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Glenmark pharmaceuticals Ltd

Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.

Distt. Solan Himachal Pradesh 173205, India

Phone: ~91-1793 249300 Fax: +91-1795 249310 email: elenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIN3A I'OTOBOI'O IIPOJYKTA

Page 1 of 8/ Crp. I 1 8

Name of Product /
HanmeHoBaHe NpoayKUNN

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTenTosannoe naitmMeHosatue

Mometasone Metered-dose Nasal Spray 50 meg/dose
Moserazona cnpeli Ha3aALHLIA H03MPORAHHBL 30 MK 1032

Active Ingredients /
HeiicTByiowuie BewecTea

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 531.72 meg as

caleulated for Mometasone Furoate 50.00 meg

1 2032 cipes cojtepkuT: AeHcTayloNee pemecTao: MoseTazona (ypoara MomorsapaT

5172 mkr B repecyere Ha Momerazona gypoat 50.00 vkr

Strength / Mo3upoeka 50 mcg/dose / 50 Mxr/aosa Date of Mfg. / JaTa nponssopcTna 062023
Dosage form / Metered-dose nasal spray / Cripeti " .
J]e}cagpcmen Hasa gopma Na3a:bHbLT ,mauponainnmﬁ ’ Date of Exp./ Toger no i
Product code / Koa npeayxra SRUO30007TEQ40401EJ Date of release / Jlata puinycxa 12.07.2023
Batch No. / Cepun Ne 12230619 et Releasel | 63‘6?0 BOT/
Koan4ecTeo Boinyueno (hraxonoB
Batch size / Paimep cepun 69.444 BOT / (paaxoion Mfe.License No. / Jlnuensus ua MNB/10/832
NpPoH3IBOACTBO (HOMep)
Inspection Lot ND'_/ 040000472154 Mfg. License Date / JInuensus ua 30/04/2020
Pervcerpaunousslii HOMep aHaan3a NpoM3IBOACTBO (AATA)
Package size / Ynaxoska 60 Doses / 60 103 gm: Compliancs certificate Date /| 100000
ceprudiukat (aara)
. GMP Compliance certificate No. / GMP-
Market / Polsor Rlesm / Poceus GMP cep'nlt)q:lmar (Homep) 01356/20/IN
Reference Specification No. / ] STP-CC-
Creuudurauns rorosore SPC-CC-063691 Reference STP No. / CITH Ne 040947
{_npoaykTa No
Maometasone Iuroate Monohvdrate/ . MF
s APl name / Hannenosanue AGC Nlostereionahsnoars A API Batch No / ADC cepus Ne 23403(IM-01)-
; ‘ i i 002
i Manufactured by / Tlpoussoanreas | Aani Industries Limited. India ! Aapru Miaacrpis Juvnres Mutus
P Me | TESTS/TIOKA3SATEJM | LIMITS / TPEEOBAHMA OBSERVATIONS /
i ' PE3YJbLTATBI
i 1. | Description / Onucaure White to off white thick suspension of | White thick suspension of non-
semitransparent fo non-transparent consistency. / transparent consistency., /
Ot Genoro no nourn Genore umeta or | Genoro  upera HEenpo3pavHoii
NOAYNPO3PAHHOH 10 HETPO3PAYHON KOHCHCTEHLIMN | KOMCHCTEHLLN ryecras
i TVCTas CYCTICH3HS. CYCMEH3HA.
- 2. | Identification / HaenTindnrauns
a) Mometasone Furoate/ | The retention time of the main peak in the | The retention time of the main
i Morerasona gypoar chromatogram of sample preparation = should peak in the chromatogram of
! corresponds to the retention time of the main peak | sample preparation corresponds
I in the chromatogram of standard preparation (refer | to the retention time of the main
l s to Assay). / Bpems yaepxusaHus OCHOBHOTO nika | peak in the chromatogram of
A PESU N . Ha  XpOMarorpamme  HCMbITYEMOro  pacTBopa | standard preparation / Bpems
o "’/f;f"\ ZOKHO COOTBETCTROBATH BPEMEHH YIEPAHBAHHSA | YIEPHKHBAHHA OCHOBHOIO MIKa
i " REA! OCHOBHOIO MiKa Ha XpOMaTOrpaMMe CTaHIAPTHOro | Ha XpoMartorpamMme
t 24| pacTropa (cMm. pazaen «KoniyecTseHoe | HCMBITYEMOTO pacTsopa
! 03 %’Q _}f} * | onpeaerennen). COOTBETCTBYET BpEMEHH
i "2 3 .8/ YASPAKHUBAHUA OCHOBHOTO MHKa
i N2y / Ha XpoMaTorpamae
L R ftf';armf'»?c// CTaHAAPTHOrO paf‘rnopa. P

(

Checked By / Iposepua

Signature / Tloanuce

Prepared By / Tloxrorosua

e e N

Appro\rcd By / Ogobpua
g )

