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Glenmark Pharmaceuticals Ltd
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Certificate of Analysis for Finished Product /
CepruduraT aHAIN3A HA TOTOBYIO HPOAYKIIHIO

Page L of 9/ Crp, 1wz Y

Name of product /
HaumeHosanne npoaykumn

Momat Kino Advance /
Momar Puno Ajisanc

Generic name /
Henarenrosannoe
HAUMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3zenacTHHA FHAPOXIOPHL 1 MOMeTa3oHa (hypoar ciipeii HasaiLHbLi 1031 POBAHHbIH

JleiicTBYIonne BemecTsa

Fach spray delivers / Kaxaas j103a cripes COACPIKHT:
Mometazone Fuorate BP 50 meg / Momerazona (hypoar bpur.®. 50 mkr

Acclastine Tydvachloride NP 140 mep / Asenactina PRI 1011 Ty @ 140 wiwr
140 meg + 50 meg

Date of Mfg. /

Strength / Jlosnposka 140 sr+ S0 ikr JiiTa npOH3BOACTRA 07/2021
Dosage form / I\flclctcd—dt.)sc naslz‘ll S[')ra'v/ ‘ ) Diste:of Exp./ Tioxes x0 06/2023
Jlekapereennas gpopma Cnpeii HazajbHbli J103MPOBAHHbBI

Product code / Ko npoaykra | SRU0300082460401GS Date of release / Jlata shinycka 31.07.2021
Rateh No/ f‘l‘['lllﬂ No 17210391 Qly- [‘eleased f 32,900 u() l

Konuuecrso Bbl nyuieno

32,900 (axonos

. . \Y SIVERY:
Batch size / Pazmep cepun 37,815 bot /37,815 quakonon s Liccns.e o BEREL A
Ilpoussoacreennasn auuensus Ne
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Konrpoaupyemasn cepusi Ne Iponssoacraennan Juuensus (aara)
: - -
Package size / ¥Ynakoska 75 doses / 75 no3 GMP Compliance certificate Data / 18/06/2020

GMP ceprudmrar (aara)

Market / Poinor

Russia / Poccus

GMP Compliance certificate No /
GMP ceprudumrar Ne

GMP-01556/20/IN

Reference specification No /
Cneundpukans No

SPC-CC-051325

STP No/
CITHN Ne

STP-CC-037517

No TESTS / NOKA3ATEJN LIMITS / TPEGOBAHWS OBSERVATION / PE3YJILTATDI
1. Description / Onucanne White to off-white suspension / Benas | Off-white suspension /

Wi nouTH Oetas cycneHsms ITourn Genas cycnensus
2. Identification / Hoaanunocrn

a) Azelastine hydrochloride /
Aszenacmuna cuopoxnopud

f) Mometasone furoate /
Momemazona ypoam

- - _'—-.I -~ -
//.\.\."\J ASS (/ /"\\
O &
=)

Signature / Toamuen,
Date/ Jlata
Name / @HO

Designation / J-'-l,oJ_limliﬁ‘:n,

Prepared by /Hoarorosaeno

oflo 7 |rery
Atul Kumar
Officer — QA

In the test of assay, the retention time of
the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromatogram of azelastine
hydrochloride standard solution / Bpems
VACPHUBANNSA  OCHOBHOTO  1HKa 1A
XPOMATOIPAMME  HCHBITYEMOFO  PACTBOPA
JOMII0  QOOTHBETETHODNTL  DpEnMen
VACPAKUBAIUS  OCHOBHOIO  [IHEA 1A
XPOMATOIPAMME PACTBOPA CTANJAPTHOIO
00pasia A3CHACTHHA THAPOXIOPKIA (CM.
pasien «lommuecrnennoe
onpenenenuen ),

In the test of assay, the retention time of’

the main peak in the chromatogram of the
sample solution should correspond to the
retention time of the main peak in the
chromaogrum  of  mometusone  furoute
standard sulution /£ Bpesst yacpansaiing
OCHOBHOTO KA 1A XPOMATOIpaMMe
HCTHIBITYEMOT'O pacreopa JIOIKHO
COOTHETCTROBATEL BPEMEHI YJICPIKHBAHMS
OCHOBHOI'O  TIHKZ  HA XPOMATOIPAMMC
pacrsopa CTANIAPTHOTO obpasiia
Momeratona  ypoara  (eM. pasien
«KonuuecTrennoe onpeieneimes).

Priyan
Officer -QA

_Checkeg by / Hposepeno |

_04(0R[r0y |
sh Singh

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram of
azelastine hydrochloride standard solution /
Bpemst  yepkHBaHnsg  OCHOBHOTO MK 1A
XPOMATOIPAMME  MCHEITYEMOTO  PACTROPA
COOTBETCTBYCT — BPEMCHHM  YACPHHBAINA
OOIOBIIOIG I 10 NPOMATOrPANILG
PACTROPA CTAIIAPTHOTO 0OPATIA 43¢ HACTHHA
FHAPOXJIOPIIA (cm. pasaen
«lonmmuecTennoe onpeacicHues).

In the test of assay, the retention time of the
main peak in the chromatogram of the sample
solution correspond to the retention time of
the main peak in the chromatogram  of
momctusone  furonte  sundurd  solutlon /
DBpess yACPAMBAHNE  UUHUBHULO MK Hd
XPOMATOIPAMME  MCHBITYEMOIO  PacTBOpa
coorperernycr I{])CMC'IH )’JlCl\)](HlHllllUl
OCHOBHOI'O  IIMKQ  HA  XPOMATOIpaMMe
PACTROPA CTAHAAPTIOrO 00PA3IA MOMETAZ01
(Qypoara  (em.  paspen  «Konnuecrnennoe
OnpeacaeHuey ).

