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Anew way fora new world

Certificate of Analysis for Finished Product/

CeprudukaT aHa/M3a HA FOTOBYIO NPOAYKIIHIO
e : Page 1 of 7/Crp. 1m37

Name of product /- Momat Rino Advance /
Haunmenosanune npoayxuun | Mowmar Puso Ansanc

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

HenatenrtoBannoe o o L
Asenactui + MOMETa30H CIIpeli HasanbHbii 103U OBAHHEIH
HAuMeHOBAHUE '
Each spray delivers / Kaxctas j103a cripest CofepkuT:
HeiicTBylomue Bemecrsa Mometasone Furoate BP.50.mcg /- Momerasona ¢ypoar Bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Azellactuna ruapoxnopui Bpur.®. 140 mxr
140 mcg + 50 meg / dose Date of Mfg. /
Strength ’ﬂ‘lwﬂ@w 140 Mkr +50 MK/ noza : Jara npousssseTea 05/2024
Dosage form./ Meterued-(,iose nasiil spray / 3 Date of Exp. / Cosen 10 04/2026
JlexapcTeennas dopma Copeli Haza/ILHBIH 103MPOBAHHAII j
~ ll;roduct tode/ SRU0300082460401 DM Date of release / Jlara Boinycka 15.06.2024
ol IPOAYKTA
Y ' Qty. Released / 20,960 BOT
Batch No /Cepns Ne ’ 12240595 Kolnuectso prmytieno 20,960 Graoros
Batch size / Pazmep cepun 25,395 bot /25,395 dgmaxonos Mfg. License No. / MNB/10/832
IlpoussoacTeenHas Jvuensus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No )
K 040000529481 . HpOH3BO}ICTBeHHaﬂ JMueHsus
OHTpOJHpYyeMAasn cepusi Ne (1a72) v
Package size / Ynakonka 150 doses / 150 5103 GMP Compliance certificate Data / | 18/06/2020
"GMP-cepTudukat (nara) ,
Market / Poiiok Russia / Poccus GMP -Compliance certificate No / GMP-01556/20/IN
: GMP ceptudpuxar Ne
Reference specification No / 3 STP-No/
Crienudnxauus Ne SPC-CC-0349%0 CIIA No STP-CC-026675
~ Azelastine Hydrochloride / | ‘Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / AzenacTHHa CHAPOXAOPHL Cepusa Ne Hpounsson. | Ypkeuma C:A., Hcnanns
Hngopmauus 06 A®C ©| Mometasone Furoate / Batch No / MTC-001/23 - | Mfg by./ Sterling S.p.A.; Ttaly /
Mowmerazona gypoar Cepusn Ne 1.23178A1 Hponsson. | Crepmunr C.A,, Uranus
No TESTS /TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJILTATHI
1. Description / Onucanue White to off-white suspension / benas LHUS Off-white suspension /
TI0YTH Oefasi Cy CleH3nus HouTu Genas cycnensus
2. Identification / Uxentudmxauns ]
a) Azelastine hydrochloride / ' The retention time of one of the main | The retention time of one of the main peaks in
Asenacmuna 2udpoxnopud peaks in the chromatogram of test solution | ‘the chromatogram of test solution comply with

should - comply. ‘with - that - of - Azelastine -| ‘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) - / Bpewms - ynepxupanus
/. BpeMs. yAeP:KHBAHNA - OJHOrO M3 | OAHOTO M3 OCHOBHBEIX ~° THKOB Ha
OCHOBHBIX - IIMKOB - "Ha * XpOMATOIPAMME *| XPOMATOrpaMMe. - HCTIHITYeMOIo. - PAcTROpPa
HCTIBITYEMOro pacTBopa JIOJDKHO - | ‘COOTBETCTBYET ' BPCMEHM | yICPIKUBAHAS TIHKA
COOTBETCTBOBATL BPEMEHHU YAEPKMBAHUS | -a3eN1aCTHHA TUAPOXIOpHU A Ha
THKA  a3e/aCTHHA  TMAPOXJIOPUAA  Ha | XPOMATOrpamMe CTaHNAPTHOIO PACTBOPA.
XpOMAToOrpamMMme . CTaHAaPTHOro - PACcTBOpa
(&8 paznesn «Konuyectsenuoe
onpejeneHmen ).
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Signature / Tlonnuce : o Sl =
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Certificate of Analysis for Finished Product /