Date/ lara

L107) Lyd 15721 |y

LOLEA 1912

Name / @110

Yogesh Kumar Mehta

Atul Kumar

Sandeep Semwal

Designation /
JonkHoeTs

Officer-QA Officer-QA

Sr. Manager - QA

FOM/QA034/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road, Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India

Phone: +91-1793 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.netin

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIM3A TOTOBOI'O ITPOAYKTA

Page2o0f8/Crp. 2138

Name of Product /
Haumenosauue nponyrunn

MOMAT RINO
MOMAT PHHO

Generic name /

HenarenvToBanHOE HAUMEHORBAHIIE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MoxcTazoua cnpedi nasanbauii 103uposannmii 50 M/

Active Ingredients /
JefteTByowsne BeecTsa

calculated for Mometasone Furoate 50.00 meg

51,72 mxr B nepecyere Ha Mosetasona dvpoar 50.00 mxr

I dose of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as

1 1033 enpes conepxkuT: JcHeTayOWEe BenteetBo: Moserasona diypoara Mouornapar

Strength / losuposka 50 ;anT’dosc / 50 Mkr/a03a Date of Mfg. / lata npoussoncrea 06/2023
Dosage form / Metered-dose nasal spray / Cnpeft o
Jlexapcrseunan dopma HA3ATLHLIE TO3MPOBAHHbiH Date of Exp. ! lonen .o ) 03/*3‘_73*7
Product code / Kon nposykra SRUO30007E040401 ) Date of release / lara Buinycka 12.07.2023
Batch No. / Cepis Ne 12230619 Qty. Released / 63.680 BOT/
KonnuecTBo Boinymexo jaakonon

Batch size / Pazmep cepuu

69.444 BOT / paaxonor
MPOH3BOACTBO (HOMep)

Mfg.License No. / Jluuexsus ua

MNB '10/832

Inspection Lot No. /

PerucTpaus OHHEIA HOMED AHAH3A

040000472154
npoM3IBoAcTBO (nara)

Mfg. License Date / Jluuensus na

30/04°2020

GMP Compliance certificate Date /

Package size / ¥nakoska 60 Doses / 60 q03 GMP ceprnduikcar (xava) 18/0672020
3 GMP Compliance certificate No. / GMP-

Market / Poisox Russia / Pocciis GMP cepﬂ?\'{nmaT (1omep) 01536/20/IN
Reference Specification No. / STP-CC-
Creunurkauns rotosoro SPC-CC-063691 Reference STP No. / CIIH Ne 040947'
MPOIYKTa Ne

Mometasone Furoate Monohydrate! 4 MFM-
APlname / Haumenosanne A®C ) ) 5 oo | APl Bateh No/ A®C cepun Ne 23405(IM-01)-

! Moarerazona gyvpoara moHoriapal 002

* Manufactured by / [lpoussoauTrenn

Aarti Industries Limited, India / Aapri Muaacrpus Jinirre1, Muzaus

I Ne

TESTS / TOKA3ATEJNU

LIMITS / TPEBOBAHUSA

OBSERVATIONS/ |
PE3YJLTATHI

b) Benzalkonium chloride
/ BeH3aAKOHIN XAopHa

The chromatogram of the sample solution should | The
conlain peaks corresponding to the retention times
of peaks of benzaikonium chloride homologues C»
and Cyy in the chromatogram of the standard
solution (refer to Assay). * Ha xposmaTorpamue

HCTILITYEMOr0 PACTBOPA J0MAHbI OGHAPYAHBATLCA

times
chlori

sample solution conrain peaks
corresponding to the retention

Cyy in the chromatogram of the

chromatogram  of the

of peaks of benzalkonium
de homologues Cy» and

"k B -
o A8y MHEH. no BpeMEHAM VAEPKIBaHMA | standard solution. / Ha
" L ¥
/R " COOTBETCTBYIOLLHE NHKAM [OMOIOrOB OEH3ANKOHHA | XPOMATOIPAMME  HCMBITYEMOro
I 5 w® \ xaopuza  Ci2 m Cu Ha  xpomaTorpamme | pactsopa O0HApy HHBAIOTCA
% el CTAHZAPTHOIO pacTeopa (oM. paszien | nukH, no BPEMEHAM
im ; n ((KO:‘{H‘-IECTBCHHOC oripeaeneHyey ), /AEDKIHBAHUSA
g 5 p ynep
‘\’ 51\(\ i COOTBETCTRYIOULHE MUKAan
2. b at roMONIOTOB BeH3aNKOH s
\r e . =
i—i;affﬂ%/ xaopyaa  Cin u Ciy 1na
' XPOMATOTpaMMe  CTaHIAPTHOTO
pacTBopa.
3 H From 4.30 104.90/ Ot 4.30 10 4.90 4.63 /4,63
p -
4. | Density / ITnornocrs From 0.950 to 1.050 g/cm’ / 1.014 g/em?®/ 1,014 riem?
Y g

