Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalao“ulRoad Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205 Indla
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Certificate of Analysis for Finished Product /

CepTudnKaT aHAIH32 HA FOTOBYIO NPOAYKIHIO
Page 1 of 7/Crp. 1 u3 7

Name of product / Momat Rino Advance /
Haumenosanune npoaykmin | Mowmar Puno Ansanc
Generic name /. Azelastine + Mometasone metered dose nasal spray /
Henarentosaunoe o o .

A3CAACTHH + MOMETA30H clipell HazanbHbI A03UPOBAHHBLIN
HAUMEHOBAHNE »

Each spray delivers / Kaxcnas nosa cripes coepxur:
JeiicTByloIre BelecTBAa Mometasone Furoate BP 50 mcg / Momerazona ¢ypoar Bpur.®. 50 mxr

Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopun 5put.@. 140 mxr

140 meg + 50 meg / dose Date of Mfg. / <
Strength /ﬂ“"POB"a 140 mxr + 50 mkr/ nosa JlaTa nnpousBoacTea 0572024
Dosage form / I\‘/Ieter“ed—dose nas‘;‘il sPray ! o Date of Exp. / Tonen no 04/2026
JlexapcTBennasi popma Chpeit Ha3anbHbIA 103UPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / Jlara pomycka | 29.06.2024
Koa npoaykra ’

o Qty. Released / 34,560 BOT
Batch No/Cepun No 12240596 KonnuecTBo BoINyHEHO 34,560 akoHoB
Batch size / Pasmep cepun 37,815 bot/ 37,815 dnaxonos Mg License No. / MNB/10/832
: Ipoussoacreennas suuensus Ne
. : Mfg. License Date / 30/04/2020

Inspection Lot No

040000529664 IIponssoacTBeHHAS JTHLIEH3NS
Konrpoaupyemasi cepusa Ne (nata)
Package size / Ynaxonxa 75 doses / 75 103 GMP Compliance certificate Data / | 18/06/2020

- GMP ceprudukar (nara)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP-No/ -
Creunduiauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517
v Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / AsejlacTiHA THIPOXJIOPUI Cepusa Ne Ilponssoa. | Ypxeuma C.A., Mcnanus
Hudopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-001/23 | Mfg by/ Sterling S.p.A., Italy /
Mowmerasona Qypoar Cepusa Ne 123178A1 Tlpoussoa. | Crepmunr-C.mA., Uramus

No TESTS / IOKA3ATEJIH LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJIBTATDI
1. Description / Onucanue White to off-white suspension / Benas i | Off-white suspension /

nouts 6enasl CycreH3us Houtu Genas cycrnensus

2. Identification / Upenruduxayus

a) Azelastine hydrochloride /
Aszeaacmuna zudpoxnopuod

The- retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of Azelastine»
hydrochloride peak in the chromatogram
of standard solution (see "Assay” section)
/ BpeMsa yAepKUBAHUS ONHOIO W3
OCHOBHBIX IHKOB Ha XpoMarorpame
HCHBITYEMOTO pacTBopa JIODKHO
COOTBETCTBOBATH BPEMEHH YIACPIKHBAHMUS
MMKa A3eMacTHHA I'WAPOXJIOpHAA Ha
XPOMATOrpaMMe CTAHIAPTHOrO PacTBopa
(cm. paszen «KonuuecTrentoe
OINPEACTICHUE» ).

The retention time of one of the main peaks in
the chromatogram of test solution comply with
sthat of ‘Azelastine hydrochloride peak in the
chromatogram of standard solution (see
"Assay” section) / BpeMms ynepxuBaHus
OJHOFO M3  OCHOBHBIX  [MMKOB  Ha
XpOMaTorpaMMe  MCIIBITYeMOT'O - PacTBopa
COOTBETCTBYST BPEMCHM YJCPKUBAHUS [THKA
A3enacTHHa ruapoxaopuaa Ha
XPOMATOrpaMMe CTaHAapTHOrO PacTBOpA.

