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: glenmarkinbom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUNOUKAT AHAJIM3A T'OTOBOT'O INPOAYKTA

"Name of Product /
HaumeHoBanue npoaykuiy
Generic name /
HenaredToBannoe HAHMCHOBANHE

[ MOMAT RING

_ Pagelof8/Cip.tuss

Mometasone Metered-dose Nasal S pray 30 meg/duse

MOMETA30H CHPEil Nasal LB L03H poBanLT 50 Mir/ 103

Active Ingredients /
JeiicTByloe BelllecTBA

calculated for Mometasone Furoate 50.00 meg

51,72 mxr B nepeeyere na Momerazona §ypoar 50,00 nxr

I dose of the spray contains: Active ingredient: Mometasone Furoale Monohydrale 51.72 meg as i

1 1103a cnpes conepxcuT: AchCTBYIONIEE BenleeTBo: MomeTazona (ypoata MOHOPHAPAT

Strength / ,}lmu[mum: 50 mep/dose / 50 mxr/nosa | Date of Mfg. / Jlara npaumu,u_c'l [t} 12/2023 B
Dosage _f_orm / M'clcred-df)sc nasal spray{(,npcu Date of Exp. / Fomen g0 11/2025
Jlexapersenuas hopma HA3AILHLIN 103UPOBAHH LI ]
Product code / Koa npoaykra SRU0300071040401 DK Date of release / lata Boinycka 20.12.2023
Batceh No. / Cepua No 12231184 sl SO
. Koau'iecTso phinyuweno | ¢naxornon
Batch size / Pasmep cepun 34,722 BOT / Quakonon L 15 MO0 T o MNB/10/832
npou3BoACTBY (HOMep)
Inspection Lot NOL/ 040000499604 Mfy. License Datc / Jluucusus va 30/04/2020
PeruncTpaunonusiii Homep aHaau3a NPOUIROACTBO (AATA)
Package size / Ynakopka 120 Doses / 120 non SMASCompliancelceyicateiDater/ 18/06/2020
_____ GMP cepruurar (aaTa) )
3 AT fE T GMP Compliance certificate No. / GMP-
M_f]_r‘k_ﬁ LS iy i GMP ceprudmxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
CneuMdHKaUMA COTOBOr0O SPC-CC-063688 Reference STP No. / CTTM Nu ‘ '
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ P
API name / Haumenosanue ADOC . | API Batch No/A®C cepus Ne 23411(JM-01)-
Momerazona Qypoara Moiloruapat 001
| Manufactured by / TlponssoanTens | Aarti Industries Limited, India / Aaprn Wupacrpus Jiumyren, Munus
Ne | TESTS/TNNOKA3ATEJIU LIMITS / TPEBOBAHHUA OBSERVATIONS /
PE3YJAHLTAThI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of
semitransparent to non-fransparent consistency. / | non-transparent consistency. /
Ot Gemoro jo noutu Gemoro upera oT | [Toutw 6esioro userta
NONYNPO3PavHOil 10 HENPO3PAUHOH KOHCHCTEHLIMHM | HEMpO3paYHOH  KOHCHCTEHLUH

rycras cycnenius.

TYCTan CYCIIeH3us,

2. | Identification / UpenTudnkanis

a) Mometasone Furoate /
Mometasona dpypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main peak
in the chromatogram of standard preparation (refer
to Assay). / Bpems yaep»KuBaliHs OCHOBHOrO MHKa
Ha  XpOMarorpaMme  MCILITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATb BPEMEHW YNEPKHBAHUS
OCHOBHOTO NHKa Ha XPOMAaTOrpaMMe CTaHAaPTHOro
pactBopa  (cMm.  pasgen  «KoanuecTBeHHOE
OTIpEENICHUEY ).

The rctention time of the main
peak in the chromatogram of
sample preparation corresponds
to the retention time of the main
peak in the chromatogram of
standard preparation / Bpems
YEEPXHUBaHHS OCHOBHOTO ITHKA
Ha Xpomarorpamme
HCTILITYEMOTO pactBopa
COOTBETCTBYET BpEMEHH
YIASPXKUBAHUA OCHOBHOIO MHKa
Ha XpoMaTorpaMme
CTAHAAPTHOTO PacTBOPA.

