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Certificate of Analysis for Finished Product /
Cepruduxar anajan3a Ha roTOBYI NPOIYKIHAIO

Page 1 of 8/ Ctp. 1 u3 8

Name of product / Momat Rino Advance /
HanmeHoBaHue NpPoaAyKIUY Mowmar PuHo AnBaHC
ge“em name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
EMATEHTOBANHOE A3eacTHHA THAPOXIIOPUA U MOMETa30Ha QypoaT crpelt HasalbHbIH J03MPOBAHHEI
HaUMEHOBaHMeE
Each spray delivers / Kaxcaas n103a cnipest COAEpXHT:
JeficTByromue BelecTsa Mometazone Fuorate BP 50 mcg / Momerazona ¢ypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mkr
' 140 meg + 50 mcg Date of Mfg. /
Strength / losuposka 140 Mkr + 50 mxr JlaTa npon3BOACTBA 1172021
Dosage form / Metered-dose nasal spray /
JlexapeTrBenHas dopma Cripeii Ha3aIbHEIM JO3MPOBAHHBIN Date of Exp. / T'onen 1o 102023
Product code / Kog npoaykra | SRU0300082460401DM Date of release / laTa Bbinycka 01.12.2021
Qty. Released / 23,120 BOT
Bat'ch No/ Cepun Ne 12210667 Kosnnuecrso BoinyuieHo 23,120 ¢naxonos
Batch size / Pasmep cepuu 25,395 /25,395 ¢naxonon Mfg. License No. / MNB/10/832
IpousBoAcTBeHHAA JULIEH3US Ne
Inspection Lot No 040000360414 Mfg. License Date / 30/04/2020
Konrpoaupyemast cepusn Ne TlpousBoACTBeHHAN JIMLIEH3UA (AaTa)
Package size / YnaxkoBka 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara) ,
Market / Poinox Russia / Poccust GMP Compliance certificate No/ GMP-01556/20/IN
. GMP cepruduxar Ne
Reference specification No / STP No/
Creunduicauun No SPC-CC-034990 CIH e STP-CC-026675
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJbTATBI
1. | Description / Onucanue White to off-white suspension / Benas | Off-white suspension /
WM o4ty Oenas CycneH3us IMouru 6enas cycnensus
2. Identification / IlopaunnoCTL
a) Azelastine hydrochloride / In the test of assay, the retention time of { In the test of assay, the retention time of the
Asenacmuna zudpoxnopud the main peak in the chromatogram of the | main peak in the chromatogram of the sample

XpOMaTOrpaMMe HCIBITYEMOr0 PacTBOpa | COOTBETCTBYET

XpoMarorpaMMe pacTtBopa CTaHAAPTHOr'O | r’MAPOXJIOpuia

sample solution should correspond to the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the - chromatogram of
chromatogram of azelastine | azelastine hydrochloride standard solution /
hydrochloride standard solution / Bpems | Bpems ynaepuBaHusi OCHOBHOrO NMKa Ha
YOSPKMBAHHS ~ OCHOBHOTO MMKZ Ha | XPOMAarorpaMMmeé HWCTIBITYEMOTO  pacTBOpa

BPEMEHM  YACDKHMBAHHUS

JO/KHO ~ COOTBETCTBOBaTb  BPEMEHH | OCHOBHOTO fMKa HA  XpOMarorpamMMe
YACDXKHBAHUA OCHOBHOrO MMKa Ha | pacTBopa CTaHAapTHoro ofpasLa a3enacTiHa

(cm. paszen

o0pasua asenactuHa ruapoxiaopuna (cM. | «KonuuecTBEeHHOE ONpENeCHHEN ).

HCHBITYEMOTO pacrBopa JOJ/DKHO | COOTBETCTBYET

pacTBopa CTaHAapTHOro obpasua | dypoara (cm.