Approved by / OpobpeHo

Signature / Hoanncn

Prepared by / HoarorosjieHo
AS :

Checkedﬁy»/;pHpOBepeHo

Date/ lara “Zoleblrrn Ze ] 0‘”& ) 2wy
Name / ®HO Akshit Bhardwaj Suresh Kumar Amit Kumar Siani
Designation / loszgHocTh Sr. Officer -QA Executive -QA Manager -QA
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Certificate of Analysis for Finished Product/

Ceprudukar aHaJH3a Ha TOTOBYIO NPOIYKIHIO

Page2of 7/ Crp. 237

Name of product / Momat Rino Advance /
HaumenoBanue npoaykunu | Mowmar Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
Henarenrosanuoe X - . . -
A3e/IaCTH + MOMETA30H CIIpel Ha3aAbHBIA A03MPOBAHHbII
HAuMeHOBAHNE ‘
Each spray delivers / Kaxcnas j103a cupes cofepxmr:
HeficTByromme BenecTsa Mometasone Furoate BP 50 meg / Momerasona ¢ypoar Bpur.®. 50 mxr
Agzelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxnopun bpur.®. 140 mxr
: 140 meg + 50 meg / dose Date of Mfg. / 9
Strength / losuposkca 140 mxr+ 50 Mxr/ nosa Jara nponiBojcrsa 05/2024
Dosage form / Metered-dose nasal spray / o
JlekapcTBenHas gopma Cnpe HasaIbHBIN H03UPOBAHHBIH Date of Exp. / Tonen no 04/2026
Product code/ SRU0300082460401GS Date of release / lata Boinycica 29.06.2024
Koa npoaykra
Batch No / Cepusi Ne 12240596 Qty. Released / 34,560 BOT
KosnvecTBO BoinyHieHo 34,560 ¢aakonos
Batch size / Pasmep cepun 37,815 bot/ 37.815 ¢naxonos Mg License No. / MNEB/10/832
] Hpoussoacreennas auuenznsa Ne
. : Mfg. License Date / 30/04/2020
Inspection Lot No
040000529664 llpoussoacTeenHas muuensns
KOHTpQﬂpremaﬂ cepus Ne (nata)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (aara)
Market / Poinok Russia / Poccyis GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / . STP No/ - <
Crenudnianus Ne SPC-CC-051325 CIIH Ne STP-CC-037517
Aczelastine Hydrochloride / | Bateh No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / AsenacTdHa THAPOXJIOPUA Cepus Ne Ilpouseox. | Vpkeuma C.A., Menanus
HUndopmanus 06 AD®C | Mometasone Furoate / Batch No/ MTC-001/23 | Mfg by / Sterling S.p.A., Italy /
Mowmerazona dypoar Cepusi Ne L23178Al1 Hpomsson. | Crepmunr C.nA., Hranus
No TESTS / IOKA3ATEJIM LIMITS / TPEBOBAHUS OBSERVATION / PE3YJIbTATbDI

b) Mometasone furoate /
Momemazona gypoam

The retention time of one of the main
peaks in the chromatogram of test solution
should comply with that of mometasone
furoate peak in the chromatogram of
standard solution (se€ "Assay’section) /
Bpemsl  yAEPKUBAHUA . - OMHOIO - - U3
OCHOBHBIX IIMKOB - Ha XPOMAaTOrpamme
HCIIBITYEMOro pacTeopa JOKHO
COOTBETCTBOBATH BPEMEHH VICPKHBAHUS
OMKa ~ MOMETasoHa  (ypoara  Ha
(oM. pasnen «KonugecTeeHHoE
ONPEHSIEHHEN ).

XpomarorpaMMe CTaHAapTHOrO pacraopa

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that ‘of mometasone furoate peak in the
chromatogram of standard solution (see
"Assay”section) / - Bpems vaepxuBaHUsS
OJHOIO W3 OCHOBHBIX  TIHKOB ~ Ha
XpOMATOrpaMMe  HCHBITYEMOTO  PAcTBOpa
COOTBETCTBYET BPEMECHHU YIACPKUBaHMS MK
MOMETa30Ha (ypoaTa Ha  XPOMATOIPaMME
CTAaHZAPTHOTO PAcTBOpA.