\

Prepared By / IloaroTosna

Checked By / posepun

Signature / Iloanuct,

=il
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Approved By / Ono6pun
_J

Date / Hara o h'”\ Ay A Ve . DR \\ 1 e (24
Name / ®UO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation / Officer-QA Sr., Officer Sr. Manager - QA

Jonxuocrs

FCM/QADS4/08.00




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: slenmarkiaibom?. vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A TOTOBOI'O IIPOJAYKTA

Name of Product /
Haumenosanue npoaykinn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTenToBaHHOE HAUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Monmerazona ¢ipeii nasanuubli Avsuposansii 50 mic/103a

Active Ingredients /
JeiicTBylomne semecrsa

Strength / Mosuposka

1 dosc of the spray contains: Active ingredient: Momciasone Furoate Monoh
caleulated for Mometasone Furoate 50.00 meg

1 03a cupes CouepKUT: NeHCTBYIONIEE BELECTBO: MOMETa30Ha dhypoars Monorunpar
51.72 mkr B nepectere na Momerasona (iypoar 50.00 mkr

Wineg/dose / 50 mir/noza '

Date of Mfg. / JIara aponssoncisa

ydrate 5]._7511105; as |

[ 12/2023

Dosage form /

Metered-dose nasal spray / Cripeii

Kosnuectrso BuInymieHo

o " Date of Exp. / Togen ao 1172025
Jlekapersennan dopma BAFWILH RN IOINPORAH LT B
Product cude / Kop npuayicra SRUQ3000/1:040401 DK Date of rclease / [lata soinycka 20.12.2023
Rateh No, / Cepusn Ng 12231184 R et 12,320 BOT/

Mig.License No. / JIunenius na

pnaxanon

I’n;ﬂo{i/_(l“._z s

APl name / Haumenosanue A®C

Mometasone Furoatc Monohydrate/
Mowmerazona ¢rypoara monoruapar

API Batch No / A®C cepusi N

Batch size / Pasmep cepun 34,722 BOT/ {naxonos MNB/10/832
APOH3BOACTEO (HoMep) g
Inspection Lot No.‘/ 040000499604 Mfg. License Date {Jluuemlm Ha 30/04/2020
Pernerpaunonnniii momep anaiuaa NPOHIBOACTBO (AaT4) -
Package size / Ynakoeka 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP reprinduiat (nara) __|
: i GMP Compliance certificate No. / GMP-
| NI E G ARRIHGE RS GMP ceprudmrcar (nomep) 01556/20/IN
Reference Specification No, / STP-CC-
Cneuudnkanus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944
| npoaykra Ne
MFM-

23411(JM-01)-

001
Manufactured by / lpousnomsrrens | Aarti Industries Limited, India / Aaprn Hugacrpus Jusirren, Mg
Ne | TESTS/NOKA3ATEJIN LIMITS / TPEGOBAHUSI OBSERVATIONS /
) _ PE3YJIbTATLI
b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the
/ Bensankonus xaopux | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues Cy; | corresponding to the retention
and Cyq in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues C;» and
HCTLITYEMOTO pacTBOpd AOJKHBI 06napyxuneaThes | Cis in the chromatogram of the
TIKH, no RpeEMeHAM yaepxuBauusa | standard  solution. / Ila
COOTBETCTBYIOUING [IMKAM TOMOJIOroB GEH3aNKOHUA | XPOMATOrpaMMe  MCIIBITYCMOrO
xaopuaa  Ciz m Cu  Ha  xpomaTorpamme pacTBopa obHapyxuBajoTCH
_ CTAHJIAPTHOTO pacreopa (oM. pasnen | nukw, 1o BpEeMeHaM
/e = «Konuuecteennoe onpenenenve). YIAEpKMBaHUS
{5 ; COOTBETCTBYIOLHE NHKaM
(] TOMOJIOTOB OeH3anKoHMA
T wioppaa Ciz u Cpuy wa
D XPOMATOrpamMMe  CTaHAAPTHOTO
T, pacTsopa.
| 3. [ pH SR From 4.30 to 4.90 / Ot 4,30 510 4,90 4.71/4,71
4. | Density / llnornocTh From 0.950 to 1.050 g/cm?/ 1.002 g/cm® / 1,002 r/cm®
Or 0,950 no 1,050 r/em?
5. | Viscosity / Bsiskocrs From 30 to 130 cPs / Or 30 mo 130 cII3 57.3 ¢Ps/ 57,3 cll3

