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Cepruduxar ananinza Ha roTOBYIO IPOJYKIHUIO
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Name of product /
HaumeHoBaHue NPOAYKLIHH

Momat Rino Advance /
Mowmar Puno Ansauc

Generic name /
HenaTenroBaHuoe
HAVMMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AszellacTH2 FHAPOXIOPHI U MOMeTa30oHa (ypoar crpe Ha3albHbli JO3MPOBAHHELH

HeiicTBytomue BenecTsa

Each spray delivers / Kaxuaas 103a crpest COASPXKHUT:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxiaopust bpur.®. 140 Mkr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr JlaTa npou3BoacTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHast popma Cripeit Ha3aIBHBIA 103UPOBAHHEIN Date of Exp. / Tonen no 03/2024
Product code / Kog npoxywra | SRU0300082460401DM Date of release / JaTa Bbimycka 18.05.2022
o Qty. Released / 23,520 BOT
Batch No/Cepus Ne 12220210 KoJsin4ecTso BLINYLIEHO 23,520 ¢naxonon
Batch size / Pazmep cepuu 25,395 /25,395 ¢pnaxoros M. License No. / /10/832
HpousBoacTBeHHAs JHUEH3INS Ne
Inspection Lot No Mfg. License Date /
Kontponupyemasi cepus Ne 040000386452 IIpousBoacTBeHHAast JuLeH3us (1aTA) 30/04/2020
. GMP Compliance certificate Data /
Package size / YnakoBka 150 doses / 150 no3 GMP cepruduiar (1a7a) 18/06/2020
Market / Peitok Russia / Poccus GMP Compliance certificate No/ | Gyrp_g1556/201N
GMP ceprudurar Ne
Reference specification No / STP No/
Crenuduxarms Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJILTATBI
1. | Description / Onucanue White to off-white suspension / Benas | Off-white suspension /

uiy noyty Genas CycrneH3us

Iouru Genas cycrieHsus

2.

Identification / IloamaHOCTL

a) Azelastine hydrochloride /
Asenacmuna 2uopoxnopuo

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 / Bpemst
YAEDXKMBAHHS  OCHOBHOIO IMKa Ha
XpOMaTOrpamMMe HCIILITYEMOrO pPacTBopa
JOIKHO  COOTBETCTBOBATH  BPEMEHH
YIACPKHMBAHHS  OCHOBHOTO MHUKa Ha
XPOMATOrpamMMe PacTBOpa CTAHIApPTHOTO
ofpasia azenacTuHa I'uapoxJopuaa (cM.
pasaen «KonnuecTBeHHOE
ONPEJEICHUEY ).

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 ynepxuBaHUsS OCHOBHOIO IMKa Ha

XKpoMaTorpaMMe  MCHBITYEMOTO  pacrBopa
COOTBETCTBYCT  BPEMEHM  YACpIKUBAHUS
OCHOBHOTO [IMKA HA  XpOMarorpamMme

pacTBopa CraHaapTHOro o0pasua asenacTuHa
THAPOXJIOpUAA (c™. paszen
«KonuuecTBeHHOE ONPERENCHHEN).

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 yaepxuBaHus
OCHOBHOTO THMKAa Ha XpOMAaTrorpamme
HCTBITYEMOI'0 pacTBopa JIOIKHO
COOTBETCTBOBATb BPEMEHH YIEPKHBAHUSL
OCHOBHOTO TIHKa Ha& XpoMarorpamme
pacTBopa CTQHAAPTHOTO obpasua
MoMmerazoHa ¢ypoara (cM.  paslen
«KonnuectBennoe onpeaeneHues ).

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 yaepxuBaHHs OCHOBHOIO NMKa Ha

KpPOMarorpaMMe  MCIIBITYEMOTO  PacTBopa
COOTBETCTBYET  BPEMEHH  YIEDPIKMBAHUS
OCHOBHOI0 IWKa Ha  XPOMarorpamme

pacTBOpa CTaHJapTHOTO 00pa3ia MOMETa30Ha
tbypoara (cm. pasgen «KonmuuecTBeHHOE
ONIpENCIICHUE» ).

