Glenmark Pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi, Distt. Solan Himachal Pradesh 173205, India
%Egg%gg‘g&gﬁg Tel.: +91-1795 667200 Fax: +91-1795 667299 email: ¢ ]en ;

A new way for a new wortld

sibnelin

Certificate of Analysis for Finished Product /

Ceprudukar aHa/IM3a HA FOTOBYIO I POJYKIHIO
Page1of7/Crp. 1137

Name of product / Momat Rino Advance /
HaumeHoBaHue NpoayKuuu Mowmar Puiio Aasane
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenateHroBaHHoe ) o . i .
A3eacTHH + MOMETA30H CIPEil HAa3ATLHLINA JO3UPOBAHHLI
HAKMEHOBAHHE
Each spray delivers / Kaxxaas 103a cnipes coaepxur:
HeficTyroiune pewecTsa Mometazone Fuorate BP 50 meg / Momerasona dypoar Bpur.@. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Azenactuna runpoxyopua bpur.®. 140 mMxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposica 140 mxkr + 50 Mkr Jarta npoussoacrsa 12/2022
Jl;osage form / I\\/Ieter::d-qose nasval spray / . . Date of Exp. / Foaen no 11/2024
ekapcTseHHas gpopma Cripe#t Ha3anbHBIM I03UPOBAHHBIH
Product code / Kon npoayxra | SRU0300082460401GS Date of release / laTa Brinycka 31.12.2022
Batch No / Cepus No 12220796 Qty. Released / 14,880 BOT
KoanvecTso BuInyumiexo 14,880 ¢naxonos
Batch size / Pasmep cepun 16,968 bot / 16,968 ¢naxonor Mig. License No. / MNB/10/832
IIponssoacTeeHHast anueH3us Ne
Inspection Lot No ) 040000432167 Mfg. License Date / 30/04/2020
Konrpoaupyemas cepust Ne TIpoussoacTBeHHas JuueHsns (1ara)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (rara)
Market / Poitok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / N STP No/
Creunguramys Ne SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATION/PE3YJbTATDI
1. Description / Onucanue White to off-white suspension / Benas | Off-white suspension /
WY TI0YTH Oenas CyCcricH3us Ioytu Genas cycrnensus
2. Identification / loanuHHOCTL
a) Azelastine hydrochloride / In the test of assay, the retention time of | In the test of assay, the retention time of the
Azenacmuna zudpoxnopuo 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 azelastine | azelastine hydrochloride standard solution /
hydrochloride standard solution / Bpems | Bpems yaepxkuBanus OCHOBHOTO IIMKA Ha
YAEPXHUBAHUSL ~ OCHOBHOTO  JIMKA HA | XPOMATOrpaMMe HCIBITYEMOTO — pacTsopa
\xpomamrpamme HCIIBITYEMOTO DAacTBOpa | COOTBETCTBYCT  BPEMEHHM  YIEpKWUBaHUs
jIOJDKHO  COOTBETCTBOBATH ~ BPEMEHM | OCHOBHOIO  I1IMKA HAa  XpOMAarorpamme
YHEPXKUBAHHS ~ OCHOBHOIO IIMKA HA | pacTBOpa CTAHAAPTHOrO 06pasla azelacTuHa

XPOMATOTPaMME PacTBOPa CTaHAAPTHOrO | THIAPOXJIOPHAA (cm. paszen
obpasua asenactyHa ruapoxiopuna (M. | «KonudecTBeHHOE ONpeaeieHuey).
pazznen «KonuecTBeHHOE
onpejeaeHuey ).
b) Mometasone furoate / In the test of assay, the retention time of | In the test of assay, the retention time of the
Momemasona ypoam 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 / Bpemst yaepxuBanus | BpemMs yaepKuBaHds OCHOBHOTO IMKa Ha
OCHOBHOrO IIMKA Ha XpPOMAarorpamMMe | XpOMarorpaMme HCHBITYEMOr0  pacTsopa
UCTIBITYEMOTO pacTBopa HOJDKHO | COOTBETCTBYET  BPEMCHH  YASPXKUBAHUSA
COOTBETCTBOBATH BPEMEHM Y/CPXMBAHHMs | OCHOBHOTO — NHKAa  HAa  XPOMATOrPaMMe
OCHOBHOFO IMKAa Ha XPOMAaTOrpamMMe | pacTBOpa CTAHAAPTHOro 00pasiia MOMETa3oHa
pacTeopa CTaHIapPTHOTO obpasua | dypoara (cMm. pazzen «KosmyecTBeHHOE
MomeTazoHa  (ypoara (cM.  pasaen | onpeneicHHey).