«Konnuecrpennoe OnpeaciICHUe» )

paszen «Konuuectsennoe
OMPEACICHUEY ).
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemazona dpypoam the main peak in the chromatogram of the | main peak in the chromatogram of the sample

sample solution should correspond to ‘the | solution correspond to the retention time of
retention time of the main peak in the | the main peak in the chromatogram of
chromatogram of mometasone" furoate | mometasone furoate standard solution /
standard solution / Bpems yaepxuBanus | Bpems ynepxuBaHMs OCHOBHOro IHKa Ha
OCHOBHOTO [MKZ Ha XpOMATOIPaMMe | XpOMATOrPaMME  HCILITYEMOrO0  pacTBopa

BPEMEHH  YICPKUBaHUS

COOTBCTCTBOBATh BPEMCHH YACDKUWBAHUS | OCHOBHOIO nAKa Ha Xpomarorpamme
OCHOBHOrQ IMHKa Ha XpoMaTorpamMme | pacTBopa CTAHAAPTHOTO 06pa3ua MOM€ETa30Ha

pasgen «KonuuecrBeHHOE

MomeTa3oHa  ¢ypoaTa (cM. pa3fen | ONpeAcNCHHEN).

Prepared by / [loaroToBaeso Checked by AllpoBepeno Approved, by / Ono6peHo
Signature / Hoanucs | N
Date / lata 23/ )2 eRlizhv 08122001
Name / DUO Atul Kumar : Rohit SingH Ajay Kumar Garg
Designation / JosizkHocT) Officer — QA Officer -QA Asst. Manager -QA
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Certificate of Analysis for Finished Product/
CepTudukaT aHATA32 HA FOTOBYIO NPOAYKUUIO

Page2 of 8 /C1p. 2 u3 8

Name of product /
HauveHOBaAHUE NPOAYKLIUM

Momat Rino Advance /
Mowmar Puno AnsaHc

Generic name /
Henatentosanuoe
HAUMEHOBAHME

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3eacTiHa PMAPOXJIOPUI U MOMETa30Ha (ypoar cripelt HasaNbHEIA J03MPOBARHEIA

JeficTByolive BelecTsa

Each spray delivers / Kaxnas n03a cripes COASPXKHUT:
Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua Bput.®. 140 Mkr

140 mcg + 50 mcg Date of Mfg. /

Strength / lo3upoBka 140 MKr + 50 MKR Jlata nponssoxcTsa 11/2021

Dosage form / Metered-dose nasal spray /

JlekapcerBennas ¢popma Crnpeli HasaJIbHBIN J03UPOBAHHBIH Date of Exp. / Fonen 10 10/2023

Product code / Koa npoayxra | SRU0300082460401DM Date of release / [laTa Bbinycka 01.12.2021
Qty. Released / 23,120 BOT

Batch No/ Cepun Ne 12210667 KoanuecTBo BoIyIeHO 23,120 ¢aaxosos

Batch size / Pasmep cepuu 25,395 /25,395 dnaxonos Mfe. License No./ MNB/10/832
Tipou3soacTBeHHas JuleH3ua Ne

Inspection Lot No Mfg. License Date /

KonTtpoaupyemas cepust Ne 040000360414 TIpou3BOACTBEHHAS JHLEH3UA (1aTa) 30/04/2020

Package size / Y naxkoBka 150 doses / 150 n03 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxaT (aaTa)

Market / Prios Russia / Poccus GMP Compliance certificate No/ GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/

Crenuducauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675

No TESTS / IOKA3SATEJIA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATBI

c) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benzanxonun xnopuo the sample solution should contain peaks | sample solution contain peaks corresponding

corresponding to the retention times of
peaks of  benzalkonium  chloride
homologues Ciz and Cius in the
chromatogram of the standard solution /
Ha  xpomarorpaMmMe  HCIIBITYEMOTO
pacTBOpa  JOJDKHBI  OOHapyxHBaTbCs
MUKH, COOTBETCTBYIOILME MO BpEMEHaM
yAepXuBaHUA ‘MHKkam romonioroB Ciz u

to the
benzalkonium chloride homologues Ci2 and
Cis in the chromatogram of the standard
solution / Ha xpomarorpamMMe HCIBITYEMOTO
pacrsopa
COOTBETCTBYIOILME o
yaepxkuBaunsi nukam romonoroB Ciz u Cis
OcH3a/IKOHMS XJIOpPMIA HA XPOMAarorpaMme

