maplcnposxa

According to ND / B coorsercraun ¢ HJI

19. | Storage / XpaHenue

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3amuIueHHOM 0T cBeTa MeCTe
npu Temneparype ot 15 no 25 °C. He 3amopaxusars.

20. | Shelf-life / Cpok roanoctu

2 years/2 rona

Any deviation/Incident/OOS: Not applicable
Orxnonenns/Muunnentsi/QO0C: He MpUMEHUMO

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging and quality control at the above mentioned site in full compliance with the GMP requirements of the
local Regulatory Authority-and with the normative document no. JIT1-003328-231115, 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.”

3akJr04eHne © COOTBETCTBUM: HACTOAILMM MONTBEPXKIALO, YTO NPEJCTABNEHHAS Bblle HH(OPMALMS ABISCTCS JOCTOBEPHOM M TOYHOM.
[annas cepus Obifa MPOM3BENCHA, BKJIOYAs YNAKOBKY/MapKUPOBKY, W TPOKOHTPOJMPOBAHA HA YKa3aHHOM BBILIE MPOM3BOACTBEHHOH
TJI0Lta/iKe B MOJHOM COOTBETCTBUY ¢ TpeGoBanmamu Hagnexaiel Iponssoacreennoi [pakrtuxyu (GMP) u TpeGoBaHUsAMI HOPMATHBHOM
noxymenrtauyn JII1-003328-231115, HMsm. Ne 1 or 12.09.2016, Usm. Ne 2 o1 05.12.2016, Mam. Ne 3 or 08.10.2018, Ham. Ne 4 or
03.06.2019, H3m. Ne 5 ot 20.03.2019, H3am. Ne 6 ot 23.01.2020, HU3m. Ne 7 ot 20.02.2020. [aHHas cepust COOTBETCTBYET TPeGOBaHUAM

HODMATUBHOM JOKYMEHTALMH,

npOTOKOHbl NMPOX3BOACTBA, YIMAKOBKKH W MNPOBEACHHBIX aHAIM3OB IS JaHHOH CCpHH ObLTn

NPOAHAIM3MPOBaHBI M CAEIAHO 3aKJIFONCHNUE, HTO OHM COOTBETCTBYIOT TpeGosanmusam Hannexaueii [Tpoussoacreennoii Ipaxtukn (GMP).
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