«Konn4ecTBEHHOE OIIpEICEHUEY ).

\
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Certificate of Analysis for Finished Product /

Ceprudukar aHa/IN3a HA FOTOBYIO NPOAYKIHIO
Page2 of 7/ Crp. 2 u3 7

Name of product / Momat Rino Advance /
HaumeHoBanue npoayKuMH Mowmar Puno Axpanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenaTtenToBanHoOe o 9 "
A3eNacTyH + MOMETa30H CIpei Ha3anbHblil J03UPOBAHHbIA
HAHMEHOBaHUE
Each spray delivers / Kaxnast no3a cripest couepxut:
JeiicTBy1omne BemecTsa Mometazone Fuorate BP 50 mcg / Momeraszona ¢ypoar bpur.®@. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Azenactuna ruapoxsopua bpur. @. 140 mkr
140 meg + 50 meg Date of Mfg. /
Strength / losuposka 140 vkt + 50 Micr Jlata npousBoxCTA 12/2022
Dosage form / Meterved-qose nas?l sl?ray/ 3 Date of Exp. / Tonen 10 11/2024
Jlekapcrsennas popma Cripelt Ha3aAbHBIHA O3UPOBAHHBIH
Product code / Koa npoaykra | SRU0300082460401GS Date of release / /Iata Boinycka 31.12.2022
o Qty. Released / 14,880 BOT
Batch No / Cepusi Ne 12220796 YO T— 14.880 (raxotios
Batch size / Pasmep cepun 16,968 bot / 16,968 Qaaxonos Mig. License No. / MNB/10/832
IlponsBoacTBeHHasi AuLeH3USE Ne
Inspection Lot No 040000432167 Mfg. License Date / 30/04/2020
Koutponupyemas cepus Ne IlpoussoacreenHas iuueH3ns (nara)
Package size / Ynaxosia 75 doses / 75 1103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (aara)
Market / Phisok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / STP No / - -
Creuudnianms Ne SPC-CC-051325 CIIH Ne STP-CC-037517
No TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION / PE3VYJILTATHI
¢) Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
bensanxonun 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 chioride homologues Ci2 and
homologues Ci2 and Cis in the | Cis in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMme HCIbITYEMOTo
Ha  xpomaTorpaMMme  HCHBITYEMOTO | pacrBopa 0GHAPYKUBAIOTCS IHKH,
pacTBOpa  JIOMKHBI  OOHAPYXKHBATHCS | COOTBETCTBYIOUIHE o BpEMEHAM
TMKH, COOTBETCTBYIOUIME IO BpeMeHaM | yAepxkuBaHus nnkxam romosioros Ciz u Cis
yaepxupanus nuxam romonoroB Ciz W | OSH3aJIKOHMS XJOPHAZ HA XPOMarorpamme
Cu GeH3aNKOHUS XJOpHIA ~ Ha | craHjapTHoro  pacreopa  {(cM.  pasaen
XPOMATOrpaMMe CTaHAapTHOro pacreopa | «KonuuecTBeHHOE OnpejesicHUe).

(eMm. pazzgen «Kosnnuectsennoe
OIIPEACTICHUEN ).
3. From 4.0 t0 5.0/ Ot 4,0 50 5,0 4.64/4,64
4, Density / IlnornocTs From 0.90 to 1.10 g/em?® / 1.007 g/cm®
Ot 0,90 no 1,10 r/enm® 1,007 r/em?
5. Viscosity / BszkocThb Not less than 5 cPs / He menee 5 cI13 93.0 cPs/93.0 cIl3
6. Mass of the released dose / Single dose / OTnesnsHasn no3a:
Macca BricBOGOKAAEMOI 103b1 85.0 to 115.0 % of the claimed delivered | Minimum / Musnmym: 87.9 %
dose amount / 850 — 1150% 0T | Maximum/ Maxcumym: 106.7 %
3a9BJICHHOTO BBICROBOXK1AEMOT0 .
KONHYECTRA Average / Cpeanee: 99.3 %
Average dose / Cpeanss nosa:
90.0 to 110.0 % of the claimed delivered
amount / 90,0 — 110,0 % ot 3asBnennoro
BLICBOO0XKAAEMOT0 KOMHYECTRA
7. Mass of the vial content / Not less than 9.52 g / 10.0g/
Macca copepxumoro ¢uiakona He menee 9,52 10,0 r
Prepared by / Iloarorosieno Checked by / TlpoBepeuno Approveéd by / OnoGpeno
Signature / Iloanuch . " i)
Date / Aara o\ 1D a2 \v “\W s ODAGANDsLY
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep‘ Semwal
Designation / JosxHocTb Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