I YV /Y] PV

__Ashok Kumar Yaday
Manager -QA

FCM/QAD054/08.00
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Certificate of Analysis for Finished Product /

CE[)THQ)HK‘H'I‘ AHAIN3a HA I'OTOBYIO NPOAYKIIHIO

Page2 of 9/ Crp.2 139

Name of product /
HaumeHoBaHME NPOAYKLIHN

Momat Rino Advance /
Mowmar Puno Aisanc

Generic name /
HenatentoBaHHoe
HAUMEHOBAHHE

Azclastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3einacTHia rUAPOXJI0PHIL H MOMETa30Ha (DYPOAT CIPEi HA3AILHBIH 103MPOBAH LI

ﬂCﬁCTB_‘r’IO HIHe BeuecTsa

Each spray delivers / Kancuias 103a cripesi coAepxuT:
Mometazone Fuorate BP 50 meg / Momeraszona dypoar bpur.d. 50 mxr
Azcelastine Hydrochloride BP 140 me

o / Asenactuna rujapoxsopui bpur.d. 140 mkr

140 meg + 50 meg Date of Mfg. /
Strangils) Joswpenia 140 mkr + 50 mkr JlaTa npoussoacTea 07/2021
Dosage form / Metered-dose nasal spray / :
Jlekapersennas gopma Cripeit Ha3aIbHBIA 103UPOBAHH B i 06/2023
Product code / Kox npoaykra | SRU0300082460401GS Date of release / Jlata uinycka 31.07.2021
Oty, Released / 32,900 BOT
: : naa ’
el o 7 Ceppise N 13210391 ICoum e 1m0 sy inenn 32,900 uakonon
Batch size / Pazmep cepun 37,815 bot /37,815 duiaxonon PR, Lilcsnse N3,/ MNB/L0/832
IponssoacTeennas anuensns Ne
[Psplcctlon Lot No 040000338056 Mfg. License Date / 30/04/2020
Koutposupyemasn cepust Ne IIpoussoacrsennas Juuensns (aara)
Package size / Ynakoska 75 doses / 75 103 (EMP Cﬂﬂjpllancglccrlllﬁcnic Data / 18/06/2020
GMP cepruduncar (anrn)
- : TV R
Market / Puinok Bussiud B GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reference specification No / DL STP No/ DO
Crneunduranns Ne SECESAUSISES CIIN N STR-CC037817

No TESTS / NOKA3ATEJIN LIMITS / TPEBOBAHUWSA OBSERVATION /PE3YJILTATDLI
¢)  Benzalkonium chloride / In the test of assay, the chromatogram of | In the test of assay, the chromatogram of the
Benzanronun 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 Cia and
homologues  Ci2 and  Cyigin the | Cia in the chromatogram of the standard
chromatogram of the standard solution / | solution / Ha xpomarorpamMmme MCHBITYEMOro
Ha  xpomarorpamme  MCHBITYEMOro | pacrsopa 00OHAPYKHBAIOTCSA IUKH,
pacrsopa  JIOKHEL  00HAPYIKHBATLCS | COOTBETCTBYIOUINEC 1o BpeMeHanm
HHKH, COOTBETCTBYIONIME 110 BPEMCHAM | VCPKUBaHus 1HkaM romosoros Ciya u Cy
yacpxupanms nukam romooron Crzon | Gensaikonns XJIopHiaa Ha  XpoMaTorpaMme
Cia Oenzainkonms XSopHa Ha | CTAHAapTHOTO  pactsopa  (cM.  pasacn
XPOMATOrPAMME CTAIIAPTHOTO pacTropa | «[KoJniecTBeiioe onpeacietnen).
{cMm. pasien «onmuecrnennoe
UHPEACHEHHEY ).
3 7|')17| - From 4.0 10 5.0/ Or 4,0 10 5.0 4.40/4.40 Bl
4, Density / llnornocrs From 0.90 to 1,10 g/em'/ Lol glem* o - i
Or1 0,90 510 1,10 r/em? 1,01 r/em?
5 | “\fisr:nsity / Bsiskoers, Not less than 5 cPs / He metice 5 ¢l 13 28.0 cPs /28,0 cll3
6. | i_)_ss:n()lxllily' / OemonsannocTn 25010 350 mOsm/kg / | 323 fli()?n/-l{é) ]
250 — 350 mOcMm/kr 323 mOcm/xr
1 Vial leak testing / Hposepra Leakage traces should absent / No leakage traces / I
(PAAKOHA HA TCPMETHUHOCTL OTeyTeTBIE CHIC/IOB YTEHKH Clie/thl yreukn oTeyreTRYIoT
I = = S =— /f-'.\ > Eaamacs
P
O
A
| @
\ @ ’ “
3 1
\ A O(oi

Signature / Toanuen,
Date/Jlava
Name/®HO

Designation /Vr)i{r!’.ll?lﬂl(l(‘Tl-

_ Prepared by / Hoarorosaeno |

=

elhy)en | sh[sBl2ey
_ AtulKumar ] Priyansh Singh
Officer - QA Officer -QA

_ Checkedyby / Hponepeno |

“Approvell by [ Quotpena
o ‘_;ﬁ_._n_@[&wﬂ =

~ Ashok Kumar Yaday

Manager -QA )
FCM/QA054/08.00
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Certificate of Analysis for Finished Product /
CepruduraTr anaina na roroByio NpoayKIinio