retention times of peaks of

OOHAPYKUBAOTCH THKH,
BpeMeHaM

Cua GensankoHus XJIOpHAA Ha | craHmapTHOoro  pactBopa (cM.  pasaen
XpOMaTorpaMme CTaHAapTHOro pacrsopa | «KomnuecTBEeHHOE OMpENEaCHHER).
(cm. paszen «KonuuecTBeHHOE
ONPENCICHNE).
pH . From 4.0 t0 5.0/ Ot 4,0 10 5,0 4.602 / 4,602
Density / ILnoTHOCTL From 0.90 to 1.10 g/cm? / 1.01 g/em!
Or 0,90 A0 1,10 r/em? 1.01 r/em®
5. | Viscosity / BaskocTs Not less than 5 cPs/ He menee 5 cll3 50.0 cPs /50,0 cIls
6. Osmolality / OcmoaaibHOCTL 250 to 350 mOsmvkg / 296 mOsm/kg
250 — 350 MOcm/kr 296 MOCM/KT
7. | Vial leak testing / IlIposepca Leakage traces should absent / . No leakage traces /
(haaKoHa HA repMEeTUYHOCTD OTCyTCTBHE CIIENOB YTEUKU Crenbl YTeuKH OTCYTCTBYIOT
Prepared by /,Jloaroros.jeHo Checked by LIIposepeno Approveq] by / Onobpeno
Signature / Hoxnucs N ’ \
Date / Jlata YA 8l of VP
Name / DUO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / losxnocTh Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
Ceprudukar aHaIu3a HA rOTOBYI0 NPOAYKIHIO

Page 30of8/Crp.3n3 8
Name of product / Momat Rino Advance /
HanmeHnoBaHue npoayKuny Mowmar Puno Anpasc _
}Glenerlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
enaTeHToBantoe A3enacTvna rAPOXJIOpKA M MOMETa30Ha (ypoaT cripeit HasalbHbIA N03MPOBAHHBINA
HAUMEHOBaHNE
Each spray delivers / Kasicnas n03a cripess COASpHKHT:
JeiicTByollne BeliecTsa Mometazone Fuorate BP 50 mcg / Momerasosa dypoar Bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopun bput.®. 140 mr
140 mcg + 50 mcg Date of Mfg. /
Strength / lo3uposka 140 Mt -+ 50 e Jlata npoussoACTBA 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcTBennas gopma Cripeit HasanbHBIM A03UPOBAHHBIH Date of Exp. / Fonen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata Boinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/Cepun Ne 12210667 Ko.114ecTBO BbINMYIIEHO 23,120 ¢naxonos
Batch size / Pasmep cepun 25,395 /25,395 daaxonon Mfg, License No. / MNB/10/832
Tpou3BOACTBEHHAS JULIEH3NS Ne
Inspection Lot No 040000360414 Mfg, License Date / 30/04/2020
KoHTpoaupyemasn cepusi Ne TIpon3BoACTBEHHARA JuueH3un (aaTa)
. GMP Compliance certificate Data /
Package size / YnaxkoBka 150 doses / 150 no3 GMP cepruduat (1a18) 18/06/2020
Market / Pisok Russia / Poccus GMP Compliance certificateNo/ | Gvp.g1556/20/IN
GMP ceprudurart Ne
Reference specification No / STP No/
Creunguicaunn Ne SPC-CC-034990 CIIY Ne STP-CC-026675
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
8. Mass of the released dose / Single dose / OTaeanHas a03a: Minimum / Munumym: 95.7 %
Macca sricBoGonaaemoli 10361 85.0 to 115.0 % of the claimed delivered | Maximum / Maxcimym:107.3 %
dose amount / 850 - 1150% or | Average/Cpennee:104.8%
3asBJICHHOTO BLICBOOOX1a€MOro
KONIYYECTBA
Average dose / Cpennsan nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % or 3asBneHHOrO
BLICBOGOXKaEMOr0 KOJIMYECTBA
9. Mass of the vial content / Not less than 14.175 g/ 14467 g
Macca coaepxumoro iaKoHa He menee 14,175 ¢ 14,467 r
10. | Dose number / Koauuecrso g03 Not less than 150 doses / 182 doses / 182 no3
He menee 150 no3
11. | Particle size / Pasmep uacTuu 90 % of particles less than 10 pm / 100.0 % / 100,0% {\1«; Ay 2
90 % uacrun pasmepom MeHee 10 MkM Kp ”’:;;;
100 % of particles less than 30 pm / 100.0 %/ 100,0% *O 7:7
100% wactun pasmepoM MeHee 30 MxM *
Particles of more than 30 um should be | Absent / Otcyrerytor (? "
absent / Hactuust Gosiee 30 MKM JOMXKHBI 5 «) A z
4 OTCYTCTBOBAT 2. 0% h” N I
12. | Related substances / PoxcTBeHHbIe npumecn NG I W
a) Azelastine hydrochloride / Nmact]
A3zenacmuna zuopoxnopud:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Not detected/ He o6HapyxeHo
EnuHnvnol HemneHTu-
¢huumpoBaHHOU npuMecH
Total impurities / Cymma npumeceit Not more than 2.0 % / He 6onee 2,0 % Not detected/ He oOHapyxeHO
Prepared by /;j[loaroTosaeno Checked by./ lposepeno Approved by / OnoGpeno
Signature / Iloanck N R
Date / lara a‘zﬂll) i) ofliehy oy , l)«! Lt
Name / ®UO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / JoaxHOCTh Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Cepradukar aHA/IM32 HA FOTOBYI0 HPOAYKIHUIO