Ceprudukart anaamusa Ha roTOBYIO HPOXYKIIHIO
Page3 of 7/Crp.3u37

Name of product / Momat Rino Advance /
HaumMeHoBaHHe NPOAYKIUU Mowat Puno Aasanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenareHtoBaHHoe e N .
A3€aCTUH + MOMETa30H CIpeH HA3UILHBIN JI03UPOBAHHBIH
HAHMEHOBaHUE
Each spray delivers / Kaxaas 103a ciipest COnepxur:
HeficTByrouine BemecTsa Mometazone Fuorate BP 50 mcg / Momerasoua ¢ypoar Bpur.®. 50 Mkr
Azelastine Hydrochloride BP 140 mecg / Asenacruna runpoxsopun Bpur.@. 140 mxr
140 meg + 50 meg Date of Mfg. /
Strength / {osuposka 140 Micr + 50 Mk JlaTA npoMsBoCTEA 12/2022
Dosage form / l\fleterue d-c'lose nasua] s;?ray / o Date of Exp. / T'ogen o 11/2024
JlekapcrBennas dpopma Crpeil nasaabHBIN J03MPOBAHHLIH
Product code / Kog npoayxkra | SRU0300082460401GS Date of release / Jara suinycka 31.12.2022
Batch No / Cepusi Ne 12220796 Qty. Released / 14,880 BOT
KoanuecTBo BhINYL{EHO 14,880 ¢naxonon
Batch size / Pasmep cepun 16,968 bot / 16,968 ¢uaaxounor Mig. License No. / MNB/10/832
IpousBoacTBeHHas JuuenHsust Ne
Inspection Lot Neo 040000432167 Mfg. License Date / 30/04/2020
KoHTpoaupyemas cepust Ne TlpousBoacTBeHHAs JuUeH3us (1ara)
Package size / Y naxonica 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP cepruduxar (nara)
- p 5. -
Market / PhiHok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / . STP No/
Creunduicauus No SPC-CC-051325 CITH Ne STP-CC-037517
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHNSA OBSERVATION /PE3YJILTATHI
8. Dose number / Koanuecrso m03 Not less than 75 doses (exclude the first 94 doses / 94 no3

pumping) / He menee 75 no3 (He cuuras
TIEPBUUHYIO IPOKAUKY)

9. Particle size / Pazmep uacrun 90 % of particles less than 10 pm / 100.0% / 100,0%
90 % uactuil pasMepom menee 10 Mrm

100 % of particles less than 30 um / 100.0% / 100,0%
100% yacTuu pazMepoM MeHee 30 MxM

Particles of more than 30 um should be Absent / OTcyTcTBYIOT
absent / Yactuupi 6osee 30 MKM A0MKHBI
OTCYTCTBOBATHL

10. | Sedimentation Stability / Not less than 5 min / He menee 5 Complies /

CeauMeHTaALlHOHHASA MUH. CooTBeTCTBYET

YCTONYUBOCTD

Prepared by / HoaroroBseno Checked by / IlpoBepeno Apprqxéd by / Qno6peno

Signature / Hoanuck P (A -
Date / Jarta N oy B AL 11801
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Joaxnocth Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product /