Prepared By / Iloarotopua

Checked By / I1posepua

Appro\\ed By / OnoGpun

Signature / Hoanuce - T =
£ i =X (A — =
Date/ JaTa AR RN Nev q . \\\NAW‘L 3 {\ \ \2A 1L S
NAmeTIUMO Atul Kumar Akshit Bhardwaj Sandeep Semwal
onati
el Officer-QA Sr. Officer Sr. Manager - QA

Honxuocrs

FCMIQAOS4/08.00
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Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205, India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOUKAT AHAJIN3A TOTOBOI'O IIPOAYKTA

Name of Product/
HanmeHoBaH e Npoay KL

MOMAT RINO
MOMAT PHHO

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

Page3 o8/ Crp.3us g

Generic name /
HenaTeHTOBAHHOE HAUMEHORAHHE

Active Ingredients /
JelicTBylomHe BEMecTBA

Mometasone Metered-dose Nasal Spray 50 meg/dose

MomeTasoua cupeil nasanLHbii AosupoBaHHbLIH SO MKI/n03a
1 dose of the spray contains: Active inpredicnt; Momgetasone Furoate Monohydrate 51,72 mep as
calculated for Mometasone Furoate 50.00 meg
1 1034 clpest colepxdt: aeHersyloniee seectso: Momerasona (ypouard Molormipa
51,72 mxr B nepecyete Ha MomeTtazona ypoar 50,00 Mkr

API name / HaumeHoBanue AQ@C

Mometasone Furoate Monohydrate/
Mowmerasona ypoara MOHOTHAPAT

API Batch No / ADC cepusa Ne

| Strength / losuposra 50 meg/dosce / 50 Mkr/nosa Dale of Mfg. / lara npon3BoacTea 12/2023 N
Dosage form / Metered—d_gse nasal spray / Cnpeii Date of Exp. / Tonen no 112025
JlexapcTeeHHas opma Ha3anbHbIK JO3MPOBAHHBIA .
Product code / Kog tipoayria SRUO030007L:040401DIC Date of release / Jata seiyera 20.12.2023
Batch No. / Cepus No 12231184 LAY S I

. | KonuuecTBo BHINYWEHO Quraronoy
Batch size / Pasmep cepiut 34,722 BOT / ¢naxoHos 3115 B DI e MNB/10/832
MPOH3BOACTBO (HOMe]) 1
= = ;
Inspection Lot 1\0'.,/ 040000499604 Mfg. License Date / JIuneusna na 30/04/2000
PerncrpalnoHHbIi HOMep AHAMN3A MPOU3BOACTEO (1aTA)
Package size / ¥ nakosica 120 Doses / 120 403 g ateiDn el Wy TG00
GMP cepruduxar (nata) i -
- GMP Compliance certificate No. / GMP-
Market / Poitok Russia / Poccus | GMP cepruduicar (somep) 01556/20/IN
Reference Specification No. / STP-CC
Cneuuduriauus rotoporo SPC-CC-063688 Reference STP No. / CITH Ne 040944 )
npoayKra Ne
MFM-

23411(JM-01)-
001

Manufactured by / flponssoautens

Aarti Industries Limited. India / Aapru UHnactpus Jlumuren, Mnnus

Ne | TESTS/IIOKA3ATEJIN

6. | Osmolality /
OCMOAIILHOCTh

LIMITS / TPEBOBAHUSI

From 250 to 350 mOsm/Kg
Ot 250 go 350 MOcmM/kr

290 mOsm/Kg
290 MOcwM/kr

OBSERVATIONS /
PE3YJIbTATbI

7. | Net content/ Macca
coaepKumMoro dhiakona

Not less than 18 g/ He meHee 18 ¢

183g/183r

8. | Number of deliveries per
container / Konnuecrso
A03

MPOKAYKY)

Not less than 120 doses (discard the first pumping)
/ He mMeHee 120 103 (He cunTas NEPBAYHYIO

9. | Pump delivery /
Macca 103bl

theoretical dose mass /

oT TeOpeTHl{CCKOﬁ MacCChl 103bl;