CepradukaT aHAIN32 HA TOTOBYIO IPOAYKIIHIO

Name of product /
HaumenoBanue nponykuuu

Momat Rino Advance /
Mownar Puno Ansasc

Page2 of 7/Crp. 2 u37

Generic name /
Henarenrosannoe
HAUMEHOBAHME

Azelastine + Mometasone metered dose nasal spray /
A3EJIACTHH + MOMETA30H CTIpeil HA3aNBHAIMA 403UPOBAHHI

JeficTBy10MIHE BemecTBa

Each spray delivers / Kaxxaas 103a cnipest conepkuT:
Mometasone Furoate BP 50 meg / Mometasona ¢ypoar Bpur.®. 50 mMxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxaopus Bput.®. 140 mxr

140 meg + 50 meg / dose Date of Mfg./
Strength / Jlosuponka 140 8xr + 50 25t/ 2032 JaTa npousBoACTB 05/2024 g
Dosage form / Metered-dose nasal spray /
Jlekapcreennas gopma Cripeit HasaLHBI J03MPOBAHHBIH Date of Exp. / Tonen no 04/2026
Product code / '
K SRU0300082460401 DM Date of release / Jara Brinycka 15.06.2024
O MPOAYKTA v
o Qty. Released / 20,960 BOT
Batch No/Cepns Ne 12240595 KoHuecTB0 BhMymeno 20,960 guaxoros
Batch size / Pasmep cepun 25,395 bot/ 25,395 ¢aakoHos Mfg. License No. / MNE/10/832
TIpoussoacTBeHHast auLeH3Hs Ne
Inspection Lot No Mifg. License Date / 30/04/2020
P 040000529481 Hpoussoncreennas AnueH3Us

Konrpoaupyeman cepusi Ne (nata)

. < GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakosxa 150 doses / 150 no3 GMP ceprudurar (1a1a)
Market / Poisox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN

- GMP cepruduxar Ne
Reference specification No / STP No/ s
Crienndniauus No SPC-CC—O3499O CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa THAPOXIIOPUJ Cepus Ne Hponssoa. | Ypxksuma C.A., Ucnauus
HMudopmanus 06 AOC | Mometasone Furoate / Batch No / MTC-001/23 Mfg by /. Sterling S.p.A., Italy /
Mowmertasona ¢gypoar Cepusn Ne 123178A1 Iponseoa. | Crepaunr C.uA., Wranus

No TESTS / NOKA3ATEJIUA LIMITS / TPEBOBAHHA OBSERVATION / PE3VJIBTATEI

b) Mometasone furoate /
Momemasona ypoam

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

COOTBETCTBOBATE BPEMEHHM YACDKHBAHMSL
OMKa . - MOMeTasoHa . - dypoara . Ha
XPOMATOIPaMMe CTaHIapTHOIO pacTBopa
(cMm. pazjen «Komauectsennoe
OIIPEAENICHHEN ). ~

_chromatogram of standard - solution (see

standard Solution {sec "Assay”section) / | "Assay’section) /- Bpems YAEPKUBAHUS
Bpems - ynepKHBaHUS © . OAHOTO . M3 | OKHOTO * W3  OCHOBHBIX = THKOB - HA
OCHOBHBIX IIMKOB HA - XPOMATOTPaMMe | XpOMATOrpaMMe . HCHBITYEMOTO - PacTROpa
UCTBITYEMOr0 pacTsopa JOJDKHO | COOTBETCTBYET BPEMEHH YACPKUBAHUS NHMKA

The retention time of one of the main peaks in
the chromatogram of test solution comply with
that “of ‘mometasone - furoate peak in the

MOMETa30Ha - ypoara - Ha XPOMATOTPAMME
CTaHAAPTHOI'O PACTBOPA.