¢) Benzalkonium chloride /

In the test of assay, the chromatogram of

1n the test of assay, the chromatogram of the

Benszanxkonua xnopud 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 Ci» and
homologues. Ci2 - and Ci4« in the | Ci4 in the chromatogram of the standard
chromatogram -of the standard solution / | solution / Ha xpomarorpamMme uCHbITYeMOro
Ha . xpomaTorpamMme  MCIIBITYeMOTO | pacreopa 0GHAPYKUBAIOTCS TIHKH,
PacTBOpa . I0MKHEL . OOHAPYKUBATLCS | COOTBETCTBYIONME o BPEMEHAM
IIHKH, -COOTBETCTBYIOLIME TI0 BpeMEHaM | yAepkuBaHus TiuxaM romoiaoros Ciz u Cus
yAepxxkuBanus mikam roMosnoros Cia u Cis | GeH3ANMKOHMS XJIOpHAA HA XPOMATOrpaMme
OeH3AAKOHMS xaopuna Ha | CTaHJApPTHOrO PacTBOpa.

XPOMATOTPAMME CTAHNAPTHOTO PacTBOpa
(em. pazzuen «Konuuectrenoe
ONIPEACTCHHUEY ),

3. pH From 4.0105.0/ 01 4,0 10 5,0 4.64 /4,64

Checked by./ Ilposepeno

Approved by / OnobpeHo

Prepared by / Tloarorosaexo
AL

Signature / Iloamucs L2 e ‘ o
Date/ lata ' Zeloe v G ame = [seliory
Name/ ®OUO Akshit Bhardwaj Suresh Kumar Amit Kumar Siani

Designation / losknoctn

Sr. Officer -QA

Executive -QA

Manager -QA

FCM/QA054/08.00
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Certificate of Anéllysis for Finished Product /

Ceprudukar aHaaHu3a HA FOTOBYIO HPOAYKIIHIO

Page3 of 7/ Crp. 33 7

Name of product /
HaumMeHoBaHHe NPOAYKUHH

Momat Rino Advance /
Mowmart Puno Aasauc

Generic name /
HenarenToBaHHoe
HAHMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacTuH + MOMETA30H CIPEH HA3NbLHLIA JO3UPOBAHHDI

JelicrBylomue gemecrea

Each spray delivers / Kaxcnas noza cnpes cogepxut;
Mometasone Furoate BP-50 meg / Momerasona pypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 meg / Aseaactuua ruyipoxaopuna Bpur.@. 140 Mxr

: 140 meg + 50 meg / dose Date of Mfg. /
Strength / Jlosuposka 140 MK + 50 MKr/ 1032 Jlata npoussonetea 05/2024
Dosage form / Metcrued—dose nasval spray / 3 Date of Exp. / F'osett 110 04/2026
JlexapceTsennasi popma Cnpeil HazaabHbIH JO3HPOBAHHE
Product code / SRU0300082460401GS Date of release / lata Brinycka 29.06.2024
Koa npoaykra
Batch No / Cepus Mo 12240596 Qty. Released / 34,560 BOT
KonuyecTBo BoInyLeHo 34,560 ¢yaxoHoB
Batch size / Pazmep cepun 37,815 bot / 37,815 dmakonor Mig. License No. / MNEB/10/832
Hpoussoacreennas Junensusi Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000529664 IlponspoacTeeHHAs JTHUEH3HS
KonTpoaupyemasn cepun Ne (nata)
: GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakopka 75 doses / 75 no3 GMP cepruduxar (1ata)
Market / Poinok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudunxar Ne
Reference specification No / STP No/
Cremudnanus Ne SPC-CC-051325 CITH Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3senacTiHa ruApOXJIOPHA Cepusa Ne Ilponssoa. | Ypxsuma C.A., Hcnanus
Hudopmamusa 06 APC | Mometasone Furoate / Batch No/ MTC-001/23 Mfg by / Sterling S.p.A., Italy /
~ Mowmerasona dypoar Cepns Ne L.23178A1 Ilpoussoa. | Crepaunr C.i.A., Utanus
No TESTS / TIOKA3ATEJINA LIMITS / TPEBOBAHUSA OBSERVATION / PE3YJbTATHI
4. | Density / IltoTHocTh From 0.90 to 1.10 g/cm® / 1.02 g/em?®
O71 0,90 1o 1,10 r/em? 1,02 r/em?
5. Viscosity / Baskocts Not less than 5 cPs / He meuee 5 cll3 30.2 ¢Ps /30,2 cll3