Page 4 of 8 /Ctp. 4u3 8

Name of product / Momat Rino Advance /
HaumeHoBaHue npoaykuuy Mowmar Puno Ansanc
g::::':ﬂr_:_zl::ﬂlﬂoe Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
HAMMEHOBANHE A3enacTiHa TUAPOXIOPUA M MOMeTa30Ha (ypoar crpelt Ha3albHBIA JO3HPOBAHHBIR
Each spray delivers / Kaxnas n03a cripest conepxur:
HeficTeylomue Bemecraa Mometazone Fuorate BP 50 mcg / Momerasona dypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun Bpur.®. 140 mkr »
140 meg + 50 meg Date of Mfg. /
Strength / JosupoBka 140 MKE + 50 MKr JaTa npoMIBOACTER 11/2021
Dosage form / Metered-dose nasal spray /
JlexapcTBennas gopma Chpeii HasaNbHEIN J03MPOBAHHBIIN Date of Exp. / Fonen no 102023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / lata BoInycka 01.12.2021
Qty. Released / 23,120 BOT
Bateh No/Cepun No 12210667 Ko/n4ecTBo BhINYmEHo 23,120 ¢aaxonon
Batch size / P.asmep cepun 25,395 /25,395 gnakonos Mfg. License No. / MNB/10/832
IponssBoacTBeHHas auuensnn Ne
Inspection Lot No Mfg. License Date /
KourTposupyemas cepusi Ne 040000360414 Ilpon3BoacTBeHHan JuLeH3Hs (1aTa) 30/04/2020
| Package size / Ynakoska 150 doses / 150 no3 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (nara)
Market / Poiok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/ )
Creunduxanusn Ne SPC-CC-034990 CIN Ne STP-CC-026675
No TESTS/ NOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

b) Mometasone furoate /
Momemasona dpypoam

Impurity D / IIpumecs D

Single unspecified impurity /
Enunvunas nennenruduumposanuas
NpUMech

Total impurities / Cymma Bcex

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

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

0.02% /0,02%
0.05% / 0,05%

0.17%/0,17%

npuMeceit

Prepared by / lloarorosaeHo Checked by / IpoBepeno Approvediby / Ono6pexo
Signature / Noanucs 4 2
Date / llata Y/ DR 1k e[
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg .
Designation / Joaxuocts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
Ceprudukar aHan3a Ha roTOBYI0 IPOAYKIHIO

Page Sof 8/Crp.5n3 8
Name of product / Momat Rino Advance /
HaumenoBanue npoaykumnu Mowmar Puno Ansanc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
€naTeHToBAHNOE AsenacTHHa F'MAPOXIIOPUA U MoMeTa30Ha (ypoar cnipeil Ha3albHbIH A03MPOBAHHEIN

HaUMeHOBAHUE

Each spray delivers / Kaxuas n03a cripest Coaepxur:
JeiicTByromue BemecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bpur.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Aseaactuna runpoxyopus bput.®. 140 mxr

140 mcg + 50 mcg Date of Mfg. /
Strength / Nosuposxa 140 mxr + 50 mxr JlaTa npousBoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlekaperBenHan gopma Cnpeit HasanbHbINR 103MPOBAHHBIN Date of Exp. / Tonen xo 1072023
Product code / Koa npogyxra | SRU0300082460401DM Date of release / laTa Boinycka 01.12.2021