CepTudnkar ananusa Ha roTOBYIO HPOAYKHHIO
Paged of 7/Crp. 4 u3 7

Name of product/ Momat Rino Advance /
HaumeHoBaHue npoaykuun Mowmar Puio AzpaHc
Generic name / Azelastine + Mometasone metered dose nasal spray /
HenarenToBaHHoe o . y
A3zenacTvi + MOMETa30H cripeil HazanbHbIH JO3UPOBAHHBIN
HAMMEHOBaHHe
Each spray delivers / Kaxas no3sa cnpes coaepxur:
HeiicTByiomue BelecTsa Mometazone Fuorate BP 50 mcg / Momerazona dypoar bput.®. S0 Mxr
Azelastine Hydrochloride BP 140 meg / Asenacruua ruapoxyopus bpur.®. 140 mxr
140 mecg + 50 meg Date of Mfg. /
Strength / Jlosuposxa 140 mxr + 50 Mkr JaTa npousBoacTea 12/2022
Dosage form / Metelf:d—‘dose nas?l sl?ray / } Date of Exp. / Fonen 10 11/2024
JlekapcTBenHasi popma Cnipeit HasanbHBIH JO3UPOBAHHLIH
Product code / Kon npoayxra | SRU0300082460401GS Date of release / lara suinycka 31.12.2022
Batch No / Cepusi Ne 12220796 Qty. Released / 14,880 BOT
KoanuecTso BuInyuieno 14,880 ¢uaxonos
Batch size / Pasmep cepuu 16,968 bot/ 16,968 {naxonon Mig. License No. / MNB/10/832
TlpouspoacreeHHas Juuensust Ne
Inspection Lot No ) 040000432167 Mfg. License Date / 30/04/2020
Kourpoaupyemas cepusi Ne TlpousBoacTeeHHas JiuneH3us (aara)
Package size / Y nakosxa 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmkar (aata)
Market / Phisok Russia / Poccis GMP Compliance certificate No / GMP-01556/20/IN
GMP cepruduxar Ne
Reference specification No / . STP No /
Creuudnicans No SPC-CC-051325 CIIA Ne STP-CC-037517

No TESTS / IIOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATION / PE3YJIbTATBI
11. | Related substances / Poacreennnbie npumecu

a) Azelastine hydrochloride /
Azenacmuna 2udpoxnopuo:
Single unspecified impurity / Not more than 0.89 % / He 6oaee 0,89 % | 0.03%/ 0,03%
EnvHudHast HeUACHTHPHUUPOBAHHAS
TIPUMECh

Total impurities / Cymma npumeceit Not more than 2.0 % / He 6oaee 2,0 % 0.06%/ 0,06%

b) Mometasone furoate /

Momemasona giypoam Not more than 1.0 %/ He Gonee 1,0 % 0.04% /0,04%
Impurity D / [1pumecs D

Single unspecified impurity / Not more than 1.0 % / He Goaee 1,0 % 0.06 %/ 0,06%
EnuHudnas HeuaeHTHUIHPOBAHHAS

pUMech

Total impurities / Cymma npuMeceii | Not more than 2.0 % / He Gonee 2,0 % 0.23 %/ 0,23%

Prepared by / Iloaroroeseno Checked by / IlpOBepeHo Approvkd by / Ono6peno
Signature / Hoanuck — ( A -
Date / Jlara 11e3 1y o\o% Yo 6638 Q0L
Name / PHO Atul Kumar Akshit Bhardwaj Sandée[‘) Semwal
Designation / JlomkHocTs Officer -QA Sr. Officer -QA Sr. Manager -QA
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Certificate of Analysis for Finished Product/