Prepared by / Iloaroros/ieno

Checked by / IIpoBepeno

¢
\__Approved by / OnoGpeno

Signature / Moanuces

Date / {ata 09 o8 [ oqlol et 69\ 36 Yo
Name / ®HO Atul Kumar Shailendra Singh Sandeep Semwal
Designation / loskHOoCTb Officer -QA Asst. Manager -QA Sr. Manager -QA

FCM/QA054/08.00




&

glenmark

A new way for a new world

Glenmark Pharmaceuticals Ltd

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?.vsnl.net.in

Certificate of Analysis for Finished

Product/
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Name of product / Momat Rino Advance /
HaumeHnoBaHue NpogyKLHH Mowmart Puno AnsaHc
g:ﬁ::fﬂ';?::}:}we Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
i {71
HANMEHOBAHHE A3eacTHa T’HIPOXIOPHI U MOMeTa30Ha (hypoar crpeit HazalbHbIi JO3UPOBAHHE
Each spray delivers / Kaxxaas no3a cripest COXepuT:
JelicTByouue BemecTa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxuopus Bpur.®. 140 mxr
140 meg + 50 mcg Date of Mfg. /
Strength / llosuposka 140 mxr + 50 mxr Jarta npousBoAcTBa 0472022
Dosage form / Metered-dose nasal spray /
JlexaperBennas dopma Cripeit HasaIbHBIA 103UPOBAHHEBIN Date of Exp. / 'onen 1o 03/2024
Product code / Koa npoayxra | SRU0300082460401DM Date of release / J{aTa Boinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepun Ne 12220210 KoanuectBo Bbinymeno 23,520 daxonos
Batch size / Pasmep cepun 25,395/25,395 ¢aaxonos Mig. License No. / MNB/10/832
IIpousBoacTBeHHas JuLeH3nst Ne
Inspection Lot No Mfg. License Date /
Kontpoaupyemas cepus Ne 040000386492 IpoussoacTBeHHas TuLeH3N (IaT3) 30/04/2020
Package size / Ynakoska 150 doses / 150 nos GMP Compliance certificate Data / 18/06/2020
GMP ceprudurart (naTa)
Market / Pruox Russia / Pocons GMP Compliance certificateNo/ | G\ p_g1556/20/N
) GMP cepruduxar Ne
Reference specification No / STP No/
Crienyduicanus Ne SPC-CC-034990 CIIH No STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATHI
¢} Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Kbenzankonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding
corresponding to the retention times of | to the retention times of peaks of
peaks  of  benzalkonium  chloride | benzalkonium chloride homologues Ci2 and
homologues Ciz and Ci4 in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpaMMme HCIBITYEMOro
Ha  XpomarorpaMme  HCHBITYyEMOro | pacrsopa o0HapyXHUBaOTCS HKH,
pacTBopa  JOMKHBI  OGHAPYKUMBATHCA | COOTBETCTBYIOLIUE no BpEMEHAM
OUKH, COOTBETCTBYIOLIME MO BpPEMEHaM | YAepKuBaHWs mukaM romosioroB Ciz v Cia
YACPKMBaHUMS nukam romosioroB Ciz M | OCH3aIKOHUS XJIOpHIZ Ha XpOMAaTrorpamme
Cua GeH3anKoHUs XJOpHAa  Ha | craHmaprHoro  pacrBopa (cM.  pasaen
XpoMaTorpamMme CTaHRApPTHOTO pacTBopa | «KoauuecTBEHHOE OnpeAeneHue).
(cm. pasaen «KonuyectBeHHOE
onpeacaeHue» ).
pH From 4.0 to 5.0/ Ot 4,0 10 5,0 434/4,34
4. | Density / ILnoTHOCTB From 0.90 to 1.10 g/cm?®/ 1.02 g/ecm
Ot 0,90 no 1,10 r/fem?® 1,02 rem®
5. Viscosity / Baskocrs Not less than 5 cPs / He menee 5 cllz 45.5 ¢cPs /45,5 cIl3
6. | Osmolality / OcmonsiabHOCTL 250 to 350 mOsm/kg / 323 mOsm/kg
250 ~ 350 mOcm/xr 323 MOcM/KT