6. Mass of the released dose /
Macca BeicBobOMAARMON 10361

- Single dose / OtaesibHasn no3a: -

85.0 to 115.0 % of the claimed delivered
dose amount / 850 — 1150% ot
3aBJISHHOTO KOJMYECTRA

Average dose / Cpeansist 1o3a:

90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110.0 % o 3asaB51€HHOTO
KOJMYECTBA

Minimum / Munumym: 89.1%
Maximum / Maxcimym: 106.9%

‘Average / Cpenuee: 100.0 %

7. Mass of the vial content /
Macca cogepxumeoro paakona

Not less than 9.52 g /
He menee 9,52 r

98¢/
9,81

90 % wacrui pazmepom meree 10 Mim

100 % of particles less than 30 pm /
100 % wacrui pasMepomM MeHee 30 MKM

Particles of more than 30 pm should be
absent / Yactriet Gonee 30 MKM JOIKHB]
OTCYTCTBOBATH

8. Dose number / KosinuectBo 203 Not fess than 75 doses (disregard the first | 95 doses /95 103
pumping) / He menee 75 103 (e cuuras
TEPBUYHYIO TIPOKAUKY) '

9. Particle size / Pazmep uacrui 90 % of particles less than 10 pm / 100.0% / 100,0%

100.0% / 100,0%

Absent / OtcyTerByIOT

Prepaxeﬂ by/ Hourommeno

Checked byﬂ/ﬂpoaepeuo

Approved by / OnoGpeno

Signature / oanucs (e A ,
Date / Iara *(0\0 [ ) Ry AN Do [t 2o ing
Name/ PHO Akshit Bhardwaj Suresh Kumar Amit Kumar Siani

Designation / losxnocts

Sr.y Officer -QA

Executive -QA

Manager -QA

FCM/QA054/08.00




Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddealaoaxh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 1 5, India
+Telt 1911795667200 Fax: +9121795 667299 email: glenmark(@bom2.vsnl.net.in

Certificate of Analysis for Finished Product /

CepTuduxar aHAIN32 HA TOTOBYIO IIPOAYKIHIO
- “Paged of 7/ Crp. 4uz 7

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

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

HenareHnrosaHHoe o N e o .
A3eaCTHH + MOMETA30H cripeii HazanbHbLi JO3UPOBARHBIH
HAHMEHOBAaHNE
Each spray delivers / Kaxas 103a cnpest coaepxur:
JeiicTBylolne BeniecTea Mometasone Furoate BP 50 meg / Momerasoua ¢ypoat Bpur.®. 50 mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxnopua bpur.®. 140 mxr
140.mcg + 50 mcg / dose Date of Mfg. / <
Strength / losuposxa 140 Mxr + 50 mxr / nosa JaTa nponssoacTea 0312024
Dosage form / I}fletgx;ed-cjiose llanl s;?ray / 3 Date of Exp. / Fosiet 2o 0412026
JlekapcrBennas gopma Cripeit HazaabHbIHA A03UPOBAHHBIN ‘
Product code/ SRU0300082460401GS Date of release / Jlara pbmycka 29.06.2024
Kop npoayxra
Batch No / Cepus Ne 12240596 Qty. Released / - | 34360 BOT
Koaunuecrso Boinyeno 34,560 dnaxonon
Batch size / Pasmep cepnn | 37,815 bot/ 37,815 daxoos Mfg, License No. / MNB/10/832
, : IIpoussoacTBeHHas Juuen3us Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No )
040000529664 IlpouspoacTBEHHAS JULEH3HA
Konrpoanpyemas cepus Ne (nara)
Package size / Y nakoska 75 doses / 75 o3 GMP Compliance certificate Data/ 18/06/2020
GMP ceprudukar (aara)
Market / Poisok Russia / Poccust GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmxar Ne
Reference specification No / Do < STP.No/ .
Cretuduicams No SPC-CC-051325 CIIN Ne STP-CC-037517
- Azelastine Hydrochloride / . | Batch No / F400-23004 Mifg by / Urquima S.A., Spain /
API information / AsenacTuHa THIAPOXIOPHI Cepust Ne Tlpouseon. | Ypxsuma C.A., Henauus
Hundopmauns 06 A®C | Mometasone Furoate / Batch No/ MTC-001/23 | Mfg by / Sterling S.p.A., Italy /
Mowmerazona ¢ypoar Cepusi Ne L23178Al1 Hpoussoa. | Crepiuur C.iA., Hranus
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIBTATHI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 mun Complies /
CeauMeHTaLHOHHAS , CooTBeTCTBYET
YCTORYHBOCTD
11. | Impurities / Tlpumecn . .
a) Azelastine hydrochloride /
Azenacmuna zudpoxiopuda:
Single unspecified impurity / Not more than 0.89 %/ He Gonee 0,89 % | Below LOQ /Huxe [IKO
Eaunngnas HenneHTROUUHPOBAHHAS
HpUMECH