Page 30f9/Crp.3u39

Name of product /
HanmenoBanue npoaykumnn

Momat Rino Advance /
Momar PuHo Ausanc

Generic name /
HenarenroBanuoe
HAHMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3CIACTHHA MHAPONJIOPHIL M MOMETa30Ha (Dypoar cnpei HazaibHbI 1031 POBAHHBI

JleiicTBYI01IME BEUIECTBA

Izach spray delivers / Kaxuias 103a cripes colepxur:
Mometazone Fuorate BP 50 meg / Momerasona Qypoar bpur.®. 50 mkr
Azelastine Hydrochloride BP 140 meg / Aszenactuna ruapoxiopui bpur.d. 140 mkr

Package size / ¥Ynakonka

75 doses /75 nny

140 meg + 50 meg Date of Mfg. /
Strength / Jlo3uposka 140 MK + 50 MK T Ao — 07/2021
Dosage farm/ MCICI:Fd-(:i(?SC nusz‘il sr'}ray! ) < Date of Exp. / I'oaen a0 06/2023
Jlekapersennas dopma Crpeii HasanbHbI J103HpOBalHLI
Product code / Koa npoayikra | SRU0300082460401GS Date of release / Jlata Boinycka 31.07.2021
lrase 2000 o
. 9 Oly. Released / Jd,
Hatel No/tapia A 12210391 IKOMIECTBO BLINYICHO 32,900 dakorion
; 4 ) Mfg. License No. / MNB/10/832
Bateh size / Pasyep cepun 37.815 bot / 37.815 dnakonos ITpUMsBULC I BEHHYY SHiiEHsn Ny
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Kourpoanpyemasi cepusi Ne IIpoussoacTeennas anuensns (1ara)
GMP Compliance certificate Data / 18/06/2020

GMP cepruduar (naTa)

Market / Poinok

Kussia / Poceus

GMP Camplianee cerfifieate No /
GMP ceprudmrar No

GMP-01556/20/IN

Reference specification No /
Creundurannsn Ne

SPC-CC-051325

STP No/
CIIH Ne

STP-CC-037517

No TESTS /! TOKA3ATEJIN

LIMITS / TPEBOBAHH

OBSERVATION / PE3YJILTATDI

8. Mass of the released dose /
Macca suicsoboaaemoil 10361

Single dose / Oraennunan posa:
85.0 to 115.0 % of the claimed delivered

dose amount / 85,0 — 1150% or
FAABICHHOTO BLICBOOOIKIACMOTO
KOJMYECTBA

Average dose / Cpeansisi o3a:

90.0 to 110.0 % of the claimed delivered
amount /90,0 — 110,0 % or 3asaBJICHHOIO
BHICBOOONIACMOTO KOJINUCCTRA

Minimum / Munumym: 97.7 %
Maximum / Makcumym: 109.9 %
Average / Cpeance: 106.5 %

11. | Particle size / Pasmep wacrun

12. | Related substances / Poacraennnie n

9. | Mass of the vial content / Not less than 9.52 g / 1100 g/
Macea conepaunmora dhnakonn He menee 952 ¢ 1001
10. | Dose number / Konusecrso no3 Not less than 75 doses / He menee 75 po3 110

190 % of particles less than 10 pm /
Q0 Y% uacTmi PAIMEPOM MeHee 10 Micm

100 %o of particles less than 30 jim /
100% waeTui pasmepom menee 30 Mkm

Particles of more than 30 pm should be
absent / Hactitin 0oiee SU MKM 0K LI
()'I'C}"I'C'[‘H()IHI'I'I.

99,86 % / 98,86 %
H0U.0% / 100.0%

Absent / Oreyrernyior

puMecH

a) Azelastine hydrochloride /
Aszenacmuna cuopoxiopuo:

Single unspecified impurity /
Eannnunoit newacenru-
(prMpoBAHHONR NPpUMECH

Total impuritics / Cymma npumecei
b) Mometasone furoate /

| Momemaszona gypoam

| Signature / Toanuce,

Date/ Jlara _offeglenn | oklodhAu
| Name/®HO | Atul Kumar ~ Priyansh Singh
Designation / Jlosanocrn Officer — QA Officer -QA

Not more than 0.89 % / He Gonee 0,89 %

Not more than 2.0 % / He Gonee 2,0 %

0.21%

0.40%

l’-_r-j}i)_;r&i_l_r_t' ."_l_l-(-l,lll'(_l’_l_(l_ll.._lltfﬂ(; _ Checkefj by / Ilj)_ut';cpcng-___i __
5'7_/

Manager -QA
FCM/QA054/08.00
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A new way for a new world