¢) Benzalkonium chloride /
Benzankonun xnopud

In the test of assay, the chromatogram of
the sample solution should contain peaks
corresponding to the retention times of'
peaks . -of = benzalkonium chloride
homologues  ‘Ciz ~and - Ci4 :in the
chromatogram of the ‘standard solution /
Ha . xpoMaTorpamme '~ HCHBITYEMOIO.
PacTBOpa " HOJLKHBI  O0HAPYMUBATLCS
IIMKH,  COOTBETCTBYIOLINE TI0 - BPEMEHaM
YAEPKHBAHUA THKAM FoMoIoros Cia 1 Cia

In the test of assay, the chromatogram of the
sample solution contain peaks corresponding
to - the retention ' times ‘of peaks of
benzalkonium -chloride ‘homologues -Ciz and
Cis.in. the chromatogram of the. standard
solution./ Ha XpoMarorpamme MCHLITYeMOro
pacTeopa Oo0HapyXUBAIOTCA IIHKH,
COOTBETCTBYIOILHE no . BpeMeHaMm
YACPKUBAHUS TIHKAM romonoroxs C
Gen3aIkoHMS XA0pYa |

OeH3aIKOHMS XJ0pHIA Ha | CTaHAAPTHOIO PACTBOPA

XPOMATOTPaMME -CTAHAAPTHOIO PacTBOpa |

(oM. pazzaen «KoxuuecTreHHOE

ONIPENEINEHUED).
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Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JomxHocTs Officer -QA - Sr. Officer -QA Sr.Manager--QA

FCM/QA054/08.00



glenmark

Anew way fors néw workd

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; Vsnl net.in

Certificate of Analysis for Finished Product /-
CepTuduraT aHAJN3A2 HA TOTOBYIO NPOAYKIHIO

Page3 0of7/Crp.3u37

Name of product / Momat Rino Advance /
HaymenoBanpe npoayxuuun - | Momar Puno Ansanc
Generic.name / Azelastine + Mometasone metered dose nasal spray /
HenarentoBaHHoe . o o
: A3€NacTHH + MOMETA30H CIPCH HAZANBHBIH 03UPOBAHHbI
HaHMeHOBaHUe
Each spray delivers / Kaxxaas 103a cripes ConepxHT:
AeficTyioine BemecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoat Bpur.®. 50 mMxr
Azelastine Hydrochloride BP-140 mcg / Asenactiua ruapoxinopus bpur.®@. 140 Mxr
140 meg +:50 meg / dose Date of Mfg. /
Strength / Aosuposrea 140 mxr + 50 Mxr/ nosa | Jarts 5pousBoacTea: 052024
Dosage form / Meterved—dose nas?l spray / 5 Date of Exp. / Togen 20 04/2026
JlexapcrBeHnasi popma Cnpelt HasaJILHbIH J03UPOBAHHBIH
Product code / - '
SRU0300082460401DM Date of release / lata Buinycka 15.06.2024
Koa npoaykra .
Batch No / Cepun Ne 12240595 Qty- Released / 20,260 BOT
KosnuecTso BbINYymeRo 20,960 daaxonos
Batch size / Pasmep cepun 25,395 bot/ 25,395 duakonos M. License No. / MNB/10/832
. IlpoussoacTBeHHas jJuuensus Ne
Inspection Lot No : Mfg. License Date / 30/04/2020
p 040000529481 IIpon3BoacTeentas AUUEH3HS
Kontpoaupyemas cepus Ne (nata) ,
. GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakoska 150 doses / 150 no3 GMP cepruurat (1a12)
Market / Peisok Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / STP No/
Crenndnxauus Ne SPC-CC-034990 _ CIIA Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3e7aCTHHA THIPOXJIOPHI Cepus Ne Hpounssoa. | Ypksuma C.A., Henanus
HMndopmanusn 06 A®C | Mometasone Furoate / Batch No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
MowmerasoHa ¢gypoar Cepusn Ne - 1L23178A1 Hpounsson. | Crepnunr C.aLA., Wranus
No TESTS / HOKA3ATEJIU LIMITS / TPEGOBAHUSL OBSERVATION / PE3YJILTATBI
3. pH From 4.0 t0 5.0/ Ot 4,0 510 5,0 4.62 /4,62
4. | Density / IlaoTnocrts From 0.90 to 1.10 g/cm? / 1.02 g/cm®
Ot 0,90 10 1,10 r/em? 1,02 r/cm®
" 5. Viscosity / Baskocts Not less than 5 cPs /He menee 5 cll3 19.0 cPs /19,0 cIl3 ‘
6. Mass of the released dose / Single dose / OTaensuas no3a:
Macca BbicBOGONIAEMOTE 10311 85.0 10 115.0 % of the claimed delivered | Minimum / Munumym: 96.0%
dose amount / 850 ~ 1150% 0T | Maximum/ Maxcamym: 102.6%
3asABJICHHOI'0 KOJMYECTBA Average / Cpemiee: 100.2%
Average dose / Cpeansis go3a: g
90.0 to 110.0 % of the claimed delivered
amount /:90,0 — 110,0 % oT 3asBAEHHOrO
KOJMECTRA
7. Mass of the vial content / Not less than 14,175 ¢ / 144 g/
Macea coxepumMoro giakona He menee 14,1751 144r
8. Dose number / Koanvecrso ao03 Not less than 150 doses (disregard the 173 doses / 173 no3
first pumping) / He menee 150 1oz (ue
CUMTAS IEPBHYHYIO NPOKAYKY) -
9. | Particle size / Pasmep yacTuy 90 % of particles less than 10 um / 100.0% /.100,0%
: 90 % yactun pasMepom menee 10 mxm
100 % of particles less than 30 um/ 100.0% / 100,0%
100 % uactuu pasmepoM Menee 30 Mxm
Particles of more than 30 wm should be Absent / O1cyTCTBYIOT
absent / Yacruuer Gosee 30 MM KOJBKHEI
OTCYTCTBOBATH
{
Prepared. by / Hloaroroessaeno Checke;d\by / Hposepeuo Approve(’{ by / Ono6peno
Signature / Hoanucs gw«}“ Yoo ‘ e
Date / lata L Y LN U\ b et vq Laglaent
Name / OHO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / JosxHocTh Officer -QA Sr. Officer -QA Sr. Manager -QA
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Apew way fora new world