Total impurities / Cymma ripumeceit Not more than 2.0 % / He Gonee 2,0 % Below LOQ /Huxe TIKO

b) Mometasone furoate /
Momemasona hypoama

Impurity D / Ipuvecs D Not more than 1.0 %/ He Soxnee 1,0 % 0.03%/0,03%

Single unspecified impurity / Not more than 1.0 % / He Gonee 1,0 % 0.05%/ 0,03%

Enunnunas ReuaeHTHOUIMPOBAHHAS

NPUMEChH

Total impurities / Cymma nipumecei Not more than 2.0 % / He 6onee 2,0 % 0.2%/0,2%

Preparetby / Hloarorossieno | Checked by /IIposepeno Approved by / OnoGpero

Signature / lloanuce, (M e e
Date / Jlata ' ~geloblvrey 9, 6 1AM el 5 | 2oty
Name / @10 Akshit Bhardwaj Suresh Kumar  / Amit Kumar Siani
Designation / {oJskHoCTD Sr. Officer -QA Executive -QA Manager -QA

FCM/QA054/08.00



Glenmark Phar maceuticals Ltd
Village: Kisl mnpuna Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173705 India
~Tel:r+91-1795 667200 Fax +91+1795 667299 email: glenmark@bom2.vsnl.net.in ,

Certificate of Analysis for Finished Product /

Ceprudnkar aHaIH3a HA FOTOBYIO NPOAYKIHIO
k ! PageSof 7./ Crp.5u3 7

Name of product / ' Momat Rino Advance /
Haumenopanue npoaykuuu Mowmar Puno Axsanc

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

Henarenropannoe A3ENaCTHH + MOMETA30H CIPEH HA3AMLHLL JO3MPOBAHHbIH
HAMMEHOBAHHE
Each spray delivers / Kaxxaas 103a cipest CoAepxur:
JeiicTBylomne BeliecTsa Mometasone Furoate BP-50 meg / Momerasona dypoar Bpur. @. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxaopun Bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength / losuponia 140 mkr +.50 mxr/.no3a JlaTa npoussoacTBa 0572024
Dosage form/ Metel;ed-(?ose nas\?l SP ray / N Date of Exp. / I'ogen no 04/2026
Jlexapcreennas popma Cnpeit HasaabHBIH A03UPOBAHHBIH
Product code/ SRU0300082460401GS Date of release / Jlata pbimycka 29.06.2024
Koa npoayxra
Qty. Released / 34,560 BOT
o 2 g
Batch No/Cep "? Ne 12240336 Koanyecrso Boinymeno 34,560 ¢axonos
Batch size / Pazmep cepuu 37,815 bot/ 37,815 ¢nakonon Mg, License No. / MNB/10/832
- IlponspoacrBenHas aunensus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
040000529664 TIpousBoacTBEeHHAN JANLEH3U
KonTponnpyemasi cepust Ne (nata)
Package size / Ynaxoska 75 doses / 75 ni03 GMP Compliance certificate Data/ | 18/06/2020
GMP ceprudukar (nata)
Market / Potsok Russia / Poceus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceptuduxar Ne
Reference specification No / < < STP No/
Creundukauus No SPC-CC-051325 CIIA No STP-CC-037517
, Azelastine Hydrochloride /| Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / AsenactyHa rapoXJIOpHI Cepus Ne 1lpousson. VpxBuma C.A., Vcnanus
Nudopmauusa 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 | Mfg by / Sterling S.p.A., Ttaly /
MowmerasoHa pypoar Cepust Ne L23178A1 Ilpoussoa. | Crepaunr C.n.A., Mranus
No TESTS / NIOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATION /PE3YJIBTATHI
12. | Uniformity of delivery dose / 9 0f10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaHOPOAHOCTL AOCTABASIEMOMH mean,; A3enacTiHa ruapoxa0puA;
003B1 10 of 10 doses: 65 % to 135 % of the
mean