Certificate of Analysis for Finished Product /

CepTut[uu:aT AHANIN3A HA FOTOBYIO ITPOJIYKITHIO
Page d of 0/ Crp, d w3 9

Name of product / Momat Rino Advance /
Haumenonane npoaycunm Monar Piio Annare
Generic name / Azelastine Hydrochloride and Mometasone IFuorate metered dose nasal spray /
HenareuroBanunoe ) i ) . ) . L -
A3eIacTHHA THAPOXJIOPHIL M MOMETA30Ha ()YpoaT Clpei Ha3aIbHBIA JI03MPOBAHHLIH
HAUMEHOBAHNE
Each spray delivers / Kaxaas no3a cripest COACpHHT:
JlelicTBYIOLIIE BellecTBA Mometazone Fuorate BP 50 mcg / Momeraszona dypoar bput.d. 50 mMxr
Azelastine Hydroehloride BP 140 meg ( Azenactuna runpoy nopun Kpur (140 vvr
. 140 meg + 50 meg Date of Mfg, / ha
Strength / losuposka 140 mkr + 50 mkr JlaTa npou3soacTea 07/2021
Dgsage gk I\fclcrcd-('iosc nas‘fil s?ray/ " Date of Exp. / I'ojsen a0 06/2023
JlekapeTaennas gopma Cripeii HazaipHblii 1030poBaHHbIHT
Product cade { Kon npanywra [ SRTIDINOOR246040 1035 Nate of release / Tava muimycka 31072071
" AT Qty. Released / 32,900 ROT
P J (4
Batch No / Cepus Ne 12210391 i — 32,900 dnaxoHos
Batch size / Pasmep cepun 37,815 bot /37,815 ¢akonos ;\]'llg. License No. / MNB/T07832
Ipoussoacreennas guuensus Ne
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Konrposmipyemas cepusi Ne Iponwisoacreennast anuensus (aara)
Package size / Ynaxoeka 78 d6ass 175 jiod GMP Compliance certificate Data / 18/06/2020
GMP ceprudmrar (nara)
8 - - TYTR
Market / Puitok Russia / Pocens GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudmrar Ne
Reoference specificntion No / i g ' STP No / HiLE g e | o
SPC-CC-051325 STP-CC-03
Cnennduranms Ne SPL-LL-05132 CIIN Ne STP-LL-037517
No TESTS / TTOKA3ATEJIHN LIMITS / TPEBOBAHMUS OBSERVATION / PE3YJILTATDI
Impurity D / Tpumees D Not more than 1.0 % / He Gonee 1,0 % 0.02%
Single unspecified impurity / Not more than 1.0 %/ He Gonee 1,0 % 0.06 %
Eanuminas nenaentudnimposannas
Hpmeen
Total impuritics / Cymma Beex Not more than 2.0 % / He Gonee 2,0 % 0.22 %
npuMeceit
<\ \ e Ny
e\ YAN
/e N
i o
[
[ G) A

-
~

\?’*, o (ha/v™

\¢
- D
N ha G
harmacewt

| Ppreparedby/Noaroronneno | Checkgd by /Tponepeno | Approved by /Onobpeno
Signature / Hopmien I A

| == st Y = g
Date/fara | othghew | om0 03 90y
Name /®HO _ AtulKumar _ Priyansh Singh | Ashok Kumar Yaday
Designation / Jlonanoctn ~ Officer - QA Officer -QA Manager -QA _
FOM/QAOS54/08.00
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\ new way for a new world

Certificate of Analysis for Finished Product /

CQ]]'l‘ll(bllKaT AHAJIH3A HA IF'OTOBYIO HPOAYKIIHIO
PageSof 9 /Crp.5139

Name of product / Momat Rino Advance /
HaumeHoBanue npoayKunn Mowmar Puio Aisaic
i Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarentosanuoe ) ) o ) L Lo ) .
A3CIaCTHHA THIPOXJIOPHIL M MOMeTa30Ha (yypoar cipeit HazajibHbIH J103MpOBaHHbIH
HAHMEHOBAHME
Each spray delivers / Kaxoias n103a cnipes cojepikur:
JleiicTByomne BelecTsa Mometazone Fuorate BP 50 meg / Momerasona pypoar bpur.d. 50 mkr
Azelastine Hydrochloride BP 140 mcg / Asenactuua riuipoxiopui bpur.@. 140 mxr
140 meg + 50 meg Date of Mfg. /
! 2
Strength / losuposka {80 s 50 3130 P — 07/2021
. M.-n‘- yse nasal spray = -
Dosage form / v etered d( sen 15:1] sl?ra} / ‘ Date of Exp. / Touen 20 06/2023
Jlexapersennas opma Cripeii HasanbHbIH J103MPOBAHHBII
Product code / Koa npoaykra | SRU0300082460401GS Date of release / Jlata Beinycka 31.07.2021
ty. Released / 32,900 BOT
h No / Cepis No 12210391 Q
Wikl Mo Espandn KonnuecTso Buinyumieno 32,900 akonos
5 . Li i MNB/1
Batch size / Pasmep cepun 37,815 bot /37,815 umakonon Mig LICCIIST! i NE#l/sa2
IIpoussoacTeennas aumensns Ne
on L. Y ivs (
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Kontpoanpyemas cepusi Ne Iponssojcreennas Juuenins (aara)
) i 't /06/202
Package size / Ynakoska A Josial T8 don GMDI Compliance certifieate Data / 18/06/2020
GMP ceprunduiar (nata)
- e : TYTH 5
Matket | Prinsie Roussiicf Poctig GMP Compliance certificate No / GMP-01556/20/IN
GMP ceprudurar Ne
Reference specification No / ap STP No/ ot
SPC-CC-05132 STP-CC-0):
Creundurauns Ne : CIIN Ne SeEHATaLY
Ne TESTS / NOKA3ATEJIN LIMITS / TPEGOBAHN S OBSERVATION/ PE3YAbTATDBI
13. | Uniformity of delivered dose / Not more than 2 wvalues from 20 | Azelastine Hydrochloride /
Oanopoanocts shicsoboxaaemoii determinations may deviate from the | Asenactuna rngpoxsaopua:
N03B1 mean value by more than £25% (one
starting and one end delivered dose is Bee/ H .
taken from each of 10 bottles) and none ML'H ! m’;”lc;' e 89, 1%
may deviate by more than £35%, e .
3 i ;. Maximum / Makcumynm: 104.6%
I 3 to 6 values deviate by more than Average / Cetiee: 95.9%
+25%, but less than +35%, test the | /VErage/Lpeitce: 9957
following 20 bottles. End/ Koney:
Not more than 6 values from 60 | Minimum/ Mutimynm: 93.9%
determinations can deviate from the mean | Maximum / Makenmynm: 99.9%
value by more than +25% and none can | Average / Cpeuiee: 97.1%
deviate by more than £35% /
He Gonee 2 snauenuit nz 20 onpeaencunii | Mometazone Furoate /
MOPYT OTKJIOHATCH OT CPEANETO 3HAUCHnA | Momeratona dypoar:
Gosee vem na + 25 % (or kaxaoro s 10
(pirakoron Gepyres no oaHoH HavwILHO#
woomnoli koneunoil  suicsoGoxacmoii | Beg / Hauano:
NGt 0
N03¢), W MM OaHOrO - GoJiee ueM Ha Mun.mmn / Munmym: 96.7%,
|35 %. Maximum / Makcumym: 110.3%,
L Ecim o1 3 p0 6 suavennit mmeior | Average/Cpeanee: 104.7 %
FAS Y R ‘J»',"(\,\ orionenns  Gojaee vem & 25 %, no | End/ Koney:
N 2 Menbie, yem £ 35 %, to nenvrrsisaior | Minimum / Munimmym: 106.1%,
O cnenyiomme 20 guiakonon. Maximum / Makeumym: 110.1%,
* He Gonee 6 snavennii n3 60 onpepencnnii | Average / Cpeanee: 107.9%
0 MODYT OTKJIOHSTCS OT CPEAHEro JHaucHus
o 'J/ Ooee wem na 4 25 %,  HH 0J1HOTO,
. 2, {L'ﬂi | Gonee uem na k35 % | o - - _
a o