Certificate of Analysis for Finished Product /

CepruduxaT anan3a Ha rOTOBYIO IPOAYKLHIO
Page 4 of 7/Crp. 4 u37

Name of product / Momat Rino Advance /
Haumenopanue npoaykuuu | Momar Puno Anpanc
Generic name /-

Azelastine + Mometasone metered dose nasal spray /

HenarenroBannoe N o -
A3eaCTHH + MOMETA30H CIPeH HA3AMLHBIH JO3MPOBAHHbI
HANMeHOBaHMe
Each spray delivers / Kaxas 103a cripes conepxur:
HelicTByromue seuiecTsa Mometasone Furoate BP 50 mcg / Momerasona ¢ypoar Bpur.d. 50 Mir
’ Azelastine Hydrochloride BP 140 meg / Asenactuna ruapoxaopua bput.®. 140 mxr
140 meg +50 meg / dose Date of Mfg. /
Strength / losuposxa 140 Mxr 50 nmxr / nosa JlaTa npou3sBoACTSA 052024
Dosage form / Meterved-(’iose nas?l spray / 5 Date of Exp. / Toaen 0 04/2026
JlexapcTeeHHas dopma Cripe#i HasaIbHbIN 103UPOBAHHbLH
Product code / '
K SRU0300082460401DM Date of release / Jlara Boinycka 15.06.2024
ofl NPOAYKTA
. ' Qty. Released / 20,960 BOT
Batch No/ Cepun Ne 12240595 KoaHuectso poryleno 20,960 daxoron
Batch size / Pasmep cepun 25,395 bot /25,395 pnaxonos Mfg. License No. / . MNEB/10/832
TlpoussoacrBenHas Junensus Ne
. Mfg. License Date / 30/04/2020
Inspection Lot No
K 040000529481 HpousBoacTBEHHAN JUUEH3UA
OHTpOJHpYeMasn cepus Ne (nat2) ,
Package size / Ynaxonka 150 doses / 150 1103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (aara)
Market / Poiox Russia / Pocoms GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / ; STP No/
Cretudukanms Ne SPC-CC-034990 CIIN N STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
APl information / A3enacTuHa rEAPOXIIOPUI Cepust Ne | Npousson. Ypkeuma C.A., Ycnanus
Wndopmanus 06 A®C | Mometasone Furoate / Batch'No / MTC-001/23 Mfg by / Sterling S.p.A., Italy /
Mowmerazona Qpypoar Cepus Ne L23178A1 Tlpoussoa. | Crepmunr C.iLA., Uranus
No TESTS / TOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATION / PE3YJBbTATDI
10. | Sedimentation Stability / Not less than 5 min / He menee 5 Mux Complies /
CeauMeHTAHOHHAS CooTtBeTCTRYET
YCTOHYUBOCTD
11. | Impurities / Nlpumecu .
a) Azelastine hydrochloride /
Asenacmuna zudpoxnopuda:
Single unspecified impurity / Not more than 0.89 % / He Gosee 0,89 % | 0.03%/ 0,03%
EaunuuHag HeMuenTHuUpoBaHdasn
IIPUMEChH