Minimum/ MunumymMm: 98%
Maximum / MaxcumyMm: 105%
Average / Cpepnee: 100%

If£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

135 %/ Mometasone Furoate/ -

9 u3 10 g03: o1 75 % a0 125 % o1 Momerasona gypoar:
CPE/IHEro 3HAUCHNUA

10 u3 10 po3: o1 635 % 0 135 % or Minimum / Muuusym: 97%,
CPEAHEro 3HaqeHus Maximum / Makcumysm: 104%,
Ecnu 2 unu 3 pesyastara BBITIAA2IOT U3 Average / Cpennee: 100%

npenenos 75 — 1235 %, ucnpitanue
npoBoaar ¢ 20 apyraMu posamu, He
6onee 3 u3 30 3HaUCHUH MOT'YT BLIXOAUTE
3anpenensl 75 — 125 %, u pce 3HaYeHMA
A0JOKHEI OBITE B IIpeAenax ot 65 1o

135 %. ‘

13. | Microbiological purity / Mukpo6unojorudeckast Y4ucrora

Total aerobic microbial count / Not more than 102 cfu per.1.ml of the Less.than 10.cfu/ml/ Menee 10. KOE/mn

OfHiee 4UCITO a3poOHBIX product / He Sosee 10> KOE 8 1. mn

MUKPOOPraHU3MOB nperapara

Prepared by / Hoarorosexo Checked b‘\,{j Ilposepeno Approved by / Oao6peno

Signature / Hoanuce (A s LAl
Date/ lata —wloelrory Vs bl ALY ‘ Fo (€T 22y
Name / ®HUO Akshit Bhardwaj Suresh Kumar / Amit Kumar Siani
Designation / JIoJskHOCTS Sr. Officer -QA -Executive -QA Manager -QA

FCM/QA054/08.00



Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalavaih Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 1 73705 Indm