| prepared by /Tloarorosneno | Checkedyby / Hposepeno | Approved by / Ongiipeno
Signature / Moanuct, = =l Y~ ( =
Date/ Jlara o eth¥)nen | o lemltev I —— v VL]
Name/®HO At Kumar | PriyanshSingh | Ashok Kumar Yaday
Designation / Jloasnocts Officer — QA ) Officer -QA Manager -QA

FCM/QA054/08.00
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G 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/
CepTHOHKAT AHAJIN3A HA TOTOBYIO HPOAYKIIHIO

Page 6 of 9/ Crp. 613 9

Name of product /
HanmeHoBanue npoayKumnn

Momat Rino Advance /
Mowmart Puno Azasaiic

Generic name /
HenarentoBanuoe
HAHUMEHOBAHNE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
AszejacTiia FTHIPOXIOPUL M MoMeTazona (ypoar cnpeii HazaIbLHbIH 103MpoBaHIibIit

JleficTByomne Bemecrsa

Each spray delivers / Kaxias 1103a clipes CONepxMT:
Mometazone Fuorate BP 50 meg / Momerasona gypoar bput.d. 50 mkr
Azelastine Hydrochloride BP 140 me

o / Asenacruna ruapoxaopui bpur.®. 140 mxr

Market / Poinok

Russia / Poceus

GMP ceprudpurar Ne

140 mcg + 50 mcg Date of Mfg. /
Strength / losuposxa 140 mkr + 50 mkr JlaTa npou3BoacTBa 07/2021
Dosage form / l\f!clcrf:d-n'iusc nus‘;.ll s]?ray / ) Date of Exp. / Fonen a0 06/2023
Jlekapersennast popma Cnpeil Hazaibibli 103HPOBaHHLIA
Product code / Koa npoayxra | SRU0300082460401GS Date of release / Jlata Buinycka 31.07.2021
. Qty. Released / 32,900 BOT
Batch No/Cepus Ne 12210391 T REETH BAREE 32.900 durakoron
Batch size / Pasmep cepun 37,815 bot /37,815 (uaxonon Mg License Mo/ NINE/L V32
IpoussoacTeennas anuenins Ne
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Konrpoanpyemasi cepusi No Iponssoacrsennas Juuensus (aara)
Package size / Ynaxoska w5 dosss 1 95008 (iMP Compliance certificate Data / 18/06/2020
GMP ceprudurar (nata)
GMP Compliance certificate No / GMP-01556/20/IN

Reference specification No /
Crnennpurannst Ne

SPC-CC-051325

STP No/
CIIN Ne

STP-CC-037517

more than £35 %.

folowlig 20 bottles.