Cepruduxar aHa/In3a Ha rOTOBYI0 HPOXYKIMIO
PageSof 7/Crp.5nu37

Name of product / Momat Rino Advance /
HaumeHoBaHue NpoAYKLHH Mowmar Puno Anpanc
Generic name / Azelastine + Mometasone metered dose nasal spray /
Henatentosannoe o o o
A3e1aCTHH + MOMETA30H CIIPEH Ha3albHBIH JO3UPOBAHHDIH
HAaMMEHOBAaHHE
Each spray delivers / Kaxnas 103a cripest COAep)uT:
JeiicrByromiue BeulecTsa Mometazone Fuorate BP 50 mcg / Momerasona dypoat bput.®. 50 Mxr
Azelastine Hydrochloride BP 140 mcg / Asenacruna ruapoxyiopua bpur.®. 140 mMxr
140 mcg + 50 meg Date of Mfg. /
Strength / losuposia 140 mxr + 50 mxr JlaTa npoussoacrTaa 12/2022
Bosage form / Meterved-c'iose naszﬂ sp?ray / 3 Date of Exp. / Conen 10 11/2024
exapcTeeHHasi popma Crnipeii HasanbHbil JO3MPOBAHHBIH
Product code/ Koa npoayxra | SRU0300082460401GS Date of release / lata Boinycxa 31.12.2022
Batch No/Cepusi Ne 12220796 Qty. Released / 14,880 BOT
KosnvectBo BbinyleHo 14,880 ¢naxonos
Batch size / Pasmep cepuu 16,968 bot / 16,968 ¢aaxonos M. License No. / MNB/10/832
TIpoussoacTBeHnas jJuueH3ns Ne
Inspection Lot No 040000432167 Mfg. License Date / 30/04/2020
Konrponaupyemas cepusi Ne TlpousBoacTBenHasi Anuen3ust (aara)
Package size / Y naxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmuxkar (nara)
Market / Poinok Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / STP No/ -
Cremndurcauus No SPC-CC-051325 CIIN Ne STP-CC-037517
No TESTS / IOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATION / PE3YJIBTATHI

12. | Spray content uniformity
(Uniformity of delivery dose) /
OaHOPOHOCTDL A03UPOBAHUS
(OnsopoarocTs JOCTaBIISIEM O
J103b1)

9 of 10 doses: 75 % to 125 % of the
mean;

10 of 10 doses: 65 % to 135 % of the
mean

If 2 out of 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
6510 135%/

9 u3 10 no3: ot 75 % no 125 % or
CpeqHero 3HaYeHu .

10 u3 10 no3: ot 65 % xo 135 % or
CPEJIHETO 3HAYCHMS.

Ecnu 2 unu 3 pesynpTara BHIAHAIOT U3
npeaesnon 75 — 125 %, ucritanune
nposoasr ¢ 20 apyrumu go3amu. He
Gonee 3 u3 30 3HaUEHUH MOTYT BLIXOIWUTE
3a npeaenst 75 — 125 %, v Bce 3HadeHus
JIOJKHBI OBITH B fIpefienax oTos no

135 %.

Azelastine Hydrochloride /
A3eaacTuHA FMAPOXJOPUL

Beg / Hauano:

Minimum / Muaumym: 98.5%
Maximum / Makcumym: 102.0%
Average / Cpeanee: 100.0%

End/Koney:

Minimum / Munumym: 97.4%
Maximum / Makcumym: 102.3%
Average / Cpennee: 100.0%

Mometazone Furoate /
Momertasona ¢pypoar:

Beg / Hauano:

Minimum / MunumyM: 98.5%,
Maximum / Maxcumym: 102.8%,
Average / Cpennee: 100.0%
End/Koney:

Minimum / MunimyMm: 97.2%,
Maximum / Makcumym: 102.7%,
Average / Cpennee: 100.0%

|
\

Prepared by / IloaroroBaeno Checked by / Ilposepeno Approvggj})by / OnobpeHo
Signature / Iloanuen (f*”‘*)”"“"m e J
Date / [lata oNegho ook 6 62\ e
Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / lofzkHOCTH Officer -QA Sr. Officer -QA Sr. Manager -QA
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Cepruduxar aHaIn3a Ha FOTOBYIO NPOLYKIHIO

Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddl Dlstt Solan Hlmachal Pradesh 173205, India
+91-1795 667200 Fax: +91-1795 667299 email: ;

Page 6 of 7/ Crp. 6 13 7

Name of product /
HaumeHoBaHue npoayKuum

Momat Rino Advance /
Mowmar Puno Ansanc

Generic name /
Henarentosannoe
HaAUMeHOBAHHE

Azelastine + Mometasone metered dose nasal spray /
A3enacThH + MOMETa30H crpeil HazanbHBIH A03UPOBAHHbIH

JeficTByommue Beecrsa

Each spray delivers / Kaxcnas no3a cnpest coaepxur:
Mometazone Fuorate BP 50 meg / Momerazona ¢ypoar Bpur.®. 50 Mxr
Azelastine Hydrochloride BP 140 meg / Asenacrana ruapoxiopun bput.®. 140 mkr