wTelir 4911795667200 Fax: +91:1795 667299 email; ‘glenmark(@bom?2.vsnl.net.in

~ Certificate of Analysis for Finished Product /

Ceme])mcaT aHaJn3a Ha FOTOBle npoz:(yl\umo e
Page 6 of 7./ Crp. 6 u3 7

Name of product / Momat Rino ‘Advance /
Haumenosanue npoayxunn | Mowmar Puno Axsanc
Generic name / Azelastine +Mometasone metered dose nasal spray /
HenareHToBAHHOE § : i " .
A3e1acTUH + MOMETa30H. ClIPEH Ha3a bHBIH JI03UPOBAHHbIH
HAHMeEHOBaHe
Each spray delivers / Kaxuas 03a cripest COAepxur;
JeiicTeyromue BemecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar bpur. @, 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacrusa runpoxaopu bpur.@. 140 mxr
140 meg + 50 meg / dose Date of Mfg. / 9
Strength ,‘/ Aosuposrka 140 mxr + 30 M1/ o032 Jdata npoussoacTea 052024
Dosage form / I}:letel‘vt:d-(,iosc nasEtl spray / . Date of Exp. / Tosen 10 04/2026
Jlexapcersennas popma Cnpeli HasanpHBIH 103MPOBAHHBIN
Productcode/ SRU0300082460401GS Date of release / /lata sbimycka 29.06.2024
Koa npoaykra
o « Qty. Released / 34,560 BOT
Batch No/Cepua Ne 12240396 Koanuectpo BpinylieHo 34,560 dhnakoHos
Batch size / Pazmep cepun 37,815 bot/ 37,815 dnaxonos Mig: License No. / MNB/10/832
TIpousBoacTeeHHasn JuHeH3ns Ne
v Mfg. License Date / 30/04/2020
Inspection Lot No
, 040000529664 ITIponsBoacTBeHHAR JULEH3US
Konrponupyemas cepust Ne (nara)
. GMP Comphance certificate Data/ | 18/06/2020
Package size / Yniakoska 75 doses /75 no3 GMP ceprudukar (1a12)
Market / Pritox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
; GMP cepruduxar Ne
Reference specification No / - STP No/
Criennduranus Ne SPC—CC-O:1325‘ CITH Ne STP-CC-037517
Azelastine Hydrochloride /- | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / As3eiacTiHa TUAPOXIIOPUI Cepus Ne IIpoussoa. Vpxeuma C.A.; Mcnanus
HNudopmaums 06 APC | Mometasone Furoate / Batch No/ MTC-001/23 Mfg by / Sterling S.p.A.; Italy /
Mowmerasona Qypoar Cepus Ne L23178A1 IIpoussoa. * | Crepmuur CnA., Uranus
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBABUA OBSERVATION /PE3YJIBTATHI
Total yeast and moulds count / Not more than 10! cfu per 1 ml of the Less than 10 cfu/ml/ Menee 10 KOE/mn
Ob11ee YHCI0 APOHIKEBLIX U product / He Soaee 10! KOE B 1 mn
IJIECHEBBIX IPHOOB TIperapara
Pseudomonas aeruginosa Absence -per 1 ml of the product /| Absent/Orcyrcrayer
OtcyrcrBue B 1 M npenapara
Staphylococcus aureus Absence per 1 ml -of ‘the product / | Absent/ Orcyrcreyer
Orcyrcereue B 1 M1 npenapara .
14.. | Assay / KosmuecTenHoe onpeaeseHye
a) Azelastine hydrochloride / From 85 % to 113 % of the labeled claim | 97.0%/97,0%
A3zeacTHHA FUAPOXJ0PUA of Azelastine hydrochloride / Ot 85 % 1o
115% . OT 3a4BACHHOI0  KOJMYECTBA
a3¢/1aCTHHA MHAPOXOPHIA
b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 101.0%/ 101,0%
MowmertazoHa pypoar of ‘mometasone furoate / Or -85 % a0
115% 0T - 3ajBJCHHOrO ' KOJHYECTBA
MOMeTa30Ha Qypoara ‘
¢) ‘Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 93.0%/93,0%
Benszankonus xaopuaa of benzalkonium :chloride / Ot-80 % 10
120 % 0T . 3a4BACHHOrO  KOJMYECTBA
OeH3aJIKOHUS XI0pHaa
15.- | Package size / Onucanue 75 doses in.a HDPE plastic bottle equipped with a metering device ‘and actuator with
YNAKOBKH profective cap. Bottle with leatlet placed in carton box. / Ilo 75 103 8o duakon n3 [12BI],
; CHAOKEHHBIA ~ JO3UPYIOIMM ~YCTPOHCTBOM M HA3AMLHBIM - aIAlITCPOM € 3aL{UTHBIM
koanauxoM. “MJaKoH ¢ HHCTPYKLMel 10 MEAUIMHCKOMY  TPUMEHEHHUIO TIOMEIaIoT - B
KapTOHHYIO NAYKy.
Prepapefd \by / Hozlrm'omxeuo Checked by./JIpogepeno Approved by / Oaobpeno
Signature / Iloanucs e , - s i
Date / Jlata 3019 e ey oG] Mfm,ww? i Ge <t /e
Name / DPUO Akshit Bhardwaj : Suresh Kumar Amit Kumar Siani
Designation / {osukHocTh Sr. Officer QA Executive -QA Manager -QA

FCM/QA054/08.00
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Certificate of Analysns for Finished Product/
Ceprnduxar ana1n3a Ha rOTOBYIO POAYKIHIO
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Name of product /
HaunmeHoBaHHe npoayKunu

Momat Rino Advance /
Monmat Puno Ansanc

Generic name /
HenareHToBanHoe
HAUMEHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3ENacThH -+ MOMETA30H CIPEeH Ha3abHLIA Z03UPOBAHHDBI