OJHoi HavaiLioi
J103€), M HH 0JIHO
+ 35 %.

oTkJonenus  dosee

He Oonee  rTpex

mean value by more than +25% (one
starting delivered dose is taken from cach
of 10 bottles) and none may deviate by

I 2 or 3 values deviate by more than
£25 Y, bul less than £35%, test the

Not more than 3 values can deviate from
the mean value by more than +25 % and
none can deviate by more than £35 % /

He Gonee | snauenus ws 10 onpeaencumii
MOHET  OTKIOHATCH 0T CPeIHEro
apaucnns Gonee vem na 4 25% (ot | Maximum / Makcumym: 110.3%,
kwistoro w3 10 duiakonon Geperes o

Law asa wam Tpr

Mmenee, deM 4 35 %, TO HCHLITLIBAIOT
caeayioune 20 Quakonon,

OTKJOUATLCH 0T CPEJAHCIO  3HAYCHMA
Oosiee, wem na £ 25 %, uoun oaHoro,
Gosiee wem na + 35 %,

BLICBOOOAIACMO
ro, Oonee uvem na

SHAUCHMI  UMCIOT
yem  + 25 %, Ho

juadcHuit - Moryr

No TESTS / NOKAZATEIN LIMITS / TPEGOBAHNA OBSERVATION / PE3YJILTATDI
14. | Uniformity of dosage unit/ Not more than 1 value from 10 | Azelastine Hydrochloride /
OnnopoaAROCTL 03HPOBANNS determinations may deviate from the | AzenacTuna ruapoxopu:

Minimum / Munumym: 89.1%,
Maximum / Makcumym: 104.6%
Average / Cpeanee: 95.9%

Mometazone Fureate /
Monerasoma pypoii.

Minimum / Munmnmym: 96.7%,

Average / Cpennee: 104.7%

\&

. )
Je) \C

NCharmacey’

———

Signature / Hoanuer N
Date / Jlava
Name/®HO
Designation / Jlonanocts

Prepared,by / Toarorosaeno

olpglnan

_ Atul Kumar
Officer - QA

Shlophey

Officer QA

Ashok Kumar Yadav

Manager -QA

i _“'A'igg" /Tlpobepeno |  Approved wfﬂﬁ_..._
' R N—— ab@('vm,

FOCM/QADS54/08.00

-

<oy
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Page 7 of 9/ Crp. Tuz 9

Name of product /
HaumenoBanue npoayKusm

Momat Rino Advance /
Monmart Puno Aasanc

Generic name /
HenareuroBanuoe
HAUMEHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Azenactuna ruapoxXIopil  MoMeTaszona Qypoar cipeil HazanbHbli 103HPOBaHHbIH

JlefieTRymue senlecTsa

Each spray delivers / Kasutas Jlosa Cipes Coicpani.
Mometazone Fuorate BP 50 mcg / Momerasona dpypoar bpur.d. 50 mxr
Azelastine Hydrochloride BP 140 meg / Asenacrina rwipoxiopua bpur.d. 140 mir

140 meg + 50 meg Date of Mfg. / n
Strength / losuposia 140 mxr + 50 mxr JlaTa npousBoacTBa 07/2021
Dosage form / I\iiclcrucd—(?nsc nas‘a] SI?ray / } Date of Exp. / ogen a0 06/2023
Jlekapersennasi popma Cnpeil Ha3wibHbIA JJO3HPOBAHHLIF
Product eode ( Kan npanysera | SRTIN300N82460401(GS Date of release / /1ata Bpnyeka 31,07,2021
g . 9 Qty. Released / 32900 BOYT
Batch No/ Cepus Ne 12210391 B — 32,900 dmaotos
Batch size / Pasmep cepun 37,815 bot /37,815 (uakonon Mfg. License No. / MNB/10/832
IponssoacrTeennas Juuensun No
Inspection Lot No 040000338056 Mfg. License Date / 30/04/2020
Kourpoaupyemas cepust Ne IponssojacTeentas Juuenins (aara)
Package size / Ynakoska 75 doses / 75 103 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmiar (1ara)
y T CVEE Camplianes eertifieate o/ CIVIP-01350/200119
Market / Puinox Russia / Poceus GMP capruduar M
Reference specification No / OO STP No/ DO
Crennduranms Ne SPC-CC-051325 CIIN No STP-CC-037517
No TESTS / TTOKA3ATEJIN l LIMITS / TPELOBAH NS OBSERVATION / PE3YJILTATBI

15. | Microbiological purity / MukpoOuonorudeckast 4ucrora

total yeast and moulds count
(combined) / OGmee uncao
ApolHLIX HaKTepHii 1

(cymmapuo)

Total acrobic microbial count and

JAPOAIKEBLIX W IICCHEBBLIX I‘[)HGOB

Not more than 10? ¢fu per 1 g (ml) of the
product / He Gogee 10° KOE B 1 1 (M)
npenapara

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

Test for Absence of Specified
Microorganism / Teer na
cnennduecKne
MHKPOOPIANNIMBL

Pseudomonas aeruginosa
Staphylococeus aureus
Bile-Tolerant Enterobacteria /

DrepobaKTepum, YCToiuusLIe K
WENIH

Absence per 1 g (ml) of the product /
Oreyrersue B 1 r (M) npenapara
Absence per 1 g (ml) of the product /
Oreyrernne B 11 (M) npenapara
Absence per 1 g (ml) of the product /
Orcyrersie B 1 (M) npenapara

10 - -ASSII,V /I(mlu'lt‘("l‘l!l‘l"'m' onpeaeaenne

a) Azelastine hydrochloride /
A3enacTHHA PHAPOXIOPH/

b) Mometasone furoate /
Monierasona gpypoar

From 85 % (o 115 % of the labeled claim |
of azelastine hydrochloride / Or 85 % s0
115% 01 308BJCHIONO  KOJIHYCCTRA
aIeIacTHIn l'umumluplm'n