07 0.950 10 1,050 r/cm®

5. | Viscosity / BsisrkocTs

From 30 to 130 ¢Ps/ O7 30 no 130 cI13

54.7 ¢cPs /54,7 cllz

\

PreparegdBy / [loarotosua Checked By / Iposepua

Signature / [Toannce

Appro‘@d By / Onobpun
—

P

Date/ Jata

"1 4] 13 (ST

Lle vl

Name / ®HO

Yogesh Kumar Melita Atul Kumar

Sandeep Semwal

Designation /
JNoaxuocTs

Officer-QA Officer-QA

Sr. Manager - QA

FOM-QA054/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road. Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

Phone: +9{-1795 249300 Fax: +91-1795 249310 email: vlenmark:bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®HKAT AHAJIM3A TOTOBOI'O INIPONYKTA

Page3 of §/Crp.3u3 8

Name of Product/
HanmenoBauue npoayKuMy

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBANHOE HAUMEROBAH IR

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerasona cripeil nasanbabiil 103upoBainLi 50 MKr/1038

Active Ingredients /
JeficTByr0mne BelnecTa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

caleulated for Mometasone Furoate 50.00 meg

| nosa cripes conepxut: selicrayioutee peteeTro: Moserazona giypoara MOHOMIpaT

51,72 mkr B nepecuere #a Momerasona gvpoar 50,00 mkr

Strength / Jo3uposxa 50 meg/dose / 50 amxr/noza Date of Mfg. / Aara npouisoacrsa 06/2023
Dasaes fora / MelEred-lose nesalspuay FCopelt |y, L e T Poenan 0512025
JlexaperBenHas gpopma HA3ANLHLIHA TO3WPOBAHHBIH
Product code / Koa npoaykra SRUG300071E040401E) Date of release / lara einycka 12.07.2023
Batch No. / Cepus Ne 12230619 by, Released 04 08 S0y
KoauyecTBo Boinyweno aakonos
1 ]
Batch size / Passep cepuu 69.444 BOT / makoros Mfg.License No. / Jlnuenons na MNB/10/832
NPOM3IBOACTBO (HoMeD)
Inspection Lot Nn.ﬂ/ 040000472154 Mfg. License Date / luuensus na 30/04/2020
PerncTpauMoHHbiii HOMep aHagM3a NPOH3IBOACTBO (aaTa)
Package size / Ynakoska 60 Doses / 60 103 SAME Complrieberaticie e 18/06/2020
GMIP ceprudurat (para)
A GMP Compliance certificate No. / GMP-
-~ X1} ) &
Market / Poiriox R Pt GMP ceprudurat (1onep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneungnrauns rorosoro SPC-CC-063691 Reference STP No./ CITH Ne s
040947
npogvkra Ne
Mometasone Furoate Monohydrate/ 1olEb=
APl name / Haumenosaume ADC . - T API Batch No / A®C cepus Ne 23405(IM-01)-
Moserasola Givpoara MOHOHApAT 007

Manufactured by / lpoussoanrenn

Aarti industries Limited. India / Aaprs Msaacrpus Jinarrer. Hicins

Ne | TESTS/MOKA3ATEJIM LIMITS / TPEBOBAH M1 OBSERVATIONS /
PE3YJIbTATHI
6. | Osmolality / From 250 to 350 mOsny/Kg 293 mOsm'Kg
OcMOIAABLHOCT Ot 250 no 350 MOcM/kr 293 MOcnm/kr
7. | Net content / Macca Not less than 9 ¢ / He menee 9 1 97¢/97r

coaepximoro pnaxkoHa

i 8. | Number of deliveries per
container / Koanyecrro
a03

Not less than 60 doses (discard the first pumping)
He menee 60 no3 (He cautas nepeHUYHN IO

NIPOKAUuKy)

70 doses “ 70

103

S. | Pump delivery /
Macca no3s!

i
A e o
‘1“31 &';

R | !
e d Qs
Iy -

Individual dose mass: from 85% to 115% of the

theoretical dose mass /

MunueuayansHad Macca 103bl: 0T 85 %o no 1135 %
OT TEOPETHYECKOH MacChl 103bl;

Minimum / Musunym: 95.5%
Maximum / Makcumyn: 106.6%
Average / Cpeanee: 103.5%

e ® \ Average mass of the dose: from 90% 1o 110% of
" -¢it | the theoretical mass of the dose /
o %‘\5 ur?_;i | Cpeansist macca no3si: o1 90 % 10 110 % ot
‘1)«' 151 Wi TEOPETUUECKOI MACCHI 1031
ey At A
\-'(";"DJ— Al
po L

\

Prepareg-By / [loarotonna

Checked By / [posepua

Approvcé‘ By / OnoGpin

Signature / Nognues

-~

LN

Date/ Aara

T 5107 ]

Lol2

[s#1{3

Name / ®I10

Yogesh Kumar Mchta

Atul Kumar

(i’\GM 1813

Sandeep Semwal

Designation /
JoamuocTs

Officer-QA

Officer-QA

Sr.