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

WMHpuBupyansHast Macca no3bi: ot 85 % no 115 %

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /

Cpennssa Macca no3el: oT 90 % a0 110 % ot

|| TeopeTndeckoit Macchl 103kt

160 doses / 160 po3

Minimum / Munnmym: 93.4%
Maximum / Makcumym: 107.9%
Average / Cpennee: 103.7%

Prepared By / IToarorosu.a

Checked By / IIposepun

Apprdved By / Ono6pun
——

Signature / Ioanuco 15_5,4 é A:\__H —_— o
Date / Jata W s T e 21 \ 14 Vg
Name / ®M1O

Atul Kumar

Akshit Bhardwaj

L]
Sandeep Semwal

Designation /
JlonxkHocTh

Officer-QA

Sr. Officer

Sr. Manager - QA

FOMIQADSA/08 00




Glenmuark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.
Distt. Solan llimachal Pradesh 173205, India

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIU3A TOTOBOI'O NPOJIYKTA

1 Phone: +91-1795 249300 Fax: +91-1795 249310 email: glenmark@@bom2, vsnlnelin

Page 4 uI'Fii('—rE. 4u38

Name of Product /
HanmeHoBanue npoaywii

| MOMAT RINO

MOMAT PUHO

Generic name /
HenarenTtoBalinoe HanMeHOBAHIC

Momelasone Mctered-dose Nasal Spray 50 mcg/do'seh N

MomeTasona enpeil nasanbALIA josponaLii 50 pi/iosa

Active Ingredients /
JleficTByt0lLHE BelleCTBA

I dose of the spray contains: Active ingredient: Mometasone Furoate Monoh

caleulated for Mometasone Furoate 50.00 meg

| nosa Cripes CONEPKUT: llCﬁCTBleLL[CC BelECTBO: MoMmeTaszona (l)ypOﬂTZl Monoruapar

51,72 Mkr B nepecucre 1ta Mometasona hypoar 50,00 mkr

ydrate 51.72 meg as

Strength / Tosuponia 50 meg/dose / 50 Mxr/nosa Date of Mfg. / Jlata npomssoactoa 12/2023
Dosage form / Metered-dose nasal spray / Cnpei
Jlekapersenuan Qopma HA3AILHBIA AOSMPOBAHNLIF DEISEEBT Foncﬁu A A2
Product code / Koa npojyicra SRU03000704040 1 DK _| Date of release / lata suinycia 20.12.2023
Batch No. / Cepus Ne 12231184 SIbcIReleased 32,320 BOT/
KonnuecTBo shinyuieno nakonon
Batch size / Pasmep cepun 34.722 BOT / pnaxonon Mfg.ylcense Sl iR R MNB/10/832
APOHIBOACTEO (HOMEp) ol
ljnspecflon Lot NOL/ 040000499604 Mfg. License Date / JInueusns ua 30/04/2020
PeructpaunoHnsii Homep ananusa NPOH3BOACTBO (1aTa) =
Package size / Ynakosia 120 Doses / 120 no3 G,MP K PLAEEICentTeR eIt 18/06/2020
GMP ceprudiurar (1ara)
i f . GMP Compliance certificate No. / GMP-
NRAIES Al RA-iuliRoCe GMP ceprugnikaTt (nomep) 01556/20/IN
Reference Specification No. / STP-CC
Cneundukauns rorosoro SPC-CC-063688 Reference STP No. / CITH Ne :
. 040944
npoaykra Ne
MFM-

API name / HaumenoBanne ADC

Mometasone Furoate Monohydrate/
Mowmerazona (ypoara Motoruapar

API Batch No / A®C cepus Ne

23411(IM-01)-
001

Manufactured by / Ipoussoanrens

Aarti Industries Limited, India / Aapri Mupacrpus Jumuren. Munun

Ne | TESTS/TIOKA3ATEJIH LIMITS / TPEGOBAHUS OBSERVATIONS /
PE3YJbTATLI
10. | Particle size / Particles <10pm in size: Not less than 90% 99.7% / 99,7%

Pasmep yacrny

Hactau pasmepom < 10 mxm — 1ie Meree 90 %:;