Total impurities / Cymma npumeceit Not more than 2.0 % / He Gonee 2,0 % 0.03%/0,03%

b) Mometasone furoate /
Momemasona hypoama

Impurity D / ITpumecs, D Not more than 1.0 % / He Goaee 1,0 % 0.04%/0,04%
Single unspecified impurity./ Not more than 1.0 % / He Gonee 1,0 % 0.05%/0,05%
Eauunusag Henaentdunuposansas ' :

AIpUMeECh

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

' {
, Prepared by / Hloarorosaeno Che;cked by / Hposepeuo Approﬂed by / OnoGpeno
Signature / Hoanuce T i
Date / Jlata ' \’“ﬁv\mﬁwm ' \f:m A REIEY
Name / ®HO . Atul Kumar Akshit Bhardwaj Sandeep Semwal ~
Designation / loJiskHOCTS Officer -QA Sr. Officer -QA Sr. Manager -QA
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Anew way for a now workd

Certificate of Analysis for Finished Product /

Ceprudukar aHa/IM3a HA TOTOBYIO IPOAYKIIHIO
‘ PageSof 7/Crp.5u37

Name of product / Momat Rino Advance /
Haumenopanue npoaykunu | Momar Puno Ansanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenartenroBannoe o N o
Asenactui + MOMETA30H COpPeil Ha3anbHbIH NO3UPOBAHHKIMA
HAUMEHOBAHUE
Each spray delivers / Kaxnas nosa cupes conepxur:
HJeitcTByomue BewecTBa Mometasone Furoate BP 50 mcg / Momeraszona dypoar Bpur.®. 50 mMxr
Azelastine Hydrochloride BP 140 mcg / Asenactuna ruapoxsopun bpur.®. 140 mkr
140.mcg +50 meg / dose Date of Mfg. /
Strength / losuposa 140 mxr+ 50 Mxr / qesa ZaTaZPOU3BOACTBA 05/2024
Dosage form / Meterued—qc’)se nas;dl sl?ray/ 5 Date of Exp. / Coen 10 04/2026
JlekapcTeenHan dopma Chpeii HasaabHBIN J03UPOBaHHbIH
Product code / :
SRU0300082460401 DM Date of release / lara Brinycka 15.06.2024
Koa npoaykra ,
Qty. Released / 20,960 BOT
Batch No / Cepust Ne 12240595 KoTHuecTso sLmymeno 20,960 (raxotion
Batch size / Pasmep cepuun 25,395 bot /25,395 dnaxonon Mig. License No. / MNB/10/832
: Hpoussoacreentan auuensus Ne
. . Mfg. License Date / 30/04/2020
Inspection Lot No
040000529481 IpousBoncrBenHas AuLeH3us
Kourponupyemas cepun Ne (nara)
Package size / Y nakosxa 150 doses / 150 5103 GMP Compliance certificate Data/ | 18/06/2020
GMP cepruduxar (aara)
Market / Poitok Russia / Poccus GMP - Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / STP No/ ;
Crenuduxauus Ne SPC-CC-034990 CITH Ne STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API information / A3enacTHHa TUAPOXIOPHN Cepus Ne Ilpoussoa. | Ypxeuma C.A., Vcnanus
Hudopmauns o6 A®C | Mometasone Furoate / Batch No / MTC-001/23 | Mfg by / Sterling S.p.A., Italy /
Mowmerasona dypoar Cepus Ne L23178A1 IIpoussoa. | Crepnuar C.aA., Uranus
No TESTS / TIOKA3ATEIU LIMITS / TPEBOBAHUA OBSERVATION / PE3YJILTATHI
12. | Unjformity of delivery dose / 9 of 10 doses: 75 % to 125 % of the Azelastine Hydrochloride /
OaunopoaHocTs JocraBisiemMoii mean; A3e1aCTHHA TUAPOXJIOPUA:
A03b1 10 of 10 doses: 65 % to 135 % of the Minimum / Musumym: 98%
mean