Manager - QA

FOM/QANS/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tebsil: Baddi.
Distt. Solan Himachal Pradesh 173203, India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIU3A 'OTOBOI'O NPOJAYKTA

Page 4 of 8/Crp. 413 8

Name of Product /
HanmeHnoBaHie NPoOAYKUMT

MOMAT RINO
MOMAT PHHO

Generie name /
HenaTeHToBanHoe HAHMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTazona cripedi HazaasHLIA 203uposaimii 50 aki/nosa

Active Ingredients /
HeficTayromue BewecTBa

! dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
caleulated for Mometasone Furoate 50.00 meg

| 2032 CIIpes COACPRUT: ICHCTBYIOWCE BCLIECTBO: MoMeTazona Jrypoata MOBOrpaT

51.72 mkr B nepecyere Ha Monmetazona (ypoart 50.00 r

Strength / Joznposka 50 meg/dose / 50 mxr/03a Date of Mfg. / lata npoussoactea 06/2023
Dosage form / Metered-dose nasal spray / Cripeii ) SIS
JlekapcTeenuan gopma HAZATLHBIH 103MPOBANHBIH Date of Exp. / I'onent a0 852025
Product code / Kon npoayxra SRUO30G007E040401 T Date of release / Jara seinycka 12.07.2023

Batch No. / Cepun Ne

12230619

63.680 BOT/
dnakonos

Qty. Released /
Konuuecrso Buinyueno

Batch size / Pasmep cepun

69.444 BOT / usaxonon

Mfg.License No. / JInuen3us na

MNB/10/832
APOH3BOACTBO (Homep)

Inspection Lot No. /

vig. License Date / JInuensun na

", 040000472134 30/04/2020
PerucTpauitOHHbIE HOMEP AHAMNM3A NpOH3BOACTBO (AaTa)
Package size / ¥Ynakoska 60 Doses / 60 a0z GMP Compliance certificate Date/ 18/06/2020
GMP ceprudnxar (nara)
x GMP Compliance certificate No. / GMP-
< ssia /P cc
Maxket [ Paumon BussiadPecens GMP ceprudnkar (nomep) 01556/20/IN
Reference Specification No. / STP-CC
. CnenudHKauHs roToBOro SPC-CC-063691 Reference STP No. / CTIH Ne 040947 )
! npoayiTa Ne
Mometasone Furoate Monohydrate/ MED-
; AP name / Haumenosanue AOC \ N e - API Batch No / A®C cepun Ne 23403(JM-01)-
! Monetazoua diypoara MonorIpaT 002
! Manufactured by / ITpoussoanrear | Aarti Industries Limited. india  Aapru Mnacrpus Jdnsures. Mictim
Ne | TESTS/ITOKA3ATEJH | LIMITS / TPEBOBAHHA OBSERVATIONS/
; PE3YJBTATHI
10, | Particle size / Particles £ 10pm in size: Not less than 90% 100.0% / 100,0%
! Paszsep wacruy HYacruw passepos < 10 MM - He mMenee 90 %
Particles < 30um in size: 100% 100.0% / 100,0%
YacTnu passepom < 30 s — 100 %
Particles > 30um in size: Should be absent Absent / OTeyTCTBYOT
Yacruusl pasmepos > 30 MKM — 10J1KHB
OTCYTCTBOBATL
:
. 1L | Sedimentation Stability / | Not less than 5 min / He menee 5 mitn. Complies /
i CeanMenTaulonHan CootgeTcTBYET

YCTOMMYHBOCTL

\ o
VLY SETS Y
\kil \.\.‘r[}/ L \‘

o,

(

PreparedBy / NoaroTosua

App rové‘l By / Ono6pin

Signature / Moanucw

Py 2

Checked By / Mposepia

e ey

o

Date/ laTa

C13f6 1 1013

1< 17y

Name / DHO

Yogesh Kumar Mchta

L e g9t

Atul Kumar Sandeep Semwal

Designation /
JonmwHocTs

Officer-QA

Officer-QA Sr. Manager - QA

FCM/QAD34/08.00
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205. India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom?2.vsnl,net.in