Irom 85 % to 115 % ol the labeled claim
of mometazone furoate / Or 85 % no
115% o1 3a8BACHHOIO  KOJAMYCCTRA
MomeTazona pypoara

l‘rcpm ed hv / Hoaror (mJu‘un

_Slb_ulurc / ll(muuu )

) ( I:ulmPhy! Ilpnucpeuo ___ __

Absent / Oreyrersyer
Absent / Oreyreryer

Absent / Oreyrersyer

105.2%

107.7 % 0

\ o klalom
— \:fi.,' "‘\

'armace “%Q N

o
~
\C—-

~Date/ Jlata
Name / ®HO
| Designation / JloaAnocT

Atul Kumar

QA

Officer

of o812

_ Priyansh Singh

Officer -QA

A\_h_ol_( Kumar Yadav
Manager -QA

FCMAC )A(I"\fl."ﬂﬂ 00

Q_ppT_thf‘lgﬁ l'peuo
o Lr: QgL%Vl

i
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Certificate of Analysis for Finished Product /

Ccp'rmblma'r AHAJIN3A HA IFOTOBYH NPOAYKIIHK
Page 8 of 9/ Crp. 8 u3 9

Name of product / Momat Rino Advance /
HanmenoBanue npoayKumu Mowmat Puno Ajisanc
SSEDRFIRs IR Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
Henarenrosannoe I } . 5 8 G
AZCIACTHHA FHIPOXJIOPHIL U MOMETa30Ha (ypoar crpei HazanbHbli 103UPOBAHHLII
HAHMEHOBAHNE
Each spray delivers / Kasoiasn 103a cnpest COCPANT:
JleiicTBylonne BeecTsa Mometazone Fuorate BP 50 meg / Momeraszona dypoar bpur.d. 50 mkr
Azelastine Hydrochloride BP 140 meg / Asenacruna ruapoxjopui bpur.@. 140 mkr
140 meg + 50 meg Date of Mfg. /
Strength/ A0aNponka 140 mxr + 50 mxr JlaTa nponssoacrTsa 07/2021
Dosage form / Metered-dose nasal spray /
Jlekaperpennas Gopma Cripeii nasajibbli JI03HpoBalHbli Date:of Exp./Loges a0 06/2023
Product code / Koa npoayxra | SRU0300082460401GS Date of release / Jlara Boinycka 31.07.2021
- Qty. Released / 32,900 BOT
Batch No/Cepus }a 12210391 KoaH4ecTB0 BLINYLIEHO 32,900 duakonon
2 . Li F 3/10/8
Batch size / Pazmep cepun 37,815 bot /37,815 gaaxonos Mifg. License No. / M e
IpoussoacTBennas Juuensus Ne
Inspection Lot No 040000338056 Mfg. License Date / ‘ 30/04/2020
Konrpoaupyemasi cepus No IlpoussoacTBennas Juuensus (aara)
: i ifics )
Package size / Ynakoska 75 doses 175 108 GMP Compliance certificate Data / 18/06/2020
GMP ceprudmrar (nara)
s i SMP- )
Market / Poinox Russia / Pocens GMP Compliance certificate No / OME-ULosGealNIN
GMP ceprudmrar Ne
Reference specification No / e —— STP No/ SIS Y
SPC-CC-05132 STP-CC-037
Cneunduicanuns Ne BREAERRIIRS CIIH N2 : il
No TESTS / HOKA3BATEJIN LIMITS / TPEBOBAHMS OBSERVATION / PE3YJILTATBI
¢) Benzalkonium chloride / From 80 % to 120 % of the labeled claim | 85.1%
Bensankonns Xaopua of benzalkonium chloride / O1 80 % no
120 % o1 AIRICHANTO  KOTHYECTRA
OCH3AIKOHMS XII0pH1a
17. | Package slze / Ynaxoska 75 vt 150 doses ina HDPE plastic bottle | 75 doses ina HDPE plastic buttle cquipped
- = equipped  with u metering device and | with a metering device and actuator with
,'~ / (442 \ actuator with protective cap. Bottle with | protective cap. Bottle with leaflet placed in
/‘." ",‘)J leaflet placed in carton box. / Ilo 75 wu | carton box. / I1o 75 no3 so duakon w3 HDIBI,
,,’J | N TS0 o we davon wa TR | enafiweninii moaspyionuns yerpaierios i
| ¥ o cnabiennLil 103MPYIONIUM YETPORCTROM | HAZAIBHBIM AIAIITEPOM € 3AMTHLIM
L) : LR TR AP AR | R Daiain L Gy G
o '9: KoJmaukoM, Daakon ¢ MHCTpYKIUEH 1o | NpHMEHEHHIO NOMEHIAIOT B KAPTOHHYIO
, an -~ i I e T g /
\‘,‘ > ‘[pﬁ'b ¢ /| TIPMMEHCHHIO TIOMCUIAIOT B KAPTOHHYIO | HavKy.
\9,, 2/ | mavky.
18. | Labeling / Mhﬁu_‘“bupﬁ;l‘ ;;t‘\“} According to ND /B coorserersun ¢ HJ1
19, Storage / Xpanenuue ~ | Store at 1510 25 °C, protected from light. Do not freeze. / B JANMICHIOM OT CBeTa MecTe |
npu remneparype ot 15 j10 25 °C. He samopaxuBars,
20. | Shelf-life / (fp(-)lc_t-j;;}llt-(;t..‘-'l‘ﬁ ] :'Eﬁyczu's /2 roja S

