Glenmark Pharmaccuticals Ltd

Certificate of Analysis for Finished Product /
Ceprudukar aHATH32 HA TOTOBYIO NPOAYKIHIO
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Name of product/
HaumenoBaHne npoaykunu

Momat Rino Advance /
Mowmart Pruno Aasanc

Generic name /
HenaTeHToBaHHOE
HAUMEHOBaHUE

Azelastine + Mometasone metered dose nasal spray /
ABeAdCTHH + MOMETa30H clipelt HaszaibLHBIH 103MpoBaHHLII

HeiicTryiomue Bemecrsa

Each spray delivers / Kaxmas o

34 CTIpEs COACPKUT!

Mometasone Furoate BP 50 meg / Momerazona Qypoat bpur.®. 50 Mk
Azelasting Hydrochlaride RP 140 meg / Azenacruna runpox iopui Bpur.d. 140 mir

140 meg + 50 meg / dose Date of Mfg. /

Strength / JleaupoBka 140 M | S0 M/ e Tl s o SsOAC 158 12/2023

?osage form/ Meten;ed-qose nas‘z’ll spray‘/ 4 § Date of Exp. / Fonett 110 11/2025

Jlexapernennast hopma Cripeit 1azamnBRii A03PORAHHMI

P‘roduct c""“"_/ SRU0300082460401DM Date of release / lata binycka 18.01.2024

Kox upoayra

" 3 Qty. Released / 22,880 BOT

Batch No/ Cepus Ne 12231227 Kofnectso sunymeno 22,880 quakotion

Batch size / Pazmep cepun 25,395 hot / 25,395 daaxonor Mig. License No. / . MNB/10/832
lipoussoacTBeHHAas JHUCH3UA Ne

Insnection Lot No Mfg. License Date / 30/04/2020

K ’ p . ! . 040000502560 11pon3BOACTBEHHAN JHIEHIHS

OHTPOAMPYeMist cepust N (nara)

Package size / Ynaxoska 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudmrar (aara)

Market / Poinok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmkar Ne

Reference specification No / e STP No / N .

Creuudmicauns Ne SPC-CC-034990 CIIH N STP-CC-026675

Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
AP information / A3e)aCTHHA FMUAPOXIIOPHIL Cepus Ne T Mpomsoa. | Ypkeuma C.A., Ucnanus
HMudopmaunna 06 AOGC | Mometasone [Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., ltaly /
Mowmetazona ypoar Cepus Ne L22405A1 Ilpoussoa. | Crepnuur C.n.A., Hranus
No TESTS / TOKA3SATEJIU LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

1. Description / Onucanue

White to off-white suspension / Benas wiu
TI04TH Oefas cycnensus

Off~white suspension /
ITouTu Genas cycneusus

2. Identification / MacnTuduranus

a) Azelastine hydrochloride /
Aszenacmuna cudpoxiopuod

The retention time of one of the main
pcaks in the chromatogram of test solution
should comply with that of Azelastine

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that of Azelastine hydrochloride peak in the

hydrochloride peak in the chromatogram | chromatogram of standard solution (see
of standard solution (see "Assay™ section) | "Assay” section) / Bpems yzepsxuBaums
/ Bpemsi  yuepRUBaHMS  OJHOTO M3 | OJHONO W3 OCHOBHBIX  MHKOB  Ha
OCHOBHBIX [MKOB Ha XpOMArTorpaMMe | XpOMaToTpaMME  HCTBITYEMOrO0  pacTBOpa
UCITBITYEMOTO pacteopa JIOJDKHO | COOTBETCTBYET BPEMEHU YHCPXKHUBAHHS NHKa
COOTBETCTBOBATL BPEMEHH YACPKUBAHMS | azenacTuHa HAPOXJIOpUIA Ha
THMKa a3elNacTHHA THAPOXJOpPHAA HA | XPOMATOrpaMMe CTaHAapTHOrO pacTBopa.
XpOMaTOrpaMMe CTaHAapTHOIO PacTBOpa

(oM. pasznen «Komuuecrrennoe

OIpeNEICHUE).