CEPTUOUKAT AHAJIM3A I'OTOBOI'O INPOAYKTA

Page Sof8/Cip.5u38

. Name of Product /
| Hanmenosanue npoayKnin

MOMAT RINO
MOMAT PHHO

* Generic name /
. HenaTenToBauHoe HAMMEHOBAHKE

Momelasone Metered-dose Nasal Spray 50 meg/dose
Mowmetazona enpeii Haza Lubl o3uposanulit 50 Mrr/103a

i Active Ingredients /
¢ Jeicrsyrowne sewecrsa

[ dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as

cafculated for Mometasone Furoate 50.00 mcg

1 1033 cnpes COACPKHMT: AcHCTRYIOMES BenecTno: MoneTasoHa (hypoara MOHOTHApaT

51,72 mr1 B uepecyere na Moserasona gypoar 30.00 mxr

: Strength / Jo3upoera

50 meg/dose / 30 mxr/nosa Date of Mfa. / lata npoussoacrea 06/2023
‘ Dosage form / Metered-dose nasal spray / Cnpeit ! 5
. JlekapcTeennan dopma Ha3aNkHLIH A03UpOBanbIif HateobExp. Lonem o gareas
! Produet code / Koa nponykra SRUO30007E040401E] Date of release / JlaTa Brinycka 12.07.2023
i Batch No. / Cepua Ne 12230619 Qty. Released / 63,630 BOT/
i KoauuecTso suinyweso JinakoHoB
1 \
Batch size / Pasmep cepitit 69.444 BOT / raoron AidE License oy ARl rioHiS AR MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot No._/ 040000472154 Mfig. License Date / JIuuexsnn ua 30/04/2020
i PerucrpaunoHHbIil HOMep aHAAN3A NPOU3IBOACTBO (AaTA)
: Package size / ¥ nakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
; GMP ceptuduicar (aara)
: . - GMP Compliance certificate No. / GMP-
: MivEet LR enioy rassindPocoun GMP cepTudurar (Hoamep) 01556/20/IN
‘ Reference Specification No. / STP-CC-
Creyndnrauisa rorosero SPC-CC-063691 Reference STP No./ CITH Ne 54094’7
npoaykra Ne
MIFM-

API name / Haumenosaune ADC

Mometasone Furoate Monohyvdrate/
MoseTasona qiypoaTa MOHOLIpaT

API Batch No / ADC cepus Ne

23405(IM-01)-
002

Manufactured by / [poussoanrens

Aarti Industries Limited. India ~ Aaptu Muaactpis Hinrea. Miaus

Ne ¢ TESTS /ITOKA3ATEJIH

LIMITS / TPEBOBAHMSA :

. OBSERVATIONS/ |
| PE3YJIbTATbI

12. | Impurities / [puaecu

Impuritv 8 DM /
Mpusmecn 8 DM

Impurity DMC /
Ipusecst DMC

Impurity D ¢
Mpusecu D

Any individual unspecified
impurity / EaunnuHofii
HEHAEHTHHHUIPOBAH HOI
npHMecH

Total impurities /
Cynisbl npuMecedi

Not more than 0.15 % / He donee 0,15 %
Not more than 0.15 % / He Gonee 0,15 %%

Not more than 0.20 % / He donee 0,20 %

Not more than 0.20 % / He donee 0.20 %

Not more than 0.60 % / He Gonee 0,665 5, -
RO il <

0.04%/ 0.04%

0.02%/ 0.02%

0.05%/ 0,05%

bl

o

Not Detected’ He obuapyxeno

0.22%/0,22%

PreparegyBy / NonroTorin

Checked By / MNposepua

i Signature / Noanucs

/Y.

A/‘

Approve\l By / Onotipua
—esd

S0

' & RerTeeT

 Date/dlams 1§10 1013 {862 1o

Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Birsignation Officer-QA Officer-QA Sr. Manager - QA

Jonxmuoers

FCM/QANS4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205. India

Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@bom2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTU®HUKAT AHAJITU3A TOTOBOI'O NPOJYKTA

Page 6 of 8/ Cip.6 13 8

Name of Product /
HaumenoBanne npoaykuru

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOe HANMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerazona enpeif nazansisii gosnposannsii 50 Mxr/nosa

Active Ingredients /
HeificTByonie sewecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 meg

1 1032 cnpes conepxuT: AcHeTayioniee BewecTso: Mosetasona dypoara MOHOTH, AT

51.72 mxr B nepecyere Ha Momerazona dypoar 50.00 amkr

Strength / Jlosuposka 50 meg/dose / 50 mMxr/ao3a Date of Mfg. / lata nponzsoacrsa 0672023
Dosage form / Metered-dose nasal spray / Crpei - _ -
Jlexapersennas gopma HA3ABHBIH LO3HPOBAHHBIIT PateotExp. ! Yopprio Q02025
Product code / Koa npoaykra SRUOG30007E040401E) Date of release / Jlata Buinycka 12.07.2023

Batch No. / Cepun Ne

12230619

Qty. Released /
KomH4ecTBO BhINYINEHO

63,680 BOT/
(pnaxonos

Mfg.License No. / Jluuensus ua

Batch size / Pazmep cepun 69.444 BOT / Qnakonon MNB/10/832
npou3BeACTBO (HOMep)

Inspection Lot No.'/ 040000472154 Mfg. License Date / JluueH3us na 30/04/2020

PerncrpaunoHtsiil HOMep aHAMIT3A NpPOH3IBOACTBO (AATA)