Particles < 30pum in size: 100%

YacTuy pasmepom < 30 mxcm — 100 %

Particles > 30pm in size: Should be absent
YacTaue! pazmepom > 30 MKM — 10MKHbI

OTCYTCTBOBATH

100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeaumMeHTaumHOHHas
yeTOolH4YHuBOCTL

Not less than 5 min / He Menee 5 Mu.

i

s
Dt

Complies /
CoorBercTByeT

Prepared By / IloaroToBus

Checked By / lIposepuan

Signature / ommes

= N

(A —

Ap proﬁzd By / O_,EI_Oﬁ]JII.Il

Date / laTa A\ i . AV Rl 2\ \\ ot
r\ \'\_\\ ™A \ =
Name / ®MO Atul Kumar Akshit Bhardwaj Sandeep Semwal
Designation /
esignation Officer-QA Sr. Officer Sr. Manager - QA

Hosxuocrn

FCMIQA054/08.00




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

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®HUKAT AHAJIM3A TOTOBOI'O ITPOJAYKTA

" Name of Product /

MOMAT RINO
MOMAT PUIIO

Haumenosanne npody i
Generic name /
HenareHToBaHHOE HAUMCHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mqﬁ)se

MomeTazona cnpeit HazaibHbL AnspoBsaiLi 50 Mkritosa

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

Page S of § /¢y p-Sws 8

Active Ingredients /
JlelicTByrom1e BewecTBA

I dose of the spray contains: Active ingredient: Mometasone Furoate Monoh

calculated for Mometasone Furoate 50.00 mcg

| noza CNpest COUCPHHT. ,HCHCTB)’K)IIICC BeuiecTso: Monerasona (])ypoaTa Monoruvapar

51.72 mir B nepecyere Ha Momerasona hypoar 50,00 mxr

ydrate 5_1.—77mcg as

50 meg/dose / 50 Mkr/noza

Date of Mfg. / lara npouIBOACTEA

12/2023 B

Dosage form /
JlekapeTBennas opma

Metered-dose nasal spray / Cripeti
Ha3aNbHLINA IO3HPOBAHH B

Date of Exp. / Toaen a0

Product code / Koa nponyira

SRUO030007E040401DK

Date of release / /laTa sotnycica

20122023

1172025

Batch No. / Cepust Ne

12231184

Qty. Released /
KosingecTBo Bblinyuieno

32,320 BOT/ |

Mfg.License No. / JIunensus ua

(paaronon

API name / Haumenosanue AOC

Mometasone Furoate Monohydrate/
Momerasona dypoara monorumpar

Batch size / Pasmep cepun 34,722 BOT / {)naxoHor MNB/10/832
NPOHIBOACTEO (HoMep)
Inspection Lot NO'../ 040000499604 Mfg._Llcense Date / JInuensusi 1a 30/04/2020
_PerucTpanuonHbIii Homep anaansa NPOHIBOACTEO (1aTa) =
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nata)
. GMP Compliance certificate No. / GMP-
MapkeQ/IERIHTR RUSSiaAR xR GMP cepruduicar (nomep) 01556/20/IN
Reference Specification No. / STP-CC
Cneundukauus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944 .
npouaykra Ne
MFM-

API Batch No / AQC cepusi Ne

23411(JM-01)-
001

Manufactured by / Nponssoanresns

Aarti Industries Limited, India / Aapru Mupacrpus dnvurer, Anaua

Ne | TESTS/NIOKA3ATEJIN

LIMITS / TPEBOBAHMUA

OBSERVATIONS/
PE3YJBbTATDI

12 Impurities / lpumecn

Impurity 8 DM /
IMpumecu § DM

Impurity DMC /
IMpumecu DMC

Impurity D /
Mpumecn D

Any individual unspecified
impurity / EAMHUYHOMH
HEHJEHTH() MIUPOBAHHON
HpUMecH

Total impurities /
CymMbl npuMeceit

Not more than 0.15 % / He 6onee 0,15 %
Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6osee 0,20 %