Prepared by / IloaroroBaexo Checked by / Ilposepeno Approved byy OnoGpeto

Signature / Iloanncs e \g’/‘ \fu.i)

© 2300 Lo0x

Date / [lata Lo 22 ej1 ey
Name / ®DUO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / losiskHOCTB Officer -QA Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Ceprudurar aHAIN32 HA TOTOBYIO IPOAYKIIHIO
Page2of7/Crp.2u3 7

Name of product / Momat Rino Advance /
HauMeHoBaHMe npoayKunn Mowmat Puno Anganc
Generic name /

Azclastine 1 Mometasone metered dose nusal spray /

HenatentoBanHoe ) N - . o

A3CHACTHH + MOMETA30H cnpeit HasabUBIR 103UPOBAHHDLIN
HAUMEHOBAHUE

Each spray delivers / Kaskas n03a cnipes comepsxur:
JeiicTByione semecrna Mometasone Furoate BP’ 50 meg / Momerasona dypoar Bpur. . 50 mir

Azelastine Hydrochloride BP 140 meg / Ascnactuna rugpoxsopun pur.®. 140 mxr

) 140 mcg + 50 meg / dose Date of Mfg. / 5
Streng(h / losnposia 140 mxr + 50 mMxr / nosa Mata npoussoacrTsa 12/2023
Dosage form / I\\/leten;ed-(liose nas‘z’il S]?l"dy/ ) Date of Exp. / Fozen 0 11/2025
Jlexapcreennas gopma Cripedi HazabHBIH 103MPOBaHHBIN
Product code/ SRU0300082460401 DM Date of release / Jlata Boinycka 18.01.2024
Kon npoayicra )
le 0
Batch No / Cepust No 12231227 Qty. Released / ,22’88 BOT
Koanvcerno poinymeHo 22,880 Qaxonovs
Batch size / Pasmep cepun 25,395 bot /25,395 Qnaxonon Mig. License No. / MNB/10/832
IlpouspoacTeenyas Huenzus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K p 040000502560 IpousBoacTBennan JuueHsus
OHTpOJMpPYeMasi cepun Ne (nata)

GMP Compliance certificate Data/ | 18/06/2020

Package size / Y naxoska 150 doses / 150 no3 GMP cepruduiar (1ata)
Market / Poisok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudpurar Ne
Reference specification No / - STP No/ TP
Creuudnianus Ne SPC-CC-034990 CIIH No STP-CC-026675
Azelastine Hydrochloride / | Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
APl information / A3sesnactiHa rupoXaopUIL Cepust Ne Ilpousson. | Ypkeuma C.A., Mcnanus
Undopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmeraszona gypoar Cepus Ne 1L.22405A1 IIpouseoa. | Crepimur C.n.A., Uranvs
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHU S OBSERVATION / PE3YJIbTATHI
b) Mometasone furoate / The retention time of one of the main | The retention time of one of the main peaks in
Momemazona ypoam peaks in the chromatogram of test solution | the chromatogram of test solution comply with

should comply with that of mometasone | that of mometasone furoate peak in the
furoate peak in the chromatogram of | chromatogram of standard solution (see
standard solution (see "Assay’section) / | "Assay”section) / Bpems yIepKuBaHUs
Bpemst  yaepxuBaHus ~ OAHOTO M3 | OAHOTO M3 OCHOBHBIX  [IMKOB  Ha
OCHOBHBIX TMKOB Ha XPOMATOTPaMME | XpOMAaToTpamMMe  HCILITYEMOro  pacTBopa
UCIIBITYEMOTO pacrsopa JNOMKHO | COOTBETCTBYET BPEMEHHW YICPKMBAHUS [UKA
COOTBETCTBOBATH BPEMCHM YJCDXKMBAHMA | MOMETazoHa ¢ypoara Ha XPOMATOrpPaMME
nuKa  MoMeTasoHa  (Qyypoara  Ha | CTAHAAPTHOTrO PACcTBOpA.

XpPOMATOrpaMMe CTaHAAPTHOI'O PacTBOpa
(oM. pazzen «KomuecTennoe
OnpeleIeHUER ).

¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
benzankonua 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 Cia in the | Ci4 in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomaTorpaMme UCIBITYEMOTO
a  XpOMaTorpamMme  HCIBITYEMOro | pacrBsopa 00HapYXHBAIOTCH TIHKH,
CTBOpA  [OJ/OKHBI  OOHApYXHBAaThCS | COOTBETCTBYIOUIUE no BpEMEHaM
UKH, COOTBETCTBYIOLIME MO BpeMeHaM | yaepxusanus mukam romonoros Cip u Cig
yAepxupaHus rmkaM romonoros Ciz n Cis | GeH3aNKOHUS XJOPHUAA HA XPOMATOTpaMME
GCH3AIKOHUS XAa0puIa Ha | CTaHJApPTHOTO PacTBOpa.
XpOMaTorpaMMe CTaHJapTHOIO PacTBOpa
(em. pasnen «Konnuectrennoe
ONpEACHEHUE» ).