JeiicTByromue Bemecrsa

Each spray delivers / Kaxias 103a Crpes CORSpPKUT:
Mometasone Furoate BP 50 mcg / Momerasosa Qypoar Bpur.@. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacruna rugpoxiopua bput.®. 140 mxr

140 mcg + 50 meg / dose Date of Mfg. / s/
Strength //Zlomp onla 140 Mxr+ 50 Mxr./ no3a JaTa nponzBoactea 03/2024
Dosage form / Meterved-dose nas?l spray / } Date of Exp. / Fosen 0 04/2026
JlekapcTBeHHas dopma Cnpeil HasallbHBIHA 103UPOBaHHbIH
Product code/ SRU0300082460401GS Date of release / Jlata pemycka 29.06.2024
Koa npoayxra
Batch No/ Cepusi Ne 12240596 Qty. Released / 34,560 BOT
Koanuectso BpinymeHo 34,560 drakoHOB
Batch size / Pasmep cepun 37,815 bot/ 37,815 ¢naxonos Mfg, License No. / MNB/10/832
. IlpoussoacTeenHas aueH3ns Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No <
n 040000529664 HlpouseoacTeeHHAs AHIEH3UA
Konrposaupyemas cepus Ne (naTa)
Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certlﬁcate Data / 18/06/2020
GMP cepTuduxar (nara)
Market / Poisor Russia / Poccrs GMP.Compliance certificate No / GMP-01556/20/IN
GMP ceprudurart Ne
Reference specification No / L0s STP.No / L0275
Crienmduicanus Ne SPC-CC-051325 , CIIHU Ne STP-CC-037517
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / AsenacTuHa rHIpOXI0pUIL Cepus Ne Tpoussoa. | Ypxeuma C.A., Ucnanus
Nudopmanns 06 A®C | Mometasone Furoate / BatchNo/ | MTC-001/23 Mfeg by / Sterling S.p.A., Italy /
Mowerazona ¢ypoar Cepusi Ne L23178A1 Hpoussoa. | Crepmuur C.r.A., Uranus

Any deviation/Incident/Q0S: IN/1101/2024/0157
Orknonenusi/vecoorsercreua/O0C: IN/1101/2024/0157

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. JII-Ne(001749)-(PI'-RU)-300123 and submitted specmc,atlon no. SPC-
CC-051325. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP,” '

3axa04eHye 0 COOTBETCTBUU: HACTOSLIMM TIOATBEPKAAID, UTO IPSACTABICHHAS BhILIE HHPOPMALMS SIBISETCS HOCTOBEPHOR ¥ TOYHOM,
Haunas cepus Oblia MPOM3BEACHA, BKIEOYAS YHAKOBKY/MAPKMPOBKY, ¥ TPOKOHTPONUPOBAHA HA YKA3AHHOM BBILE MPOU3BOACTBEHHOM
IJIOLIA/IKE B TIOIHOM COOTBETCTBHH ¢ Tpebopannamu Haanexameit Hpoussoacreennoit paktuku (GMP) ¥ tpeGoBannaMu HOPMATHBHOM

noxymentauua JIT-No(001749)-(PI'-RU)-300123 u yreepxiaennoli cuenuduxauueii No

SPC-CC-051325 .

IpoTokoasl PoH3BOACTEA,

YNAKOBKH Y TMPOBEACHHBIX AHANM30B JUIs MaHHOH cepyyu ObUM NPOAHAJUZHUPOBAHBI U CAENAHO 3aKNIOYEHHE, YTO OHU COOTBETCTBYIOT
tpebopanuam Hannexawelt Ipoussojcrsennoit Ipakruxu (GMP).

Prepared by / IloarorosJieno Checked W«Aﬂpoaepeuo Approved by / Onobpeno
Signature / Hoanucy A T o
Date / Jlata wl U(’J{/"’"D“l""{ A Rl et l4ody
Name / ®UO Akshit Bhardwaj Suresh Kumar . Amit Kumar Siani
Designation / JoszkHocTh Sr. Officer -QA Manager QA

Executive -QA

FCM/QA054/08.00