7. Vial leak testing / IT 951‘79&1’%“7‘:(\ Leakage traces should absent / No leakage traces /
taaxona Ha repy€ruYHoOCTL” Ul‘k\OTCyTCTBHe CJIEJIOB YTEUKHU Crielibl yTE€UKH OTCYTCTBYIOT
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Name of product / Momat Rino Advance /
HaumeHnoBaHue NpoaAYKUHH Mowmar Puno AzxsaHc
generlc name / Aczelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
eMaTeHTOBANHOE A3seacTuHa M’YIPOXIIOpUA U MoMeTa3oHa (ypoar cripeit HazaabHbIH A03UPOBAHHLIA
HAUMEHOBaHNe
Each spray delivers / Kaxnas no3a cipest coaepskur:
JeiicrByromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenactina rugpoxnopun bpur.®. 140 Mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / losuposia 140 Mkr + 50 Mxr JlaTa npou3BoAcTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlekapcTBeHHas dopma Cnpeill Ha3anbHEIN 103MPOBAHHEIH Date of Exp. / Fonen 1o 03/2024
Product code / Kox npoayxra | SRU0300082460401DM Date of release / JlaTa Beinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepus N 12220210 KosiuuecTBo BbInymeHo 23,520 ¢naxonos
Batch size / Pasmep cepun 25,395/25,395 ¢nakounos Mig. License No. / MNB/10/832
ITpoussoacTBeHHas autieH3us Ne
Inspection Lot No Mfg. License Date /
KonTpoanpyemas: cepusi Ne 040000386492 IIpou3BoacTBeHHAas1 JiMlleH3un (HaTa) 30/04/2020
. GMP Compliance certificate Data /
Package size / Ynaxosxa 150 doses / 150 no3 GMP cepruduicar (1ara) 18/06/2020
Market / Poinok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmxart Ne
Reference specification No / STP No/
Creundmcauns Ne SPC-CC-034990 CIIH Ne STP-CC-026675
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHHSA OBSERVATION / PE3YJIBTATBI
8. Mass of the released dose / Single dose / OTaeanuas no3a: Minimum / Muxaumym: 91.3%
Macca BrIcBOGONIaCMOT 103b1 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcimym:110.4%
dose amount / 85,0 — 1150% or Average / Cpennee:99.52
3asBJICHHOTO BBLICBOOOKIAEMOT0 :
KOJI4ecTBa
Average dose / Cpeansn no3a:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % or 3asiBIEHHOTO
BBICBOOOXIAEMOT0 KOJIMUECTBA 3
9. | Mass of the vial content / Not less than 14.175 g/ 14339 g %\ ot ,5\‘9
Macca copepacumoro duraxona He meHee 14,175 ¢ 14,339 r N3 N, . “{\G
10. | Dose number / Kotuuecrno 103 Not less than 150 doses / 192 doses /192 noz ~eMM=a>2~
He menee 150 no3
11. | Particle size / Pasmep uacTuu 90 % of particles less than 10 pm/ 100.0 %/ 100,0%
90 % wacrun pasmepom MeHee 10 Mxm
100 % of particles less than 30 um / 100.0 %/ 100,0%
100% vactun pazmepom meHee 30 MkM
Particles of more than 30 um should be Absent / OrcyTcTBYIOT
absent / HacTuus! Gosiee 30 MKM ZOJDKHBI
OTCYTCTBOBAThL
12. | Related substances / PoacrBenHbie npumMecu
a) Azelastine hydrochloride /
Azenacmuna 2uopoxnopuo:
Single unspecified impurity / Not more than 0.89 % / He 6oxee 0,89 % | Below LOQ/ Humxe LOQ
EavnuyHo# HemneHTH-
(uuupoBaHHOIM MprMeEcH
Total impurities / Cymma npumeceit | Not more than 2.0 % / He 6onee 2,0 % Below LOQ/ Humxe LOQ
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‘| Name of product /
Haumenosaune npoaAyKuuu