Qty. Released / 23,120 BOT
Batch No/Cepun Ne 12210667 Koin4ecTBO BLINYIIEHO 23,120 ¢naxonos
Batch size / Pasmep cepun 25,395/25,395 pnakounon Mig. License No. / MNB/10/832
ITpon3BoacTBeHHAs JuleH3us Ne
Inspection Lot No Mfg. License Date /
KonTposnpyemas cepusi Ne 040000360414 TlpousBoacTBeHHas JiuueH3us (AaTa) 30/04/2020
Package size / Ynaxosxa 150 doses / 150 nos GMP Compliance certificate Data / 18/06/2020
. GMP cepruduxar (aarta)
Market / Putnoic Russia / Poccus GMP Compliance certificate No/ | Gyv1p.g1556/201N
: GMP cepruduxar Ne

Reference specification No / STP No/
Crenuduianus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
No TESTS / IOKA3ATEJIA LIMITS / TPEBOBAHUSL OBSERVATION / PE3YJIBTAThI

13. | Uniformity of delivered dose /
Onnopoanoets BbIcBOGOMAAEMOT
03Bl

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

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

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

He Gonee 2 3naueHuit us 20 onpenenexuit
MOTYT OTKJIOHSTCS! OT CPEAHErQ 3HAYEHHA
Gonee ueM Ha + 25 % (ot kaxaoro us 10
(naxoHOB GepyTcs MO OAHONM HaYaBLHOM
M OAHOM KOHEUHOM BRICBOOOXKIaEMOI
J03€), U HU OHHOro - Gojee 4eM Ha
+ 35 %.

Ecan or 3 no 6 3uauenuit umelor
OTKIOHEHUs OGojiee veM =+ 25%, Ho
MeHbIuE, YeM £ 35 %, TO HCMLITHIBAIOT
cnenyromue 20 draxonos.

He Gonee 6 3naueHuit u3 60 onpenenenuit
MOTYT OTKJIOHSTCS OT CPEAHEro 3HAYEHUs
Gonee ueM Ha + 25 %, U HU OJHOTO,

Oonee ueM Ha £ 35 %

Azelastine Hydrochloride /
A3ejaCTHHA THAPOXJIOPHA:

Beg / Hauano:

Minimum / Munumym: 101.7%,
Maximum / Makcumym:105.8 %,
Average / Cpeanee:104.3%

End/ Kouey:

Minimum / Muaumym: 103.1%,
Maximum / Makcumym:106.8%,
Average / Cpennee:104.8%

Mometazone Furoate /
MomeTa3ona gypoar:

Beg / Hauano:

Minimum / Musnmym 103.9%,
Maximum / Makcumym: 108.5%,
Average / Cpennee: 106.9%

End / Koney:

Minimum / Munumym 104.6%,
Maximum / Makcumym: 108.7%,
Average / Cpeanee 106.5%

Prepared by /,Jloarorosieno Checked byHiIposepeno Approvedlby / Ono6peno
Signature / oannuck - = -
Date / lata ozl ) 812w 0% 1100
Name / ®HO Atul Kumar Rohit Singh | Ajay Kumar Garg
Designation / Tosmxuocts Officer — QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Page 6 of 8/ CTp, 6 u3 8

Name of product /
HaumenoBaHue NpoAYKIHH

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
HenarenToBanHoe
HAMMEHOBAHUE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3enacTiHa FUAPOXJIOPHA U MoMeTa3oHa dypoat cnpeit HasalbHbIi J03UPOBAHHEIN

JeiicTBylomue Bewecrsa

Azelastine Hydrochloride BP 140 me

Each spray delivers / Kaxnas J103a cripesi COOEPXHUT:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 Mxr
o / AsenactuHa ruapoxjopua bpur.®. 140 mxr