Package size / ¥Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020

GMP ceprudmxar (nara)

GMP Compliance certificate No, / GMP-

Market / Puruok Russia / Poccns GMP ceprudurat (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundurauus rorosoro SPC-CC-063691 Reference STP No./ CITH Me 04094:7
npoavkTa Ne
Mometasone Furoate Monohvdrate/ MFM..
API name / Hainmenosame ADC - ) - .| API Batch No /A®C cepusi Ne 23405(JM-01)-
Monterasona (ivpoata MoHOrHApaT 002

Manufactured by / Ilpoussoairens

Aarti Industries Limited. India / Aaptu Huaacrpus Jlumure 1. Hians

Ne | TESTS/HNOKA3ZATEJH

LIMITS / TPEBOBAHMS]

OBSERVATIONS / ]
PE3YJbTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpeausis
AocTaeafemas 103a y
OXHOPOAHOCTDL
nocraBaneMoli 203bi

Not more than 2 of 20 doses (10 initial doses and 10 final doscs Beg / Hauano:
from 10 vials) can deviate more than = 20% from the average
value and not any dose can deviale more than = 23% from the §
B Tan . 2 ¢ o,
average value. The mean should not exceed + 15 % of label Maximum / Makcimym: 104.2%

claim

If 3 to 6 doses deviate more than = 20% but not more than =

25%. test another 20 vials.

Not more than 6 of 60 doses can deviate more than £ 20 %% from
the average value, and not anyv dose can deviate more than
%+ 23% [rom the average value. The mean of each determination
should not exceed * 15 % of label claim.

He donee 2 u3 20 a03 (10 navaisubix .-ms. 1 10 xmw’tmm 301) Minimum / MquiM)/M: 99.7%
MOUYT HMCThH OTKAOHEHHC OT CPCAHErD 3HaueHua doaee uey
= 20%. HH 0fida 1033 HS JOMKHA HMCTL OTRKIOHCHIE U
cpeanero suakeins Goaee wes +25 % Cpeasee swavenue e | Mean / Cpennee: 100.9%
JQUBRIO TIPCEbILaTh £ 15 % o7 sasusneHHaTO. ‘
Fean o1 3 20 6 203 nMeIOT OTKI0HEHH: Joace e = 20 %. 1o
MeHee deM £ 25 %, T0 NenbITHIBAIT caeayviotwHe 20 duiakonos. /
He Gonee 6 13 60 103 MOMYT HMCTL OTKAOHCHIE OT CPEIHETO
3nadenna Gonee vem = 20 Y. 3 HH 0AHA 1032 HC AOTRHA HMET)
OTKIOHEHIIE OT CPeAHCro 3HaYeHna boaee ven = 25 Y. Cpeanee
JHAHCHIIE KAHA0TO OMPCICIERNR HE JOTAHO NPCBLIaTL = 15 %

QT 3aABACHHOrO,

Minimum / Musumym: 94.2%

Mean / Cpensee:100.9%

END / Kounen;

Maximum / Makcumym:102.6%
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Prepay€ By / [loaroTosin

Checked By / Mporepua

Signature / Tloanncs

[

A[J[n'ove\d{ By / Ono6pun
g P —

J

]

Date/ lara

|

15109 [ 1001

IS01) 13

Name /®HO

Yogesh Kumar Mehta

RAYREWEIRY

Atul Kumar Sandeep Semwal

Designation /
JNonxuocrs

Officer-QA

Officer-QA Sr. Manager - QA

FCM/QA034/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura. Baddi Nalagarh Read, Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173203, India

Phone: +91-1795 249300 Fax: +91-1795 2493 10 email: elenmark{@bom?.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUP®UKAT ABAJIU3A I'OTOBOI'O MPOJAYKTA

Page 7ofB/Crp. 73 8

Name of Product /
Haumenoanne npogykunn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTentoBaHHOC HAUMEHOBAHIIE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazond crpefi HazaibHLI1 103HposaHEb 30 MKr/103a

Active Ingredients /
JIERC‘TB_VH)H[HB BELIICCTRA

I dosc of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
caleulated for Mometasone Furoate 50.00 meg

T no3a cripes coIepxuT: aeiicTRYIONMEE BemecTso: MoMeTasona (ypoara MoHoryapar

31,72 mkr 8 nepecyere Ha Moserasona Qypoar 50,00 mkr

Strength / Josuposka 50 meg/dose / 50 mxr/nosa Date of Mfp. / lata nponssoncTea 06/2023
Dosage form / Metered-dose nasal spray / Cripeit } - .
JlekaperBeHHas gopma HA3aILHLIE A03UPOBAHHBIH Date of EXp. / Popen g0 0572025
Product code / Kox npoaykra SRUO30007E040401E] Date of release / lara suinycka 12.07.2023
Batch No. / Cepuisi No 12230619 Sty Relensea s 63,680 BOT /
Konuyecrso BuinymeHo darakonon