5 . «f Maximum / Maxcumym: 103% .
If2 or 3 results are outside 75 — 125 %, test Average / Cpenuee: 100.0%

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.%/ MomeTasona pypoar:

9 u3 10 103: 01 75 % 110 125 % ot Minimum / Munamym: 98%,
CPEIHErO 3HAYEHHA Maximum / Maxcumym: 102%,
10 113 10 103: 0T 63 % 110 135 % ot Average / Cpeanee: 100.0%

CPEIHETO 3Ha4YCHUA

Ecnun 2 wiu 3 pesynsrara BINaaior u3
apeaenoB 75 — 125 %, ucneiTanue
npoBoAAT ¢ 20 apyrumu nozamu. He
Gosee 313 30 3HAYCHUM MOT'YT BHIXOAUT
3a npenenst 75 — 125 %, u Bce 3HaYCHUS
Z0JKHBL OBITH B TIpeAesiax or 65 1o

135 %.

13. | Microbiological purity / Mukpo6uosornyeckas 4ucrora

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

Obuiee uucio aspoBHBIX | product / He 6oee 10° KOE B 1 Mn

MHKPOOPIaHH3MOB npenapara

Prepared by / Hoarorosaeno Checked by / Hposepeuo Approv kd by / Onobpeno

Signature / Hoanucn o A AN
Date / lata j g 104 A w\ob\m”\ ' ‘;l:s e} 20l
Name / ®HO Atul Kumar Akshit Bhardwaj Sandel&p Semwal
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Certificate of Analysis for Finished Product /

CepTuduKaT aHAIN32 HA TOTOBYIO IIPOAYKIHIO
Page 6 of 7/ Crp. 6 u3.7

Name of product / Momat Rino Advance /
Haumenosanne npoayxunn | Momar Puno Aasanc
Generic name /

Azelastine + Mometasone metered dose nasal spray /

HenarenTopanuoe o o .
A3€HacTHH + MOMETA30H CHpeH HA3AILHLIH 103MPOBAHHLI
HauMeHoBaHHUe
Each spray delivers / Kaxcnas 103a cnipes coaepxur:
JelicTByomue BelecTBa Mometasone Furoate BP 50 meg / Momerasona dypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruua ruapoxyopu bpur.®. 140 mxr
. 140 meg + 50 meg /-dose Date of Mfg. /
Strength / Rosuposia 140 sxr-+.50 Mxr/ moza Jata npoussoicisa .. 0572024
Dosage form / Meter?d—qose nasiﬂ spray / ) Date of Exp. / Tonen 10 04/2026
JlexapcTeennas gopma Copell HasalbHBIM 103MPOBaHHbIH
product code/ SRU0300082460401DM Date of release / Jlata sumycka 15.06.2024
o POAYKTA :
o Qty. Released / 20,960 BOT
Batch No / Cepusi Ne 12240595 KoaHuecTs0 BoinyimeHo 20,960 graxoron
Batch size / Pasmep cepun 25,395 bot /25,395 ¢naxonos Mfg. License No. / MNB/10/832
IlpounspoacTeenHas Juuenzust Ne
I . Mfg. License Date / 30/04/2020
nspection Lot No
040000529481 IIpon3BoaCTBeHHAN JAMLIEH3NA
Kourpoanpyemas cepust Ne B (nata)
. ) GMP Compliance certificate Data/ | 18/06/2020
Package size / Ynakogska 150 doses / 150 nos GMP ceprudurar (1ata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No/
Creuduianus No SPC-CC-034990 CITU Ne » STP-CC-026675
Azelastine Hydrochloride / | Batch No / F400-23004 Mifg by / Urquima S.A., Spain /
API information / AsenacTyHa rHIPOXJIOPUA Cepust Ne Ipousson. | Ypxsuma C.A., Hcnauus
Hudopmauns 06 A®C | Mometasone Furoate / BatchNo/ | MTC-001/23 Mfg by / Sterling S.p.A., Italy /
Mowmerasona dypoar Cepus Ne L23178A1 Hpoussoa. | Crepnunr C.aLA., Uranus
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATION / PE3YJBTATbBI
Total yeast and moulds count / Not more than 10! ¢fu per I mi of the Less than 10 cfu/ml/ Menee 10 KOE/mn
O0uiee YUCH0 JPONOKEBBIX U product / He 6onee 10! KOE B 1 mn
IUfeCHEBLIX IPUbOB npenapara