Not more than 0.60 % / He 6osee 0,60 %

0.01%/ 0,01%

0.01%/0,01%

0.03%/ 0,03%

0.11%/0,11%

Not Detected/ He o6Hapyskeno

Prepared By / Tloarotosun

Checked By / Ylposepun

Approve\' By / Ono6pun

Signature / Iloanuck

——

(A —

P

Date / laTa -7,\»\\.\3\,.\,.‘ w\\\»‘/\-w—: i Syl ey

Name / ®HO Atul Kumar Akshit Bhardwaj Sandeep Semwal
ignation /

Designauon Officer-QA Sr. Officer Sr. Manager - QA

JlonHOCTE

FCM/QAD54/08.00




Glenmark pharmaceuticals Led
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Iy Distt. Solan Himachal Pradesh 173205, India
1oy 4 2k Phone: +91-1795 249300 Fax: 191-1795 249310 email: glenmarkbom?. vsnl.net.in
CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIM3A T'OTOBOTO NMPOAYKTA

Page 6 of8 / Cip. 6uy 8

Name of Product/ MOMAT RINO ]
Haumcenopatne npoayi | MOMAT PUHO — _ e
Generic name / Mometasone Metered-dose Nasal Spray 50) mceg/dose

HenarenTopannoe nanmeHoBanue Mowerasona cupell nasanbumil gaanposainiii SO Mk fiosa -
I dose of the spray contains: Active ingredient; Mometasone Furoate Monohydrate 51.72 meg as

Active Ingredients / calculated for Mometasone Furoate 50,00 meg
HelicTBylomne sewecrsa I no3a cnpest conepxnr: aclicrsyoniee sewectso: Momerasona (ypoara Monrormpar
| 51,72 mxr B nepecuete na Momerasorna (Qypoar 50.00 micr
Strength / Jlosuposika 50 mepfidose / S0 mirfnoza Date of Mfg, / lara npoussoacisa 12/2023 ]
Dosage f_m'm / Mf:[cl‘ed»duose flasal spray / Cropeid Date of Exp. / Togen ao 1172025
_Jlekapersenuan opnrin HA3aNbH I JIO3HPOBHHLIT
Product code / Koa nponykra SRU030007E040401DK Date of release / Jlara Buinycia 20.12.2023
Batch No. / Cepusi Ne 12231184 Qty. Released / 32,320 BOT/
. Konnvecrso seinymeno | praxonos
Batch size / Pazmep cepun 34,722 BOT / ¢naxornon Mfg.License No. / Juuewsusn na MNB/10/832
NPOH3IBOACTRO (Homep)
lnspec?lon Lot No.u/ 040000499604 Mfg. Llcen_se Date / JInuensus na 30/04/2020
Perucrpamonnmii nomep aHasM3a npouIBoOACTEO (HaTa) T
Package size / Ynatoica 120 Doscs / 120 nos GMP Complinnce certificate Date/ | .00
i GMP eeprudmrar (anTa)
. GMP Compliance certificate No. / GMP-
>
Market / Poinox Russia / Poccus GMP ceprugpmkar (omep) _ 01556/20/IN
Reference Specification No. / STP-CC-
Cnenudurxauun rotosoro SPC-CC-063688 Reference STP No. / CIIU Ne
040944
npoayKra Ne =
Mometasone Furoate Monohydrate/ Bl
API name / Haumenosanue A®C i API Batch No / A®C cepun Ne 23411(JM-01)-
Mowerazona dypoara MmoHormpar 001
| Manufactured by / Ipouseoanrent. | Aarti Industries Limited, India / Aaptn Munacrpus Jussren, Miis
| N | TESTS/MOKA3ATEJIN LIMITS / TPEGOBAHMUS OBSERVATIONS /
|—— PE3YJILTATBI
13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havano:
and Uniformity of from 10 vials) can deviate more than + 20% from the average. [ § i imum / Munnmym: 94.9%