Mfg.License No. / JTuueniun ua

Batch size / Pasmep cepin 69.444 BOT / dhnaxoron MNB/10/832
Npou3BOACTBO (HOMep)
1 I ¥ .
Inspection Lot f\a.v/ 040000472154 Mfg. License Date / Jluuensns na 30/04/2020
Perucrpannoniisiii HoMep ananusia NpOU3BOACTBO (nara)
Packige size ! Yrakoska 60 Doses / 60 103 GMP Compliance certificate Date/ | |, 10000,

GMP cepridnkar (aaTa)

Market / Poivox

Russia / Poccsts GMP Compliance certificate No. / GMP-

GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauns roToBoro SPC-CC-063691 Reference STP No. / CIIH Ne 640947
npoaykra Ne
' - MFM-
a IS0 o g o
¢ API name/ Hainenosanne AQC Mome'lfL'mm 1 m(m.L. Monohj\ d,mt,b API Batch No / AQC cepus Mo 23405(IM-01)-
! Momerazona ¢y podra MOHOPIpAT 00
TMan ufactured by / Ilpoussoanreas | Aarti Industries Limited. India / Aaprs Muaacrpus Jisicre:r. Mz T
* Ne | TESTS/MTOKA3ATEJN LIMITS / TPEGOBAHMA OBSERVATIONS /
i PE3YJNBLTATLI
14 | Microbiological Purity / Mukpoduonorudeckan ynerora
Total aecrobic microbial Not more than 107 cfu per 1ml of the product / He Less than 10 cfu/ml /
i count / Oduee uneao Gonee 10° KOE & 1 myt npenapata Menee 10 KOE/Ma
! aIPOOHBIX i
MHKPOOPraHH3MOB L Assos
Total veast and moulds Not more than 10! cfu per | ml of the product / He Less than 10 cf'u.‘nﬂ.‘f{f— T
count / O0uIee 41c:I0 Bonee 10" KOE 8 | ma npenapata Menee 10 KO[?‘/m.‘n e}
APOAKEBBIX H NIAECHEBLIX f{:;. J/-- 3 “ ;
; rpHoOR [ o )7/ oy
‘ P \.}\ 15.7 l:l_-’r
| Pseudomonas aeruginosa Absence per | ml of the product ' OtcyTeTasie B | Absent / OTcchTQ}?gr (’ '
! MJ1 npenapaTa -.: ' rarmad
Staphvlococcus anreus Absence per | mi of the product ' OtcyTeTsie B | Absent / OtcytcTeyver
MJI Ipenapara
, 15, | Assay/ KoanyecTBeHHOe onpeneseniie
} a) Mometasone Furoate / From 85.0 % to 115.0 % of the labeled content / Ot | 102.3% / 102,3%
! Moweraszona Qypoar 85,0 % 10 115,0 % or 3a8BACHHOTD COACpKAH S
; b) Benzalkonium chloride / | From 80.0 % to 120,0 % of the labeled content/ Ot | 94.1% 194 1%
] BeH3aakoHus Xiopii 80,0 % a0 120.0 %0 oT 3a1BNAEHHOIO COoaEpKaHNs
Prepared Bg)/ Moarotosin Checked By / Hposepua Approved\py / Qnobpun
=

Signature / TMoanucek

& I e

HoamuocTts

Date / Jlata 15107 )141.3 1£71)03 VETedd 1018
- ; I

Name/@HO ! Yogesh Kumar Mchta Atul Kumar Sandeep Semwal

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

FOM/QADS< 08.00
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Glenmark pharmaceuticals Lid
Village: Kishanpura. Baddi Nalagarh Road. Tehsil: Baddi.
Distt. Solan Himachal Pradesh 173205, India

Phone: =91-1795 249300 Fax: +91-1795 249310 email: glenmark(@bom?2. vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIU3A TOTOBOTO [NIPOOYKTA