Pseudomonas aeruginosa Absence per 1 ml of the product / | Absent/OrtcyrcrByer
~ Orcyrersue B 1 Mt npenapara

Staphylococcus aureus Absence per 1.ml of the product /| Absent/OrcyrcTByer
Orcyrcraye B 1 Mi niperiapara . .

14. | Assay / KosnuecTBeHHOe onpeeaeHne

a)  Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 98%/98%

AzenacTuHa ruapoxJopus - | of Azelastine hydrochloride / Ot 85 % no
115%  or 3asBJCHHOIO XOJMYECTBA
a3eJ1acTHHA PHAPOXAOPHIa

b) Mometasone furoate / From 85 % to 115 % of the labeled claim | 101%/ 101%

Momerasona dypoar of mometasone furoate / Or 85 % n0
115% - or 3adBAEHHOr0 = KOAUHECTBA
MoMeTaszoHa dypoara

¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 94%/94%

BensankoHus xJopuaa of benzalkonium chloride / Ot 80 % 1o
120% - or. 3aMBACHHOrO  KOAUYECTBA
OeH3a/IKOHUS XJIopuia

15. | Package size / Onucanue 150 doses in a 'HDPE plastic bottle equipped with a metering device and actuator with
YHAKOBKM - protective cap. Bottle with leaflet placed in -carton box. / Tlo. 150 103 Bo dnaxon u3 IIDRI],
CHAOMEHHBIH -~ O3MPYIOLUM ~YCTPOMCTBOM U~ Ha3adBHEIM “AJaNITEpOM ¢ 3aLUTHBIM
KonnaukoM, ' OIaKoH ¢ HHCTPYKUMEH [0 MEIHMLUHEHCKOMY TIPUMEHEHUIO  IOMELIAIOT B
| XapTOHHYIO MavKy.

[
Prepared by / Hoaroroeaeno Checked by / TIposepeno Approvell by / Onobpeno
Signature / Hoanuce ‘“‘“j}” 7 (P s
Date / Jlata , Joaip ) (DALY e U e g\l
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal

Designation / Joaxkuocts Officer QA Sr. Officer ~-QA Sr. Manager-QA
' : FCM/QA054/08.00
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Cepruduxar aHAIH3a HA TOTOBYIO0 TPOAYKIIHIO
o r : Page 7.0f7 /Crp. 7u37
Name of product./ Momat Rino.Advance/

HaumenoBanue npoaykuuu | Momar-Puno Ansanc

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

HenaTteHTOBaHHOE A o o o L
3€1aCTHH + MOMETA30H CHIpeit Ha3aIbHBIH KO3UPOBAHHBIN

HAUMEHOBAHUE

Each spray delivers/ Kaxnas j103a cripes cojepxur:
JeficTBYIOIIHe BEILECTBA Mometasone Furoate BP-50 mcg /- MomeTtazona ¢ypoar bpur.®. 50 Mxr