Momat Rino Advance /
Mowmar Puno Axsanc

Generic name /
HenaTeHToBaHHOE
HAUMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /

A3eacTrHA THAPOXJIOPUI U MOMeTa30Ha (ypoar cnpeil Ha3anbHblH 103MPOBAHHBIH

JelicTByiomue Bemecrsa

Each spray delivers / Kasxnas xo03a cripest COEPKUT:
Mometazone Fuorate BP 50 mcg / Momerasona dypoat Bpur.®. 50 Mxr

Azelastine Hydrochloride BP 140 me

g / Asesractuna rugpoxyiopun bpur.@. 140 mxr

140 mcg + 50 meg

Date of Mfg. /

Strength / losuposxa 140 mxr + 50 Mkr JlaTa npou3BoAcTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHas dopma Cripeii HazanbHbLH JO3UPOBAHHKIN Date of Exp. / Toaen a0 03/2024
Product code / Koa npogyxra | SRU0300082460401DM Date of release / lara Boinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepus Ne 12220210 KoanuecTBo BbIMyLIEHO 23,520 daaxonos
Batch size / Pasmep cepun 25,395 /25,395 ¢unakouos x:’(a’m I;I':)‘L“C?Bl::;l; — MNB/10/832
Inspection Lot No Mfg. License Date /
KonTposnupyemas cepun Ne 040000386492 Tlpou3BoacTBeHHAasl JuLeH3un (aaTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 z03 GMP Compliance certificate Data/ | 1¢/962950
GMP cepruduxar (aara)
Market / Poitiok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxat Ne
Reference specification No / STP No/
Crenudukauus Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHHA OBSERVATION / PE3YJIbTATHI
b) Mometasone furoate /
Momemazona dypoam Not more than 1.0 % / He 6oxee 1,0 % 0.05% /0,05%
Impurity D / IIpumecs D

NpUMech

npumecei

Single unspecified impurity /
Envmvanas HenaeHTU( MUMpOBAHHAsS

Total impurities / Cymma Bcex

Not more than 1.0 %/ He

Not more than 2.0 %/ He

Gonee 1,0 % 0.05%/0,05%

6omnee 2,0 % 0.21%/0,21%

1
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Name of product /
HaumeHoBaHHe NpoAyKUYH

Momat Rino Advance /
Mowmar Puno Axsauc

Generic name /
HenarentoBanHoe
HAMMEHOBAHNE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3enacTUHA THIPOXJIOpU U MOMeTa30Ha (hypoaT cripeil HazaabHbIH J03UPOBAHHbII

JelicrByromue Bemecrsa

Each spray delivers / Kasknas n1o3a cripest COnepKUT:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bput.®. 50 mMxr

Azelastine Hydrochloride BP 140 mcg / Azenacruna ruapoxyopun bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / Jlosnponka 140 mxr + 50 Mxr JaTta npousBoacTsa 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHast opma Cripeii Ha3anbHBIM 103MPOBAHHbIH Date of Exp. / Tonen no 03/2024
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lara Bbinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepusi Ne 12220210 KosnuecTso BbIMYIIEHO 23,520 dnaxonos
Batch size / Pasmep cepum 25,395 /25,395 ¢unakounos Mig. License No. / /10/832
IlpousBoacTBeHHAd JuLeH3us Ne
Inspection Lot No Mfg. License Date /
KonTpoaupyemas: cepusi Ne 040000386492 IIpousBoacTBeHHas JuleH3ns (AaTa) 30/04/2020
Package size / Ynakoska 150 doses / 150 03 GMP Compliance certificate Data/ | 1g,)¢/5029
GMP cepruduxar (aata)
Market / Poinox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenndnxauus Ne SPC-CC-034990 CITA Ne STP-CC-026675
No TESTS / IOKA3ATEJN LIMITS / TPEBOBAHHUS OBSERVATION / PE3YJIbTATHI
13. | Uniformity of delivered dose / Not more than 2 values from 20 | Azelastine Hydrochloride /
OnHopoaHocTh BbICBOGOXKAaEMOTT determinations may deviate from the | AsesacTuna ruapoxaopua;
[103bI 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 3HaueHuit u3 20 onpeneneHuit
MOI'YT OTKJIOHSITCS OT CPpEJHET0 3HaYEeHUS
6osee ueM Ha = 25 % (oT kaxaoro usz 10
(nakoHOB GepyTcs MO OAHON HAYATBLHOMN
n OAHOM KOHe4HOH BeICBOOOXAAEMON
A03€), U HU opHOro - Gojee 4yeM Ha

Beg / Havano:

Minimum / Munumym: 96.6%,
Maximum / Makcumym: 102.6%,
Average / Cpeanee:100.0%
End/ Koney;:

Minimum / Munumym: 96.8%,
Maximum / Maxcrmym:103.7%,
Average / Cpeanee:100.0%

Mometazone Furoate /
Momerta3soHa dypoar:

Beg / Hauano:
Minimum / Muxumym 96.6%,

=

i

a
N

+35 %.

Ecir or 3 no 6 3HaueHuii uMelOT
OTKIOHEHUst Oonee uem = 25%, HO
MeHbILE, 4eM = 35 %, TO HCIBITHIBAIOT
cnenyroume 20 ¢rakoHoB.