140 mcg + 50 meg Date of Mfg, /
Strength / Jo3upoBka 140 mKr + 50 Mxr Jata npoussoacTBa 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcrBenHasa gopma Cripeii Ha3anbHbIN 103MPOBAHHIM Date of Exp. / Fonen a0 10/2023
Product code / Koa npoayxra | SRU0300082460401DM Date of release / Jlata Bbinycka 01.12.2021
Qty. Released / 23,120 BOT
Batch No/ Cepun Ne 12210667 Ko/n4ecTBo BoINYMEHO 23,120 ¢naxonos
Batch size / Pazmep cepun 25,395 /25,395 dnaxouon ?f;ﬁu i“;f:;“cie;::;l; o aterous N MNB/10/832
Inspection Lot No Mfg. License Date /
KouTtposupyemas cepus Ne 040000360414 Ilpon3BoacTBeHHAs JHLeH3Us (IaT]) 30/04/2020
Package size / YnaxoBka 150 doses / 150 no3 gxﬁ cCe‘;)l::l)tll::l:c Z&-&rc(;;t-:-t:)c ate Data / 18/06/2020
Market / Phinok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Creundukanus Ne SPC-CC-034990 CITH Ne STP-CC-026675
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTAThI

14. | Uniformity of dosage unit /
OnHopoanocTs A03UpoOBaAHUS

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 425 % and
none can deviate by more than +35 %/

He Gonee 1 sHauenus us 10 onpenenenuit
MOXET  OTKJIOHATCH  OT  CPEIHEro

3HaueHns Oonee uem Ha +£25% (ot

kaxaoro u3 10 cduakoHoB Gepercs mno
OAHOM  HauanbHOH  BBICBOOOXKIAAEMOM
JI03€), ¥ HM OZHOro, Gojiee 4YeM Ha
+ 35 %.

Env nBa wunu Tpu 3HAYCHHS HUMEIOT
OTKJIOHEHUst Oojee uem =£25%, Ho
MeHee, 4eM *35%, TO HCHLITHIBAIOT
cnenyromme 20 ¢pnakoHoB.

He ©Oonee 7rpex 3uawenuit Moryr
OTKJIOHATLCS OT CPEAHEr0 3HauYCHUs
Gonee, yeM ma +25%, M HH OJIHOTO,
Oonee uem Ha + 35 %.

Azelastine Hydrochloride /
A3zeaacTvHa ruapoxsopua;

Minimum / Munumym 101.7%,
Maximum / Makcumym:105.8%,
Average / Cpeanee:104.3%

Mometazone Furoate /
MowmeTazona ¢ypoar:

Minimum / MusumyM: 103.9%,
Maximum / Makcumym: 108.5%,
Average / Cpeanee: 106.9%

Prepared by / IToarotos.aeno Checked by)/ IIpoBepeno Apprdyed by / OnoGpeno
Signature / Ioanuch =
Date / lata B}/ﬂ/q,\ Rlinty 0?!} »!2» %)
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / Joaxuocts Officer - QA Officer -QA Asst. Manager -QA .
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Certificate of Analysis for Finished Product /
Ceprudukar anann3a Ha roTOBYI0 NPOAYKIHIO

Page 7 of 8/ C1p. Tu3 §
Name of product / Momat Rino Advance /
HanmeHnoBaHue npoaykunm Mowmar Puno Ansasc
generlc name / Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
ERaTeHTOBAHNOE A3enacTHHA r’MAPOXIIOPHI M MOMETa30Ha (ypoat cripeit Ha3anbHbIH 1031MPOBAHHBIH

HAUMEHOBAHME

Each spray delivers / Kaxxnas no3a cnpes coaepxur:
JeficTByolre BelecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mxr

Azelastine Hydrochloride BP 140 mcg / Asenacruna rugpoxnopun Bput.@. 140 mxr

140 meg + 50 meg Date of Mfg, /
Strength / do3nposka 140 MKr + 50 Mir JlaTa npowIBOACTEA 11/2021
Dosage form / Metered-dose nasal spray /
JlekapcrBenHasn dopma Cripeit HasanbHbIi 103MPOBaHHbIN Date of Exp. / Tonen 10 10/2023
Product code / Koa npoaykra | SRU0300082460401DM Date of release / lara Bbinycka 01.12.2021

Qty. Released / 23,120 BOT
Batch No/ Cepun Ne 12210667 KoanvecTBo BuINyweno 23,120 ¢gnaxonos
. Mfg. License No. / MNB/10/832
Batch size / Pasmep cepun 25,395 /25,395 ¢naxonos NpousBoacTennas auuensus Ne
Inspection Lot No Mfg. License Date /
Kontposupyemasn cepun Ne 040000360414 IlpousBoacTBenHas JuneH3ns (aaTa) 3010472020
; GMP Compliance certificate Data /
Package size / Ynaxosxa 150 doses / 150 mo3 GMP ceprudukar (1a1a) 18/06/2020
Market / Poitok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne

Reference specification No / STP No/
Crenndukanms Ne SPC-CC-034990 CIIM Ne STP-CC-026675
No TESTS / MOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATbI

15. | Microbiological purity / Mukpo6uosornueckan sucrora

Total aerobic microbial count and Not more than 102 cfu per 1 g (ml) of the | Less than 10 cfu/ml / Menee 10 KOE/mn
total yeast and moulds count product / He Gonee 102 KOE B 1 r (M)
(combined) / O6wee yncio npenapara

a3pOo0HBIX BaKTEPUi M APONKOIKEBBIX U ’
TJIECHEBRIX rPUOOB (CyMMapHO)

Test for Absence of Specified
Microorganism / Tect Ha

cneunpuveckue
MUKPOOPraHU3MBbI:
. Absent / OtcytcTByeT
Pseudomonas aeruginosa Absence per 1 g (ml) of the product /
Orcyrereue B 1 r (M) npenapara
Staphylococcus aureus Absence per 1 g (ml) of the product / Absent / Orcyrersyer

Orcyrersue B 1 r (M) npenapara

Absence per 1 g (ml) of the product / | Absent/OtcyrcrByer

Bile-Tolerant Enterobacteria /
Otcyrerpue B 1 r (Ma) npenapara

OHTepobaxTepuy, yCTOMUMBLIE K
KEMIn

16. | Assay / KosuuecTBenHoe onpenenenune

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 95.9%/95,9%

A3zenacTuna ruapoxaopug of azelastine hydrochloride / Ot 85 % 0
115% oT 3asBICHHOrO KOJU4ECTBA
a3eNacTHHA MAPOXJIopuaa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 104.2%/ 104,2%
Mowmerasona ¢gypoar of mometazone furoate / Ot 85% n0
115% or 3asBIEHHOro KOJMYECTBA
MoMera3oHa ¢ypoara
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 89.9%/89,9%
Bensaakonus xaopun of benzalkonium chloride / Ot 80 % x0

120% oT 3a%BIEHHOr0 KOJIHMYECTBA
GeusankoHus Xnopuaa

Prepared by / IloaroTosJieno Checked by / ITpoBepeHo Approved by / Ono6peno
Signature / Moanuck i - A
Date / lata sallz ) Sliah 22 o
Name / ®HO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / JojxHocTb Officer - QA Officer -QA Asst. Manager -QA

FCM/QA054/08.00
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Certificate of Analysis for Finished Product/
CeprudukaT anaan3a Ha roTOBYIO HPOJYKIHIO

Page 8 0of 8 /Ctp.8u3 8

Name of product /

HauMeHOBaHHe NPORAYKUMH

Momat Rino Advance /
_Mowmar PuHo AnBaHe

Generic name /
HenarenToBaHHOe
HAMMEHOBaHNE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AsenacTuHa FUAPOXJIOPUA ¥ MOMETa30Ha (ypoar crpelt HasabHBIN J103MPOBAHHEIA

JeficTBylomue BelecTsa

Each spray delivers / Kaxnas no3a cnpes coacpxut:
Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar Bput.®. 50 mxr
Azelastine Hydrochloride BP 140 mc

o / Asenacruna ruapoxiaopua bpur.®. 140 mkr

140 meg + 50 meg Date of Mfg. /

| Strength / ﬂo;uponxa 140 mKr -+ 50 Micr Jlata nponspozeTsa 11/2021

| Dosage form / Metered-dose nasal spray /

| Jlekapersennas ¢popma Cripeii Ha3aIbHbBIA R03MPOBAHHBIN Date of Exp. / Fonen 10 10/2023
Product code / Kop npoayxra | SRU0300082460401DM Date of release / {ata Brinycka 01.12.2021