. value and not any dosc can deviate more than % 25% from the .
Delivered Dose/Cpem{;m average value. The mean should not exceed % 15 % of label | Maximum / MaKCHMyM:107.]%
locTaBasieMan 103a 1 claim Mean / Cpenuee:100,0%
OJHOPOAHOCTHh lzfg/to 6 dosels d;\(/)iate lmore than £ 20% but not more than +
= 5%, test another 20 vials,
ACCABIACMONIN03ET Not more than 6 of 60 doses can deviate more than 4 20 % from
the average value, and not any dose can deviate more than
+ 25% from the average value. The mean of each determination
should not exceed 4 15 % of label claim, END / Konenu:
He Gonee 2 113 20 no3 (10 Hawansusix 203 1 10 KOHEURBIX J03) Minimum /MHHP[MyMZ 97.1%
MOCYT UMETh OTKJIOHEHHE OT CPEAHErO dnaveHus Gofee uyem . . 0
+20%, W un onHa no3a He nojmkua MMeTh oTkmowemse or | Maximum / Makcumym:105.0%
CPEIHEro 3HaueHHs Gonee uem 25 % Cpeanee snadenmne He | Mean / Cpeanee: 100.0%
AOJLKHO npessiath & 15 % ot 3assneluoro.
Eenn o1 3 10 6 203 umeior oricionenin Gojee uem £ 20 %, Ho
MeHeEe dem & 25 %, To HeNLITLIBAIOT aneaytoume 20 guakonos,
He Gonee 6 w3 60 no3 Moryr msers oTkaoHeie ot CpCiHern
suauchin Gonee vem =20 %, 1 i omHa 103 He JomiEHa umetn | /e
OTKJIOHEHNC OT CPLUNHEro 3HaueHus Bonee Hem 4 25 %, Cpeanee | [
SHAYCHIC KAKAOIO ONPEACAEHHS HE A0ILKHO NpeBbimaTh £ 15 % | |
OT 3asBJEHIOrO.

B
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Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIU3A I'OTOBOT'O IIPOAYKTA
" Page 7 of 8 / Cmp 7l
Name of Product / MOMAT RINO
Haumenosanue npoaycunn . MOMAT PUHO o
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTenTosannoe nanmenosanne | MoMCTa30Ha CHPEH HazanLULIE 103MpoBaITLI 50 MKI/1033

[ dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 5 1.72 meg as |
pray £ g

Active Ingredients / caleulated for Mometasone Furoate 50.00 meg
JeiicTByonue BeiiecTsa 1 nosa cnpes cosepxur: aciicrayiouee Bemecreo: Mometaszong (ypoara MmoHorMApaT
51.72 mxr B niepecuere va Momerazona (pypoar 50,00 mir o
Strength / loanposica 50 meg/dose / 50 mxr/nosa Date of Mig. / [lara npousponcrea 12/2023 ]
Dosage form / M.etered-dvose Inasal spray iLI‘IiJCIi Date of Exp. / Cozen xo 112025
Jlexapersenuan dopma HA3AILHBIH JI03HPOBAHHLIA = . De _
Product code / Koy npoayicra SRU030007E040401DK Date of release / Jlara Botnycxa 20.12.2023 ]
Batch No./ Cepra Ne 12231184 R0 tyiteleasedl 32,320 BOT/
Koanuectno Buinymeno (nakonos
Batch size / Pasmep cepun 34,722 BOT / {nakoros Mfg.Llcens‘(? TR B MNB/10/832
. NPOMIBOACTBO (HOME])
Inspection Lot No.v/ 040000499604 Mfg. License Date‘/ JlHuensus Ha 30/04/2020
Peruerpaiomintii nomMep anajiuia NPOHIBOACTEO (AaTa)
. ) GMP Compliance certificate Date /
Package size / YnakoBka 120 Doscs / 120 no3 GMP ceprudmxcar (aara) 18/06/2020
. GMP Compliance certificate No, / GMP-
MIGRKEG ROk SUSSiatery GMP ceprudukar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Crneundurxauunn rotosoro SPC-CC-063688 Reference STP No. / CITU Ne 640944
npoayia Ne
Mometasone Furoate Monohydrate/ M
API name / Haumenosaune AGC - gt API Batch No / ADC cepus Ne 23411(JM-01)-
Mownerasona yypoara Monoruapar 001
Manufactured by / Mponssomurens | Aarti Industrics Limited, India / Aapru Wupacrpns Jumuren, Mo
Ne | TESTS /IIOKA3ATEJIN LIMITS / TPEFOBAHMS OBSERVATIONS /
PE3YJIbTATbI
14 | Microbiological Purity / Mukpo6uonoriuecias aucrora
Total aerobic microbial Not more than 10? cfu per 1ml of the product / He Less than 10 cfw/ml /
count / O61ee uncno 6onee 102 KOE B | Mn npenapara Meuee 10 KOE/Mn
adpo6HbIX
MUKPOOPraHU3MOB
Total yeast and moulds Not more than 10' cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obuwee wcso 6onee 10" KOE B 1 M1 npenapaTa Menee 10 KOE/mMn
JIPOXOKEBBIX U [IIECHEBBIX
rpuboB
Pseudomonas acruginosa Absence per 1 ml of the product / OrcyTcTBre B 1 Absent / OtcyrcrByer
MJI Iipenapara
Staphylococcus aureus Absence per 1 ml of the product / OrcyTcTsue B 1 Absent / OrcyrcryeT
MJI Ipenapara
15. | Assay / KomuecTBenHoe onpeaesieHue _
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 101.5% /101 ,5‘}{ e
Mowetasona dypoar 85,0 % no 115,0 % ot 3asiBNEHHOTO coaepKanus [T
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / OT | 97.9% /97,9“/%5
BeHzankonus xnopun 80,0 % 10 120,0 % oT 3aABIEHHOTO COAEPIKAHHSA LT o ’7/1‘4
\% 14703 o/
' S apac®or”
Prepared By / Ioarotosun Checked By / Iposepna Approvéd By /' Onoopiin
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHUO®UKAT AHAJTU3A TOTOBOI'O IPOAYKTA