Prepared by /Tloarorosueno Approved by,/ Onobpeno
Signature / Hoanucsy (T I
Date / Jlata A ey o us 99 { ail vy
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / JossxHocTh Officer -QA Officer -QA Sr. Manager -QA
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Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
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Certificate of Analysis for Finished Product /

Cep'rm])mcaT AHAJU3a HA FOTOBYIO NpoAYRKIHIO
Page3of 7/Crp.3uz 7

Name of product / Momat Rino Advance /
HauMeHoBanue npoaykuuu Mowmar PuHo Axsanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenaTtenToBanunoe N N -
A3EJIaCTHH + MOMETA30H CIIPeH HA3AILHLIH 103UPOBAHH LI
HAHMEHOBAHME
Each spray delivers / Kaxias nosa cripes copepoxur:
JeiicTpyiomue BeutecTsa Mometasone Furoate BP 50 meg / Momerasona Qypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxnopua Bpur.d. 140 mxr
» ) . 140 meg + 350 meg / dose Date of Mfg. / 5
Strength / losuponia 140 mxr + 50 Mkr / jo3a Hara npoussoacroa 12/2023
Dosage torm / hflclel;ed-qose llanll spray / 3 Date of Exp. / Fogien 110 11/2025
JlekapcrBennas ¢popma Crpei HasaLHLIA J03UPOBAHHLIH
Product code / SRU030008246040 1 DM Datc of release / Jlata spinycka 18.01.2024
Ko npoaykra
. Qty. Released / 22,880 BOT
Batch No/Cepus No 12231227 KoanuecTso Boinymeno 22,880 ¢naxounos
Batch size / Pazmep cepun 25,395 bot /25,395 ¢iakonor Mfg. License No. / MNB/10/832
IlpoussoacTeeHHas antensusn Ne
Inspection Lot No Mfg. License Date / 30/04/2020
P 040000502560 Hpoussoacreennan auuensus
KouTponupyemas cepun Ne (naa)
- 1 . e ») )
Package size / Ynakoska 150 doses / 150 103 GMP Compliance certiticate Data/ | 18/06/2020
GMP ceprudukar (aara)
Market / Puisiok Russia / Pocous GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudukar Ne
Reference specification No / . STP No/ 3 .
Crenndniauus Ne SPC-CC-034990 CTIH Ne STP-CC-026675
Azelastine Hydrochloride /| Batch No/ F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3eNacTHHA THAPOXJIOPUL Cepus Ne Iponssoa. | Ypkeuma C.A., Mcnanus
Hndopmauus 06 A®@C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepusi Ne L22405A1 INpoussoa. | Crepmunr CarA., Hranus
No TESTS / NIOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJILTATHI
3. pH From 4.0t0 5.0/ Ot 4,0 10 5,0 4.64 /4,64
Density / IlnoTHocTh From 0.90 t0 1.10 g/em® /. 1.02 g/em’
071 0.90 no 1,10 r/em? 1,02 r/em?
5. | Viscosity / BaskocTs Not less than 5 cPs / He menee 5 clls 47.7 ¢Ps/ 47,7 cll3
6. Mass of the released dose / Single dose / Oraeannas nosa:
Maccea BricBoGoA2EMOM 10311 85.0 to 115.0 % of the claimed delivered | Minimum / Munumym: 92.6%

dose amount / 850 - 1150% or
3ASRICHHOIO KOJIHYECTBA

Maximum / Makcumym: 105.7%

Average / Cpennee: 97.8%
Average dose / Cpennns ao3a:

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

KOJIMYECTRA
7. Mass of the vial content / Not less than 14.175 g/ 14.792 g/
Macca coaepxumoro gaaakona He menee 14,175 14,792 r
8. Dose number / Kosinuecrso 103 Not less than 150 doses (disregard the 177 doses / 177 no3 ¢

first pumping) / He menee 150 no3 (ne
cuuTas NEPBUYHYIO IPOKAUKY)