Page 8 of 8 /Crp. 813 8

Name of Product / MOMAT RINO
HaumcuoBanue npoaykumi MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 30 meg/dose
HenarenrosaHHoe HAHMEHOBAHIfE Mosierasotia crpeit Ha3anL LI A03HPOBANHL 50 Mxr/aosa o
[ dose of the spray contains: Active ingredicnl: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeiicTByromne Bewecrea 1 1033 cnpes coepkuT: AeHerpylomee BemecTso: Moserasona (ypoara Monoruapar
51.72 mikr B nepectete Ha Mosetazona dypoar 50.00 axr
Strength / o3uposka 50 meg/dose / 50 Mkr/ao03a Date of Mfg. / Jlata npoussoncrea 06/2023
Dosage form / Melerccbdvoe;t: .nasal Sprﬂ)’f Cnpeii Diste-of Exp: / Fomen 1o 052025
Jlekapersenuas diopma HA3ATbHLIA 03HPOBAHHLIT
Product code / Koa npoayxra SRUQ30007EG40401E) Date of release / /lata Bbinycka 12,07.2023
. .68( T
Batch No. / Cepns Ne 12230619 Qty. Released / 63.680 BOT /
Konuyecrso Beinyumeno Jaakonon
Batch size / Pasmep cepun 69.444 BOT / draxonos Mfg,License No. / Jluuen3us ua MNB/10/832
MPON3BOACTBO (HoMep)
Inspection Lot No. / 040000472154 Mfg. License Date / JIuuensus na 30/04/2020
PerncTpaun oHHbI HOMep aHAM3A TPOH3BOACTBO (AaTa)
Package size / ¥naxoska 60 Doses / 60 ;103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nara)
; GMP Compliance certificate No. / GMP-
- NT: > .
NSkt Enitiox Russia / Poccas GMP ceprudukar (Homep) 015356/20/IN
Reference Specification No. / STP-CC-
Creundurauns roTosoro SPC-CC-063691 Reference STP No./ CITH Ne 640947
apoayrTa Ne :
| Mometasone Furoate Monohydrate/ | MEM-
API name / Hanvensosaune A®C ) i | API Batch No/ADC cepua Ne i 23405(IM-01)-
: MosteTazona (hy poara MoHOrHzpaT L o2
I L =
{ Manufactured by / Ilponssoanveas | Aarti Industries Limited. India / Aapriu Muaacrpus Jlumures, Micius
Ne | TESTS/IMOKA3ATEANX | LIMITS / TPEBOBAHIS OBSERVATIONS /
PE3YJIbTATDI
16. | Package Size / Ynakosra | 60 doses of suspension in a high density polvethylene vial with a dosing device and a
high density polyethylene cap. | vial and patient information leaflet in a carton pack. /
Io 60 nos cycneHsitu Bo (GnakoHe 3 NOANITUACHA BBICOKQI] A0THOCTH €
JO3MPYIOULIM YCTPONCTBOM M KONMAYKOM H3 MOJAN3ITHICHA nblcomﬁ‘[1191:—166’1{14;}-1:10 |
| hnakouy BMecTe © HHCTpYKUHETT o MEIH LITHCKOMY MPHMEHEHHK) Bullay ke kapTouﬂpﬁJ
5 s
Any deviation/Incident/O0OS: Non-applicable Ly

-

Orraonenns/necoorseTcrens/O0C: He NpUMeH MO

L
i
“z"‘f

}5}?”

Declaration of certification: ~I hereby certify that the above information is authentic and accurate, Th‘i%%;atgh of prodgiﬁhas

been manufactured including packaging and quality control at the
£p 2img 3

abovementioned site in full compl'i_aq’kt':'mm'{{ﬁé’fiMP

requirements of the local Regulatory Authority and with the normative document no, JII'[—NQ((JOI?IO)-{P”F-RU) dt.

25.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-:63691,

The batch processing,

packaging and analysis reviewed and found to be in compliance with GMP.”

3arawyene © COOTBETCTBHIL:
JOCTOBEPHOI{T il TOYHOI,
yKazaHHoli  Bblwe

HACTOA LK noaTsepxaalg, 410 NPEACTABNCHHAA BbllIe }[H({’JO[’)MHUPM ABAACTCA

Hatnas cepus Guina nponsseneHa (Brmouas YMAKOEKY/MADKHPOBKY 1l KOHTPOAL KayecTsa) Ha
MpOH3BOICTBEHHO{]
Mpouspoacreeannoii [pakturn (GMP) 70KaAbHbIX PErYNATOPHBLIX OpraloB M
JI-Ne(00171C)-(PT-RU)Y ot 23.01.2023
IlpoToKOABI NpOU3BOACTEA. VNAKOBKI( W NOKA3ATEIN KadyecTsa HaHHOM cepHu Obinn

[IOWAAke B MOMHOM  COOTBETCTEMH ¢ TpedoBaHuaai  Hammemawefi

TPeBOBAHUAMIN HOPMATHBHOMN A0KYMEHTALHI
ana puiHka Pocesu o yTsepmaerHof cnewduraniel SPC-CC-003691.
NPOaHANHINPOBAHLl 11 CaEIaHO

&
0

SAKTHOYEHIIE, 4TO OHI4 COOTBETCTRYKOT TpeboBan uan Hamnexawed [TponssoncrseHuoi; [TpakTiikn (GMP).

_l-’repared By / Ionrorosua

Signature / [loanuce

Checked By  Mposepun Approved ]3\ [ Omobdpua

Date / laTa [ 150671 12 15101123 K&;\G')’\ (125
Name / ®HO Yogesh Kumar Melta Atul Kumar Sandeep Semwal

Designation /
JOoNHHOCTS

Officer-QA Sr. Manager - QA !

Officer-QA

FOAMIQANS L0800