Maximum / Maxcrmym: 102.3%,
Average / Cpennee: 100.0%
End/ Koney:

Minimum / Munumym 96.8%,
Maximum / Makcumym: 103.3%,

S

iarmsa
—

He 6oee 6 3naueHuit u3 60 onpeacaeHuit
MOTYT OTKJIOHSITCS OT CPEJHEr0 3HaYeHUS
Gonee uem Ha + 25 %, U HK 0HOTO,
Oonee uem Ha+ 35 %

Average / Cpeanee 100.0%

i

Prepared by / IlogroTosiieno

Checked by / IIpoBepeno
7

) Approved by / Ono6peno

Signature / ITognucy A -

Date / Jlata 09w ] 17— PO ga\ ¢\ vU—
Name / ®PUO Atul Kumar Shailendra Singh ' Sandeep Semwal
Designation / JomxuocTs Officer -QA Asst. Manager -QA Sr. Manager -QA

FCM/QA054/08.00




&

glenmark

A new way for 2 new world

Glenmark Pharmaceuticals Ltd .
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /
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Name of product / Momat Rino Advance /
HaumeHoBaHUE NPOAYKIUHU Mowar Puno Ansane
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ENaTeHTOBANHOE A3senacTUHa r’HIPOXIIOPUI M MOMeETa30Ha (hypoaT crpeit HazaabHbIH J03MPOBAHHLIA
HauMeHOBaHWe
Each spray delivers / Kasxnas n103a cripest cConepxur:
JeiicrByromue Bemecrsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopus bpur.®. 140 mxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposka 140 mxr + 50 Mkr JlaTta npoussoacTsa 04/2022
Dosage form / Metered-dose nasal spray /
JexapcreenHasi gopma Crpeli Ha3aneHbIM 103UPOBAHHEIM Date of Exp. / T'onen 10 03/2024
Product code / Kox npoayxra | SRU0300082460401DM Date of release / lara Boinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No / Cepus Ne 12220210 KoMYecTBO BHIMYIEHo 23,520 (rakoHos
Batch size / Pasmep cepun 25,395 /25,395 daaxonos M. License No. / MNB/10/832
IpousBoacTBeHHas JuneH3us Ne
Inspection Lot No Mfg. License Date /
Kontponupyemas cepusi Ne 040000386492 IIpousBoacTBeHHas JuLeH3us (AaTa) 30/04/2020
. GMP Compliance certificate Data /
Package size / YnaxoBka 150 doses / 150 no3 GMP ceprudurar (1a7a) 18/06/2020
Market / Prisor Russia / Pocons GMP Compliance certificate No/ | Gvp 15562014
GMP ceprudnxar Ne
Reference specification No / STP No /
Criewmdmscans Ne SPC-CC-034990 CIIH Ne STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHHSI OBSERVATION / PE3YJIbTATBI

14. | Uniformity of dosage unit /
OaHOpOoAHOCTL A03HPOBAHUS

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 onpeneneHui
MOXET  OTKJIOHATCA  OT  CPEAHEro
3HaueHus Oonee yeM Ha *=25% (ot
kaxaoro u3 10 ¢uakoHoB Gepercs no
OJHOM HavambHOH  BHICBOOOMXKIAECMOI
J03€), ¥ HH OJHOro, Gojiee veM Ha
+35 %.

Enn 1Ba wiM TPM 3HAYECHHUA HMEIOT
OTKJIOHEHUs1 Oonee uem =+25%, HO
MeHee, yeM =+ 35%, TO UCILITHIBAIOT
caenyrouue 20 ¢uakoHoB.

He ©Oosee Tpex 3HayeHud Moryr
OTKJIOHATBECA OT CpEAHEro 3HaAYCHHS
Oonee, yeM Ha £25%, WU HM OmHOrO,
6onee vem Ha = 35 %.

Azelastine Hydrochloride /
A3sejacTUHA TMAPOXJOPUI;

Minimum / Munumym 96.6%,
Maximum / Maxcumym: 102.6%,
Average / Cpeanee:100.0%

Mometazone Furoate /
MowmeTa3ona ¢pypoar:

Minimum / Munnmym: 96.8%,
Maximum / Makcumym: 102.3%,
Average / Cpennee: 100.0%

1
Prepared by / Iloarorosneno Checked by / IlposepeHo \ Approved by / Ono6peno
Signature / Iloanuck =
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Name of product / Momat Rino Advance /
HaumeHoBanue NpoayKLIHU Mowmar Puno AnsaHc
g:ﬁ:l:ecnll?)r:ulnoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
74 7]
HAHMEHOBAHME AsenlacTiHA M'HAPOXIIOpHA M MoMeTasoHa (ypoar cipeil Ha3anbHbl JO3MPOBAHHEL
Each spray delivers / Kaxxnas 1032 cripest COepXHT:
JeiicTByIomue BelecTa Mometazone Fuorate BP 50 mcg / Momerasona dypoart Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mxr
140 mcg + 50 mcg Date of Mfg. /
Strength / Ho3upoBka 140 MKt + 50 M JlaTa npousBOLCTBA 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcrBenHas ¢opma Cripelf HasaIbHBIN 103UPOBAHHLIH Date of Exp. / onen 1o 03/2024
Product code / Koa npoayxra | SRU0300082460401DM Date of release / {aTa Boinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepun Ne 12220210 KosnuvecTBo BbINYMEHO 23,520 ¢urakonon
Batch size / Pasmep cepun 25,395 /25,395 daaxouos Mg, License No. / MNB/10/832
IIpousBojcTBeHHas JuLeH3ust Ne
Inspection Lot No Mfg. License Date /
Konrpoaupyemas cepus Ne 040000386492 IlpousBoacTBeHHAs AuUeH3Us (aaTa) 30042020
. GMP Compliance certificate Data /
Package size / Ynakosxa 150 doses / 150 no3 GMP cepruduxar (1a7a) 18/06/2020
Market / Prinok Russia / Poccus GMP Compliance certificate No/ | yp_0)556/20/IN
GMP cepTudurar Ne
Reference specification No / STP No/
Crenudmicanus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ZATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
15. | Microbiological purity / MuxpoGuoJiorudeckas uucToTa

Total aerobic microbial count and
total yeast and moulds count
(combined) / OBuee uncno
a3poOHLIX GaKkTepHil U APOXKIKEBLIX U
IUIECHEBBIX I'PUGOB (CyMMapHO)

Test for Absence of Specified
Microorganism / Tecr ua
cnenudueckue
MUKPOOPTaHU3MbI:

Pseudomonas aeruginosa

Staphylococcus aureus

Bile-Tolerant Enterobacteria /
OnrepobakTepuy, YCTOMYMBEIE K
WKETIU

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

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

Absence per 1 g (ml) of the product /
Ortcyrersue B 1 T (Mi1) npenapara

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

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

Absent / OtcyrcTByer

Absent / QtcyTcTByeT

Absent / OtcyTeTBYeET

16.

Assay / Konu4ecTBeHHoe onpeaeienue

a) Azelastine hydrochloride /
A3eJacTHHA IUAPOXJIOpUA

b) Mometasone furoate /
Mowmera3sona pypoart

¢) Benzalkonium chloride /
Bensankonus xaopun

From 85 % to 115 % of the labeled claim
of azelastine hydrochloride / Ot 85 % no
115% oT 3aiIBIEHHOrO KOJMYECTBA
a3eacTvHa THIpOXIopuia

From 85 % to 115 % of the labeled claim
of mometazone furoate / Ot 85 % 10
115% oT 3adBJICHHOrO KOJWYECTBA
MOMeTa3oHa (pypoara

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Or 80 % 1o
120% oT 3a0BJEHHOrC KOJIMYECTBA

GeH3ankoHus xJopuia

86.8% / 86,8%

Prepared by / IToarorosaeno Checked by / IIpoBepeHo \ Approved by / OnoGpeno
Signature / Hoanucs =24 . L
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Designation / lostzkHoCTH Officer -QA Asst. Manager -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /
CepTudukar anajmia Ha roTOBYI0 IPOJAYKIHIO