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

90 % yacTui pasmepom Menee 10 MM

100 % of particles less than 30 pm / 100.0% / 100,0%

100 % uacTuu pasmepom menee 30 MkM

Particles of more than 30 pm should be Absent / OrcyTeTByIoT

absent / Yactuunt 6osiee 30 MKM JI0/KHBI

OTCYTCTBOBATH

Prepared by /{loaroros.eno Checked by / Ilposepeno Approved by /| Ono6peno

Signature / Iloanuck /‘(’f iy ﬁ(;{ [
Date / JlaTa “yzlol] Jorh RO YLV "2q9ipilagey
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / lojukHocTh Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00



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 /

Ce])Tl/lq)HKaT apaJau3a Ha roToBYH NHpPOAYKHHIO
Page 4 of 7/ Crp. 4 u3 7

Name of product / Momat Rino Advance /
Haumenosanue npoayxunu | Momar Puno Ansanc

Generic name / .
Azelastine + Mometasone metered dose nasal spray /

HenaTtenrosanunoe R o - . .
A3CAACTHH + MOMETA30H CIPEH Ha3aNLHbIH JLO3UPOBAHHLIH
HAHMEHOBAHHE
Each spray delivers / Kaxaas no3a cripes COAEPHKHUT:
HeficTeylomue semectsa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenactuna rijpoxyopua bputr.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 mkr + 50 Mkr / no3a JdaTa npoussoactea 12/2023
Dosage form / I\fletex:‘ed-('i()se nasiil sr')ray / 3 Date of Exp. / Cogen 10 11/2025
JlekapcTBeHHast popma Crnpedi nazanpHbiil 103MPOBAHHLIH
Product code /
SRU0300082460401DM Date of release / Jlata Boinycka 18.01.2024
Koa npoaykra
. 22,8 T
Batch No/ Cepus Ne 12231227 Qty. Released / 2,880 BOT
Koandecrso Bbinymeno 22,880 Jnakonon
Batch size / Pasmep cepuu 25,395 bot / 25,395 ¢urakoros Mig. License No. / MNB/10/832
TMpouspoacTeennas auuensus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000502560 Ipoussoacreennan aunensus
Koutponupyemas cepun Ne (aata)
Package size / Y nakosia 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruguiar (aata)
Market / Poitoi Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprupukar Ne
Reference specification No / - STP No / . . .
Crewudurauus Ne SPC-CC-034990 CIIN Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3eNacTHHa HAPOXIA0PUI Cepust Ne Hpoussoa. Ypxksuma C.A., Henanus
Hudopmanus 06 AOGC | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmeraszona dypoar Cepus Ne 1.22405A1 INpousson. | Crepanur C.iA., Utaus
No TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJbTATbI
10. | Sedimentation Stability / Not less than 5 min / He menee S Mun Complies /
CeauMeHTALMOHHAS CooTeeTcTBYET
YCTONYNBOCTL
11. | Impurities / Ilpumecn
a) Azelastine hydrochloride /
Azenacmuna zuopoxnopuda:
Single unspecified impurity / Not more than 0.89 % / He 6onee 0,89 % | Not Detected/ He obHapy:xeHo
Eannnynas HenaeHTHUIMpoBanas
TIpUMECDH
Total impurities / Cymma npumeceit Not more than 2.0 % / He Gonee 2,0 % Not Detected/ He o6napyxero
b) Mometasone furoate /
Momemazona dypoama
Impurity D / Ipumecs D Not more than 1.0 % / He 6oxnee 1,0 % 0.02%7/0,02%
Single unspecified impurity / Not more than 1.0 % / He 6onee 1,0 % 0.07%/0,07%
Enunnunas Hennenruduunposansas
NIPUMECD ;
Total impurities / Cymma npumecei Not more than 2.0 % / He Gonee 2,0 % 0.25%70,25%:

Prepared by /Iloarorosseno Checked by / Ilposepeno Approved, by /,OnoGpeno
Signature / Hoanucy S o Ay Drgse.
Date / lara 2309t 1 201 el o] e J2lailnery
Name / ®PHO Yogesh Kumar Mehta Atul Kumar Kamal Kishore '
Designation / Jomxnocts Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00