Azelastine Hydrochloride BP 140 mcg / Azenactuna ripoxsopu bpur.@. 140 mkr

‘ 140 mcg + 50 meg/ dose ' Date of Mfg. / ~
Strength / losuposica 140 mkr +:50 MKr / Z03a .oy JAaTA NPOUSBOACTBA & 0>/2024 :
Dosage form / Meteryed-dose nasiil spray / : Date of Exp. / Tonet 110 04/2026
JlexapersenHasi gopma Cnpeii Ha3aIbHBIHM A03UPOBAHHBIN ,
Product code / ‘
K SRU0300082460401DM Date of release / JlaTa Boinycka 15.06.2024
OA NPOAYKTA ~
. Qty. Released / 20,960 BOT
Bateh No/ Cepus No 12240595 KosinyecTBo BpHIyIIEHO 20,960 ¢aaxonos
Batch size / Pasmep cepun 25,395 bot /25,395 ¢nakonos Mfg. License No. /. - k MNB/10/832
IIpousBoacTBeHHAS JULeH3Hus No
~ . Mfg. License Date / 30/04/2020

Inspection Lot No : :

040000529481 TIpOM3BORCTBEHHAS JHIEH3US
Kontpoanpyemas cepusi Ne , (nata) ‘

; : GMP Compliance certlﬁcate Data / | 18/06/2020
Package size / Ynaxosxa 150 doses /150 no3 GMP cepruduiar (nata)
Market / Poisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP cepradurar Ne
Reference specification No / 5 STP-No/
Crenudnianus Ne SPC-CC-034990 » CIIH Ne STP-CC-026675
Azelastine Hydrochloride /| ‘Batch No / F400-23004 Mfg by / Urquima S.A., Spain /
API1 information / A3senacTrHa TRAPOXJOPHLT Cepusi Ne Hpoussoa. | Ypkeuma C.A., Mcnanus
Hudopmanusn 06 APC | -Mometasone Furoate / Batch No/ MTC-001/23 | Mfgby/ Sterling S.p.A., Italy /
Monmerasona dypoar. Cepusn Ne 123178Al Tipoussoa. | Crepmuur C..A., Utanus

Any deviation/Incident/OOS: Non-applicable
Orknonenus/HecooTeeTcTBUsI/OO0C: 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. JII1-Ne(001749)-(PI’=RU)-300123 and submitted specification no. SPC-
CC-034990 . The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aKrouenye 0 COOTBETCTBMM: HACTOSUIMM NOATBEPKAAIO, HTO TIPEACTABNCHHAS BBILIC MH(OPMALMS SBIALETCA AOCTOBEPHOM U TOYHOMH,
Jlannas cepys Obia NPOM3BENEH],  BKIIOMAA YIIAKOBKY/MApPKHPOBKY, M TIPOKOHTPOIHPOBAHA HA YKA3aHHOM BBILIE NPOUZBOACTBEHHON
IJIOWA/IKE B IOJIHOM COOTBETCTBIM ¢ Tpebosanusmu Hannexawel TIpoussoacreennoit Tpaktiky (GMP). 1 TpeGoBaHMAMU HOPMATHUBHON
sokymenTauuy JIT-Ne(001749)-(PI'-RU)-300123 'w yreepxncuuoit- cnermduranuer Ne -SPC-CC-034990. IIpoToK0/b]- TIPOU3BOACTEE,
YIAKOBKY. ¥ TIDOBEACHHBIX aHAMM30B JJ18 NAHHOK Ccepuyl OBLIM  TIPOAHATHM3UPOBAHEI U caenaﬂo 3AKIIOYCHUE, HTO OHH COOTBETCTBYIOT
TpebOBaHMAM Haﬂnemameu [pouspoacTBeHHOH Hpax\mm«l (GMP).

{ :
Prepared by /Hoarorosaeno Checkedby / IIpOBepeHo Approved liy /- OnobpeHo

Signature / Hoanuce ey O/ T

Date / Jlara DN : \”?*\\9\1\"“”& Mo ' P a0 20k,

Name/ ®HO Atul Kumar: Akshit Bhardwaj Sandeep Semwal

Designation / lomxHocTn Officer -QA Sr. Officer -QA Sr. Manager -QA

FCM/QA054/08.00