Any deviation/Incident/OOS: OOT/E101/2021/0043

Orknoncnus/necoorsererens/O0C: OOT/I101/2021/0043

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. JITT-003328-231115, Amend. No 1 dt. 12.09.2016, amend. No 2

dt. 05.12.2016, amend. No 3 dt. 08.10.2018, amend. No 4 dt. 03.06.19, amend. No 5 dt. 20.03.2019, amend. No 6 dt. 23.01.2020, amend.
No 7 dt. 20.02.2020. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

30 UCHIE 0 COOTBETCTBII: HACTOALIMM TOATBEPHIAIO, HTO HPEACTABICHIAS BLIIE HHPOPMALMS SBISCTCH JOCTOBEPHOI 1 TOMHOI,
Jlanmas cepus Guui NPOM3REACHA, BKINOMAN YIAKOBKY/MAPKHPOBKY, W HPOKOHTPOINPOBANA HA YKA3aHHOH BLILC HPOUIBOACTBCHNOI
HAOLIAJIKE B 1OJHOM coorererann ¢ TpeGonanmsammu Hawexaneh Hpowssopcrsennoii Hpakrucn (GMP) i rpebosanmsaMm HopMatusnoi
sokysmenramn JIT-003328-23 1115, Mam, Ne 1 oor 12.09.2016, Ham. No 2 o1 05.12.2016, Ham. Ne 3 or 08.10.2018, Him. No 4 or
03.06.2019, Mam, No 5 or 20.03.2019, Mam. No 6 or 23.01.2020, M3m. No 7 o1 20.02.2020. Jlannas cepusi coorsererrycet Tpebosannsim

o ~ Prepared by /Toarorosacno

'Sigmﬁu'rc_'l Hopnucr -_ - __" d——_ - L o 77—§1

Name/®HO _ Atul Kumar _ Priyansh Singh _
Designation / Jlossioct Officer — QA Officer -QA Manager -QA
FOM/QAO54/08.00

__Ashok Kumar Yaday

Date/Jlava _ofbypenn | ohleBhew | _96@3@1‘/{
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Certificate of Analysis for Finished Product/

Cepinurar analinsa 1a roToByI0 NPOAYKIHIO
Page 9 of 9/ Crp.9u3 9

Momat Rino Advance /
Monar Puno Anpane

Name of product /
Hanmenonanue npoayKumm
Generic name /
HenarentoBannoe
HAUMCHOBAHHE

Azelastine Hydrochloride and Mometasone Fuorate metered dose nasal spray /
A3CHacTHHA THAPOXJA0OPHIL M MOMeTa3oHa (hypoat cnpeii Ha3abHbIA J103HPOBAHHBIH

Each spray delivers / Kaxnas s103a cnpes ColepKuT:

JleiicTByiomue BelecTsa Mometazone Fuorate BP 50 meg / Momertazona dypoar bpur.d. 50 mxr

Azelastine Hydrochloride BP 140 me

o/ AsenactuHa ruapoxsopui bpur.d. 140 mkr

140 meg + 50 meg Date of Mfg. /
Strength / Jlosuposka 140 myr + 50 mer Jlara npowiraneTra 07/2021
Dosage form / l\flclcrj:d-('iosc nusual spray / . Date of Exp. / 'open po 06/2023
Jlexapersennas dopma Cupeil HazaibHbI 103MpOBAHHBII
Product code / Kon nponykra | SRUO300082460401GS Date of release / /lata Buinycka 31.07,2021

Batch No/ Cepus Ne

12210391

Oy, Ruleased /
Kosmuee 180 suinyueno

12,900 noT
32,900 guaxonon

Rateh size [ Paanep eepun

37,815 hat /37 RIS dhnavovinn

Mfg. License No. /
HIpOM3BOACTBEHHAN JIHICH3NA N

MNB/10/832

Tuspectivn Lol Nuo
Konrpoaupyemas cepusi Ne

040000338056

Mg License Date /
ITponssoacTBEHHAs JHLIEHINA (aaTa)

30/04/2020

Package size / Ynnonuin

75 doges / 75 noo

GMP Compliance certificate Data /
GMP ceprudmrar (nara)

18/06/2020

Market / Puinox

Russia / Pocens

CMP Compliance certificate No /
CMP coprudiiear Mo

GMPNTSSAN0IN

Reference specification No /
Creundmrans Ne

SPC-CC-051325

STP No/

CIIN Ne

STP-CC-037517

HOPMATHBHOMH

JIOKYMCHTALMH.

| |p01’0 KOJNBL  TIPOWIBOJICTR,

YHAKOBKH MW

HNPOBCJICHHBIX  AHMIN30B

JUIsL 1annoi cepum

Onim

HPOAHAIMZHPOBAHEL W CACAANO 3AKINOUCHHE, 4TO 01K cooTreTeTrYOT Tpeborannam Haunexameii Nponsroacrecnnoit Hpakrukn (GMP).

l)uu/Jlﬂ'ﬂ B
Name/®HO

l)cslgnntmn / ,'lu.rm\uuc h

_Prepared by / Hoarorosaeno |

ofhr ey
Atul Kumar
Officer - QA

« ?ﬁi&@?fiﬂﬁmuﬁ! eno

ok

o
\?,

8 El o2y
I'rwunsh ‘wmbh o
Officer -QA

a{/i?/’wz\

/_\sl;ok _l(nmur Yaday

Manager -QA
FOCM/QAOS4/08.00