140 meg + 50 meg

Date of Mfg. /

Strength / losuposka 140 mMxr + 50 Mxr Jara npouspoactsa 12/2022
Bosage form / Metex:’ed-dose nasval spray / ) Date of Exp. / Tosen 10 112024
ekapcTBeHHast dopma Crnpeil Ha3abHbIM JIO3UPOBAHHBIN

Product code / Ko npoayxra | SRU0300082460401GS Date of release / laTa sbmycka 31.12.2022

Batch No/ Cepusi Ne 12220796 Qty. Released / 14,880 BOT
Konnyecrso Boinymeno 14,880 ¢uaxonos

Batch size / Pasmep cepuu 16,968 bot / 16,968 dnaxonos Mig. License No. / MNB/10/832
Tlpoussoacreennas auuensus Ne

Inspection Lot No 040000432167 Mfg. License Date / 30/04/2020

KouTpoaupyemast cepusi Ne IIpoussoacrBennas auuensus (zara)

Package size / Ynaxoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudurar (aata)

Market / Poitox Russia / Poccus GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne

Reference specification No / STP No/

Creunduicauus Ne SPC-CC-051325 CIIN Ne STP-CC-037517

No TESTS / HOKA3ATEJU LIMITS / TPEBOBAHUA OBSERVATION /PE3YJbTATHI

14. | Microbiological purity / MukpoOuonornueckas uucrora

Total aerobic microbial count /
O0uee yucno adpobHbIX
MHKPOOPTaHH3MOB

Total yeast and moulds count /
Ob1iee YHeNo APOAOKEBBIX U
IJIECHEBBIX IpUboB

Test for Absence of Specified
Microorganism / Tect Ha

Not more than 102 ¢fu per 1 g (ml) of the
product / He Gonee 10?2 KOE B 1 1 (Mn)
Apenapara

Not more than 10! ¢fu per 1 g (ml) of the
product / He 6osee 10! KOE 8 1 1 (M)
Apernapara

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

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

crnienudulecKue
MHKPOOPraHU3MbI: ‘ Ab 0
Pseudomonas aeruginosa Absence per 1 g (ml) of the product / sent / OTCyTCTBYCT
Orcyrcreue B 1 r (M) npenapara
Absence per 1 g (ml) of the product / | Absent/ Orcyrersyer
Staphylococcus aureus Orcyrcreue B 1 1 (MJ1) nipenapara
Bile-Tolerant Enterobacteria / Absence per 1 g (ml) of the product / Ab 0
ButepobaxTepuy, yCTOHUHMBEIE K Orcyrerene B 1 T (M) iperniapara sent / OTCyTCTBYET
Kenau
15. | Assay/ KoanvecTBeHHOe OnpeseieHne
a) Azelastine hydrochloride / From 85 % to 115 % of the labeled claim | 100.5%/ 100,5%

AzenacTHHA rHAPOXJI0OpUA

of azelastine hydrochloride / Ot 85 % 1o

b) Mometasone furoate /
MowmeTaszona ¢ypoar

115% or 3asBAEHHOTO  KOJMYECTBA
a3e1aCTHHA TUAPOXJIOpHIA
From 85 % to 115 % of the labeled claim | 99.4

of mometazone furoate / Ot 85 % 1o
115% oT 3a9BAGHHOrO  KOJIMYECTBA
MoMeTa3oHa (rypoara

% / 99,4%

\
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Certificate of Analysis for Finished Product /
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Momat Rino Advance /
Mowmar Puno Axsanc

Name of product /
HaumeHoBaHKe NPOAYKLMU
Generic name /
HenarenroBannoe
HAKMEHOBaHUe

Azelastine + Mometasone metered dose nasal spray /
A3enacTHH + MOMETA30H CIPEH HazanbHLIA A03UPOBAHHbIH

Each spray delivers / Kaxpas n103a crnipes coaepxur:

HeiicTByromue BelecTsa Mometazone Fuorate BP 50 mcg / Momerasona ¢ypoar bput.®. 50 mkr