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 /

Cepruduxar ananusa na rotosyio OPOAYKITHIO
Page S0l 7/Crp.5u3 7

Name ot:'product/ Momat Rino Advance /
HaumenoBanne npoaykunu Mowar Puno Aasanc
Gencric name / Azelastine + Mometasone metered dose nasal spray /
Henatenrosannoe o o o
ABEIACTHH + MOMETA30H CHIPeii HA3ALHBIN J03UPOBAHHEI
HAUMEHOBAHHE
Each spray delivers / Kaxaas j03a CIPEA COACP KM
HeficTRynimue remecTtea Mometasone Furoate BI 50 meg / Momerasona (dypoar Bpur.d. 30 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruia ruapoxaopus bpur.®. 140 mxr
. . 140 meg 1+ 50 meg / dose Datc of Mig. / 97
Strength / Jusiposka 140 MKE + 50 Micr-/ avan Jlara nponsnoacTsa 12/2023
Dosage form / I\{Ietel;ed—dose nas‘z‘il spray / ) Date of Exp. / Togett 10 11/2025
Jlexapceraennas dopma (. Ipell Ha3ailbHbLT 1O3MPORAHHRI
Product code / SRU030008216040 1 DM Dute of release / Jlara suimycica 18.01.2024
Koa npoaykra
Batch No/ Cepus Ne 12231227 Qty. Released / 22,880 BOT
Koanuecrso Bbinymeno 22,880 ¢naxonos
Batch size / Pasmep cepun 25,395 bot/ 25,395 @nakonos Mig. License No. / MNB/10/832
ITpoussogcreennas anucHsus Ne :
Inspection Lot No Mfg. License Date / 30/04/2020
p 040000502560 Iponssoxcreennas auuensus
KonTponupyemasn cepusi Ne (naa)
Package size / Yiaxonia 150 doses / 150 103 (EMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)
; p oo
Market / Poisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / N STP No / . :
Crieundnkatus Ne SPC-CC-034990 CIIH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHA rHAPOXACPHA Cepusn Ne MNpoussoa. | VYpkeuma C.A., Ucnanus
Undopmauns 06 A®C | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., ltaly /
Mowmeraszona gypoar Cepust Ne 1.22405A1 IMpousson. | Crepanur C.n.A., Uranus
No TESTS / TOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATION / PE3YJILTATBI
12. | Uniformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
Onunopoanoects gocrasiasiemoii mean; A3eJaCTHHA IHAPOXIOPU;
03B! 10 of 10 doses: 65 % to 135 % of the

Minimum / Munumym: 96.8%
Maximum / Makcumym: 103.5%
Average / Cpennee: 100.0%

mean
I£2 or 3 results are outside 75— 125 %, test
other 20 doses. Not more than 3 of 30
values may be outside 75 — 125 % range
and all the values should be within 65 to | Mometazone Furoate /

135 %/ MomeTazrona dypoar:

9 u3 10 103: 0T 75 % 10 125 % or Minimum / Munnmym: 95.4%,

CPEAHErO 3HAYCHMS Maximum / Makcumym: 109.4%,
™ . 0,

10 u3 10 103 o1 65 % a0 135 % or Average / Cpeanee: 100.0%

CPCAHETO 3HAYECHUS

Ecnu 2 nmu 3 pesynurara BLITazaoT U3
npenesos 75 — 125 %, uensitanue
npoeoast ¢ 20 apyrumu gozamu. He
Gonee 3 13 30 3HaUEHU MOTYT BLIXOAUTS
3a npeneist 75 — 125 %, u Bee 3HauCHus
JIOJDKHBI OBITE B TIpeAenax or 65 1o

135 %.

13. | Microbiological purity / Muxpo6uosoruueckan yncrora

Total aerobic microbial count / Not more than 10? cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn

O61iee uncino aspoBHEIX product / He Gosiee 102 KOE B 1 ma

MUKPOOPIraHU3MOB nperapara

Prepared by / Hoarorosneno Checked by / Iposepeno Approved by,/ Ono6peno

Signature / Moanuce 4 [ N (ke
Date / lata Tyslot Tty “oy)i 220 et)asry
Name / ®HO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / NosxnocTs Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00



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?2.vsal.net.in

Certificate of Analysis for Finished Product /

CeprudukaTr aHAN32 HA TOTOBYIO NPOJAYKIHIO
Page 6 of 7/ Crp. 6 137

Momat Rino Advance /
Mowmat Puno Aasanc

Name of product /
HaumenoBaHue npoayKUHH
Generic name /
HenareHtoBaHHOe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3eaCTHH + MOMETa30H cnpeit HasalbLHBIM A03HPOBAHHEINA

Each spray delivers / Kaxcaas 103a cipest COACPKHUT!

Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bput.@. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mxr
140 meg + 50 meg / dose Date of Mfg. /

JeiicTByonie BewecTsa

Strength / Jlosuposa 140 mkr + 50 mkr / go3a Jata nponssogcrsa 12/2023

Dosage form / Metered-dose nasal spray / . - . o

Jlexapcreennas gopma Cripcil HazaabHbIT JO3UPOBAHHEIA Date of Exp. /1 ogéu Ao ”l 172025

Product code / SRU0300082460401DM Date of release / lata Boinycka 18.01.2024

Koa npoaykra

o Qty. Released / 22,880 BOT

Batch No/Cepua Ne 12231227 Koanriectno pLinyuieno 22,880 daakoron

Batch size / Pazmep cepun 25,395 bot /25,395 ¢maxonos Mig. License No. / MNB/10/832
IlponsBoacTBeHHas auueH3us Ne

Inspection Lot No Mfg. License Date / 30/04/2020

Spe . 040000502560 MpouspoxcTBeHHAn JTULEH3NS

KonTpoaupyemas cepusi Ne (nara)

Package size / Ynakosxa 150 doses / 150 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nara)

Market / Poixox Russia / Pocons GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne

Reference specification No / . STP No/ - .

Cretuduicaums Ne SPC-CC-0349%90 CIIH Ne STP-CC-026675

Azelastine Hydrochloride / | Batch No / F400-23002 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHA THAPOXJIOPUA Cepus Ne IIpoussox. Ypxeuma C.A., Ucnanus
Hnudopmauus 06 A®C | Mometasone Furoate / Batch No/ MTC-002/22 Mfg by / Sterling S.p.A., Italy /
MowmeTazoHa ypoar Cepusi Ne 1.22405A1 Ilponssoa. | Crepaunr C.nA., Hrasus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIbTATHI

Total yeast and moulds count /
Ob11iee 9UCITIO APOAHIKEBBIX M
[UIECHEBBIX TPUGOB

Not more than 10' c¢fu per 1 ml of the
product / He 6onee 10! KOE B 1 M
fipenapara

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

Pseudomonas aeruginosa

Absence per 1 ml of the product /
OtcyrcrBue B 1 MJT niperiapata

Absent / OrcyTcTByeT

Staphylococeus aureus

Absence per 1 ml of the product /

Absent / OrcyrcTByer

Orcyrcreue B 1 MII npenapara

14. | Assay/ KonnyecTBeHHoOe onpeneieHne

a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 90.4% / 90,4%
A3eJaCTHHA TUIPOXJIopU of Azelastine hydrochloride / Ot 85 % no
115% oT 3asABIEHHOr0 KOJMYECTBA
azeNlacTHHA FHAPOXJIOpYaa
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 90.5% /90,5%

of mometasone furoate / Or 85 % 1o
115% 0OT 3aMBAEHHOI0 KOJM4YECTBA
MoMeTasoHa ypoara

Momerazona pypoar

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Or 80 % no
120% OT 3agBJCHHOIrO  KOJIMYECTBA
BCH3aTKOHUS XJIOpUIA :

¢) Benzalkonium chloride / 95.3%/95,3%

ben3zankonus xJjopuaa

15. | Package size / Onucanue 150 doses in a HDPE plastic bottle equipped with a metering device and actuator with

YHAKOBKH protective cap. Bottle with leaflet placed in carton box. / TTo 150 n03 o ¢uakos u3 [1DBIT,
cHaO)KeHHbIH JO3UPYIOLIMM YCTPOHCTBOM M Ha3aibHBIM aJantepoM ¢ 3alllUTHbIM
konnadxkoM. PrakoH ¢ MHCTPYKUMEH [0 MCIHIMHCKOMY IPUMEHEHHIO HOMCILAIOT B
KapTOHHYIO NayuKy.
Prepared byY IloaroroBaeno Checked by / IIposepeno Approved by/] Ono6peno
Signature / Iloanuce p: X Al
Date / lara 20 ] Lok SOV U, Jel eil el
Name / ®UO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / JoskHocTh Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00



Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Roead, Tchsil: Baddi, Distt, Selan Himachal Pradesh 173205, India
Tel.: +91-1795 667200 Fax: +91-1795 667299 email: glenmark@bom?2.vsnl.net.in