Qty. Released / 23,120 BOT

Batch No/ Cepun Ne 12210667 KonnuecTBo BbINYWEHO 23,120 daxonos
Batch size / Paamep cepun 25,395 /25,395 nakounos ll\i[;gu i‘;ﬁ;"c?;::;; o anesons N MNB/10/832
Inspection Lot No A Mfg. License Date /
KouTtposiupyemas cepusi Ne 040000360414 TIpou3soAcTBEHHAN JuueH3us (aaTa) 30/04/2020
Package size / Ynaxkoska 150 doses / 150 no3 gxg Sec;l:_l:;l;a::;:-c(eil;t;g)cate Data/ 18/06/2020
Market / Poivok Russia / Poccus gx: Ee;:l:;z?(;ic;:tificate No/ GMP-01556/20/IN
Reference specification No / STP No/
Creundukauus Ne SPC-CC-034990 CHIIU N STP-CC-026675
No TESTS / IIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATDI
17. | Package size / Ynakoska 75 or 150 doses in a HDPE plastic bottle | 150 doses in a HDPE plastic bottle equipped

A nauKy.

equipped with a metering device and

SN actuator with protective cap. Bottle with
Oo\ leaflet placed in carton box. / ITo 75 u
@ 150 mo3 Bo duaaxon w3 [IDBII,

* CHaOXEHHBIH 103UPYIOINAM YCTPOHCTBOM

o M HasaJbHBIM aJanmTepoM C 3allMTHBIM

KoJnaukoM. (MIaKoH ¢ MHCTPYKLWMEH HO
N NPUMCHEHHIO MOMELIAIOT B KapTOHHYIO

with a metering device and actuator with
protective cap. Bottle with leaflet placed in
carton box. / ITo 150 103 Bo daxoH u3
[I3BI1, cHabxeHHBIH A03UPYIOLIUM
YCTPOUCTBOM ¥ Ha3albHbIM aAanTepoM C
3aLUMTHBIM KoJnaukoM. PraKoH ¢
MHCTPYKLKEH 10 MPUMEHEHHIO NIOMEILAIOT B
KapTOHHYIO TayKy.

ks,
18. | Labeling / Magldipoaiks "

According to ND / B cooteerctaun ¢ H{

19. | Storage / Xpanenune

Store at 15 to 25 °C, protected from light. Do not freeze. / B 3amuiieHHOM 0T cBeTa MECTE
npu temneparype ot 15 no 25 °C. He 3amopaxuBats.

20. | Shelf-life / Cpox rognoctu

2 years/ 2 roaa

Any deviation/Incident/OOS: Not applicable
Orknonenns/Maunaentol/O0C: 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. JII1-003328-231115, 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.”

3ak/oueHHe 0 COOTBETCTBHM: HACTOSLIMM MOATBEPKIAID, YTO NPEACTABICHHAs Bhille MHGOPMALM SBIACTCH AOCTOBEPHON ¥ TOUHOM.
JanHas cepus Oblma IPOM3BENEHA, BKIIOYAs YNAKOBKY/MAapKMDOBKY, M TIPOKOHTPOJMPOBAHA HA YKA3aHHON BHINE MPOU3BOACTBEHHOM
IJIOIIAZIKE B MTOJIHOM COOTBETCTBUH ¢ TpeGosanusamu Hamnexauie# IMpoussoacreennoit [paxruku (GMP) u Tpe6oBaHusMu HOpMaTUBHON
nokymenraimu JIT1-003328-231115, Usm, Ne 1 or 12.09.2016, Usm. Ne 2 01 05.12.2016, H3m. Ne 3 or 08.10.2018, U3m. Ne 4 ot
03.06.2019, HUsm. Ne 5 ot 20.03.2019, HU3m. Ne 6 ot 23.01.2020, U3am. Ne 7 ot 20.02.2020. JanHas cepus COOTBETCTBYET TPeOOBAHMAM
HOPMATHBHOM JoKyMeHTauuu. IIpOTOKOJBI - POM3BOACTBA, YNAKOBKA W MPOBEACHHBIX aHANM30B JUIA JaHHOH cepuu  Obuiu
NPOAHANK3UPOBAHBI U CAENAHO 3aKMIOUEHHE, YTO OHU COOTBETCTRYIOT Tpebosanmsam Haunexauweit [poussoacraenHol IIpaxruku (GMP).

Prepared by / [loarotosseno Checked by, / IIposepeno Approved by / Onobpeno
Signature / Iloanucs N .
Date / lata oplle) £lindu o2 w1
Name / DO Atul Kumar Rohit Singh Ajay Kumar Garg
Designation / loxHocTh Officer — QA Officer -QA Asst. Manager -QA
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