Azelastine Hydrochloride BP 140 meg / Azenactuna ruapoxiopus bputr.®. 140 mxr
140 mcg + 50 meg Date of Mfg. / 5
Strength / losuposica 140 mxr + 50 Mxr Jarta npoussoacrsa 12/2022
gosage form / hﬂ/letenzad-c?ose nasgl s;?ray/ 3 Date of Exp. / Tonen 10 11/2024
exapcTeeHHast hopma Cripeil HazaJILHBIH 1031pOBaHHbIH
Product code / Koa npogykra | SRU0300082460401GS Date of release / Jlata soinycia 31.12.2022
o Qty. Released / 14,880 BOT
Batch No/ Cepus Ne 12220796 KoJ114ecTBO BLINYILEHO 14,880 ¢uraxonor
Batch size / Pasmep cepuu 16,968 bot / 16,968 ¢aaxonos Mig. License No. / MNB/10/832
TlpoussoacTeeHHan auueH3us Ne
Inspection Lot No 040000432167 Mfg. License Date / 30/04/2020
KonTposupyemas cepusi Ne IlpousBoacTBeHHAas JULeH3US (aaTa)
Package size / Ynaxoska 75 doses / 75 no3 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmxar (nara)
Market / Puinoi Russia / Poccns GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmxar Ne
Reference specification No / STP No /
Creunduxauus Ne SPC-CC-051325 CIINA Ne STP-CC-037517
No TESTS / TIOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATION /PE3YJBTATHI

From 80 % to 120 % of the labeled claim
of benzalkonium chloride / Ot 80 % 1o
120% ot 3asBICHHOTO KOJUYeCTBa
GEH3ANKOHKS XA0PUIA

¢) Benzalkonium chloride /
Ben3ankoHua XJ0pUa

94.0% / 94,0%

16. | Package size / YHaKM@%
e

75 or 150 doses in a HDPE plastic bottle
equipped with a metering device and
actuator with protective cap. Bottle with

75 doses in a HDPE plastic bottle equipped
with a metering device and actuator with
protective cap. Bottle with leaflet placed in

leaflet placed in carton box. / Ilo 75 u
150 no3 Bo ¢makon wm3 TIDBII,
CHaOXCHHBIH JO3UPYIOLIUM YCTPOHCTBOM
~ {| M HAsaibHBLIM ANANTEPOM C 3AIMUTHBIM
konnadykoMm. ®naxod ¢ uHCTPYKUMeH no
NPUMEHEHUIO TIOMELIAIOT B KapTOHHYIO
nayxy.

carton box. / Ilo 75 no3 o {naxon u3 I113BI1,
cHaxeHHpIlt JO3UPYIOLIMM YCTPOHCTBOM U
Ha3aNbHBIM ANIANTEPOM C 3AUMTHLIM
xonnaykoM. ONaKkoH ¢ MHCTPYKLMEH 10
IIPUMEHEHHIO NIOMEMIAIOT B KAPTOHHYIO
TauKy.

17. According to ND / B coorercteum ¢ HJ1

18. | Storage / Xpanenue Store at 15 to 25 °C. Do not freeze. / [Ipu Temnepatype ot 15 no 25 °C. He

3aMOPaXUBATL.

19. | Shelf-life / Cpox roanocTu 2 years/2rona

Any deviation/Incident/OOS: Non-applicable
Orxaonenus/aecooTsercTBUsi/OOC: 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. JII1-003328-241221. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3axaroyenHe 0 COOTBETCTBUH: HACTOAIIMM IOATBEPAAAIO, YTO NPEACTABICHHA Bbllie HHOOPMALMS SBISETCS JOCTOBECPHON U TOUHOIL.
JanHas cepust Oblla NPOM3BENCHA, BKJIIOUAS YITAKOBKY/MApPKUPOBKY, H IIPOKOHTPOJMPOBAHA HA YKa3aHHOM BbIUE NPOW3BOJACTBCHHOMH
TUIOLAAKE B NOJHOM COOTBETCTBUH ¢ Tpebosanuamu Hannexamei [Tpoussoacrennoi Ipaktrku (GMP) u TpeGoBaHUsAMH HOPMATHBHOH
noxymenraunu JIIT-003328-241221. TIpotokoibl NPOM3BOACTBA, YHAKOBKH W TIPOBEICHHBIX aHANM30B JUIS JAHHOM cepuu Obliu
NPOAHATIM3UPOBAHAI U CIENAHO 3aKIIOYEHHME, YTO OHH COOTBETCTBYIOT TpeboBanusm Haanexcaeii Ilponssoacreennoit [paktuku (GMP).
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