Page 8 of 8 /Ctp. 8 u3 8

Name of product / Momat Rino Advance /
HaumenoBaHune npoaykuuu Mowmar Puno Anpanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enarelirosatixoe A3enacTHHA IWIPOXIIOPU U MOMeTa30Ha (ypoaT crpeit HasalbHEIN J03VPOBAHHEIN
HAMMEHOBaHHE
Each spray delivers / Kaxaas x03a cipes comep«ur:
JlelicTBylonue BemecTsa Mometazone Fuorate BP 50 mcg / Momerazona dypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxnopun bpur.®. 140 Mxr
140 meg + 50 mcg Date of Mfg. /
Strength / losuposia 140 mxr + 50 Mxr JlaTa npousBoacTBa 04/2022
Dosage form / Metered-dose nasal spray /
JlexapcTBeHHasi hopma Cripeit Ha3aabHEIN Z03MPOBAHHEIH Date of Exp. / Fonen 110 03/2024
Product code / Koa mpoayxra | SRU0300082460401DM Date of release / laTa Boinycka 18.05.2022
Qty. Released / 23,520 BOT
Batch No/Cepun Ne 12220210 KoanuecTBo BhIMyIEHO 23,520 ¢naxonos
Batch size / Pasmep cepun 25,395 725,395 ¢naxouon M. License No. / MNB/10/832
IIpon3BoacTBeHHAs AHLIEH3sA No
Inspection Lot No Mfg. License Date /
Kontpoaupyemas cepust Ne 040000386492 Ilpon3BoacTBEHHAS JHLEH3UsI (1ATA) 30/04/2020
. GMP Compliance certificate Data /
Package size / YnaxoBka 150 doses / 150 no3 GMP ceprudurar (1a1) 18/06/2020
Market / Pristox Russia / Pocens GMP Compliance certificate No/ | qyvp_g1556/20/1N
GMP cepruduxar Ne
Reference specification No / STP No/
Criewndurcauns Ne SPC-CC-034990 CITN Ne STP-CC-026675
No TESTS / HWé:P’H{I:I LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATBI

17. | Package sig&j,\ylfakonxa -

150 no3 Bo

nauxy.
1

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
¢dnakon 3
CHABXEHHBII JO3UPYIOLIAM YCTPOHCTBOM
Y Ha3aIbHBIM aJallTePOM ¢ 3alUTHBIM
KkoNmavkoM. (DIaKoH ¢ MHCTPYKUMeH mo
IIPUMEHEHUIO MOMEILAIOT B KAPTOHHYIO

150

I13BII,

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / ITo 150 no3 Bo tdurakon u3
T13BI1, cnabxeHHEI# 103UPYIOMUM
YCTPOMCTBOM K HAa3QJILHBIM GHaITepOM C
3alUMTHBEIM KONadKkoM. P1akoH ¢
MHCTPYKLUMCH 110 IPYMEHEHMIO MOMEILAIOT B
KapTOHHYIO M1a4Ky.

doses in a HDPE plastic bottle equipped

18. | Labeling / Mapxuposka

According to ND / B coorBercrauy ¢ HJT

19. | Storage / Xpaneuue

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3al(HIIEHHOM OT CBETA MECTE
npu temneparype ot 15 go 25 °C. He 3aMmopaxuBarts.

20. | Shelf-life / Cpok roasocTu

2 years/2 rona

Any deviation/Incident/OOS: Not applicable
Otknonennst/ManuaenTel/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. JITTI-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.”

3axaoueHne 0 COOTBETCTBHH: HACTOSIIMM MOATBEPXAAIO, YTO NPENCTABACHHAS BhINC MH(OPMAIHES ABISAETCH JOCTOBEPHOM U TOYHOM.
Haunas cepus Ohula MPOM3BENCHA, BKIIOYAS YHNaKOBKY/MapKUPOBKY, M MPOKOHTPOJHPOBAHA HA YKAa3aHHOH BBIIIE IPOM3BOACTBEHHOM
TUIOIAIKE B MOJIHOM COOTBETCTBUU ¢ Tpeboranusmu Hamnexameit [Iponssoacreennoit [paxtuku (GMP) u TpeGOBaHMAMM HOPMATHBHOMH
nokymenrauuu JII1-003328-231115, Mam. Ne 1 or 12.09.2016, Ham. Ne 2 o1 05.12.2016, U3sm. Ne 3 ot 08.10.2018, Hsm. Ne 4 or
03.06.2019, HMam. Ne S ot 20.03.2019, Ham. Ne 6 ot 23.01.2020, Hsm. Ne 7 ot 20.02.2020. [JanHast cepusi COOTBETCTBYET TPeGOBAHMAM

HOPMATHBHOH JAOKyMeHTauuu. [IpoToKoJbl

NPOW3BOACTBA, YNMAKOBKA M NPOBCACHHBIX @HAIM3O0B JJIA JaHHO# CCpUH ObutH

NPOaHANM3UPOBAHLI U CICTIAHO 32KIMIOYECHKE, YTO OHU COOTBETCTBYIOT TpeboBanuam Hamnexameit [IpoussoacrBenHoi [Ipaktuxu (GMP).
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