Certificate of Analysis for Finished Product /
CepruduraT aHAJH3A HA TOTOBYIO NPOIYKIHIO
Page 7of7/Crp. 7Tu3 7

Name of product / Momat Rino Advance /
HaumeHoBaHue npoayKuun Momar Puno Ansanc

Generic name /
HenarenroBaHHoe
HAaHMeHOBaHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETa30H CIpeH HazanbHLI J03MpoBaHHLIH

Each spray delivers / Kaxnas jo3a cripest coacpxur:

JeficTByrolye BeuiecTsa Mometasone Furoate BP 50 mcg / Monetazona ¢ypoar Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna rugpoxaopua bpur.®. 140 mxr
140 mcg + 50 mcg / dose Date of Mfg. /
Strength / Jo3uposka 140 MKr + 50 MKr / 1032 JlaTa npousBoACTEA 12/2023
gosage form / I\‘/Ieterued-ﬁc)se nas‘z’il spray / y Date of Exp. / F'onen o 11/2025
ekapcTBeHHas popma Cripe#i HazasibHbIHA JO3MPOBAHHbBLHA
Product code / SRU0300082460401DM Date of release / /lata pbimycka 18.01.2024
Ko npoaykra
3 -
Batch No / Cepusi Ne 12231227 Qty. Released / 22,880 BOT
KoavyecTso BLIYILIEHO 22,880 dnaxonon
Batch size / Pasmep cepun 25,395 bot /25,395 ¢dnakonon Mig. License No. / MNB/10/832
ITpousBoacTeenHas JuueHsus Ne
Inspection Lot No Mfg. License Date / 30/04/2020
K P . 040000502560 T1pou3BoOACTBEHHAS IMUEH3US
OHTpoJupyemasi cepusi Ne (uara)
Package size / Y naxoska 150 doses / 150 5103 GMP Compliance certificate Data/ | 18/06/2020
. GMP ceprudukar (aarTa)
Market / Phinok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / . STP No / e
Creunduranus Ne SPC-CC-0349%90 CITH Ne STP-CC-026675
Azelastine Hydrochloride /| Batch No / F400-23002 Mfg by / Urquima S.A., Spain/
API information / AsenactHHa ruJIpoXJIopHL Cepust Ne Ilpoussoa. Ypxeuma C.A., Vcnanus
Undopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-002/22 Mfg by / Sterling S.p.A., Italy /
Mowmerazona ypoat Cepusi Ne L22405A1 INpoussoa. | Crepaunr C.n.A., Mranus

Any deviation/Incident/OOS: Non-applicable
OTtxknonenusi/necoorBereTBus/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. JIIT-Ne(001749)-(PI'-RU) dt. 30.01.2023 and submitted specification no.
SPC-CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3akaiouenue 0 COOTBETCTBHM: HACTONLIMM TOATBEPICAAID, YTO NPEACTABICHHAS Bbliie HHPOPMALMA ABJSETCA IOCTOBEPHOI H TOUHOM.
JanHas cepua OpUla NPOM3BEACHA, BKAIOYAA YIIAKOBKY/MAPKHPOBKY, W TPOKOHTPOAMPOBAHA HA YKA3AHHOW RBINIC TMPOH3BOICTBCHHON
NAOUIAAKE B NTOJIHOM COOTBETCTBUM € TpeboBaHUAMH Haprexamed 1lpoussoacreennoil Lpaxtuku (GMP) u tpeboBaHusiMu HOPMATHBHOU
npoxymcHrauuu JIT-Ne(001749)-(PT-RU) ot 30.01.2023 1 yrBeprkacuHo crietduxanunc Ne SPC-CC-034990. [1poToxos: NpoH3BOACTEA,
YIAKOBKH M NPOBCICHHBIX aHAIU30B AJs NAHHOH cepuu OB TPOAHANM3MPOBAHBI M CACNAHO 3AKJIIOYEHME, YTO OHM COOTBETCTBYIOT
tpebosanuam Hamnexamei Iponssoacreennoit Ipakruxu (GMP).

Prepared by/\lloarorosiexo Checked by / ITposepeno Approved by / Onobpeno
Signature / IToanucn W N \ Mg
Date / Jlata “3fot] Jeih U e 22 e
Name / PUO Yogesh Kumar Mehta Atul Kumar Kamal Kishore
Designation / JlomxHocTh Officer -QA Officer -QA Sr. Manager -QA

FCM/QA054/08.00