Pige 8 of 8 / Crp. 8 s 8

Name of Product /
HaumeHoBaHMe npojyKuuy

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HaMMeHoBARTIE

Active Ingredients /
leticTeyomme Bewecrsa

Mometasone Metered-dose Nasal Spray 30 meg/dose
MonmeTasona CHpeit HasTLHLIR AOSHPEBAHILIA 50 MEKI/J1034
I dose of the spray contains: Active ingredient; Mometasone Furaate Manohydrate 51,72 meg as
calculated for Mometasone Furoate 50,00 meg

1 ro3a cripes couepxut: Aciictayioutee sentectno: MoMerasona (ypoara MOUOTHApaT

51,72 mkr B nepecuere na Moserasona (hypoar 50,00 mxr

Streng_th ! loaupogica 50 mep/dose / 50 mxr/ao3a Date of Mfg, / lata npousroncTra 1272023 J
Dosage form / M‘e.te-rcd-dlwsa 'nasal spray { Cripeit Date of Exp. / Foaen 1o 112025
Jleapersenan Gopma HasaNpHLIA A03HPOBAHHLIH
Product code / Koa npoaykra SRUO030007E040401DK Date of release / lara Bbinycka 120.12.2023
Batch No. / Cepus Ne 12231184 (e K Cloed 32,320 BOT/
Konuvectso Boinymeno _{naxonon
Batch size / Pasmep cepin 34,722 BOT / {naxonon Mfg.License No. / uuetsns 1a MNB/10/832
MPOH3BOACTBO (HOMEp)
lnspccflon Lot NOL/ 040000499604 Mfg. License Date / JJuuensns ua 30/04/2020
Pernerpamonnbiii Homep anaausa npoRIBORCTBO (AATA)
Package size / Ynakobka 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (nara)
g R GMP Compliance certificate No, / GMP-
Market / Puinox Russia / Poccus GMP ceprugurar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuugurauns rotosoro SPC-CC-063688 Reference STP No. / CITH Ne 040944 ]
| npoayxTa Ne
Mometasone Furoate Monohydrate/ Wil
API name / Haumenoanne AOC i API Batch No / ADC cepun Ne 23411JJM-01)-
Mowmerazona dypoara monoruapar 001
| Manufactured by /Xlponssoaurens | Aarti Industries Limited, India / Aapri Muacrpus Humuren, Muaus
| Ne [ TESTS/TIOKA3ATEJU LIMITS / TPEFOBAHMS 1 OBSERVATIONS /
PEIYNhTATHI

16. | Package Size / Ynakopka

120 doses of suspension in a high density polyethylene vial with a dosing device and a
high density polyethylene cap. | vial and patient information leaflet in a carton pack. /
o 120 nos cycnewsun Bo ¢nakome M3 MONMITMNEHA BHICOKOM MNOTHOCTH C
AO3MPYIOIMM YCTPOUCTBOM U KOJNMAYKOM K3 NMOJUITHIEHA BRICOKOHN mIoTHOCTH. T10 1

Any deviation/Incident/OOS: Non-applicable
Ovrkionenus/uecoorsercrenst/O0C: He npumeHumo

(prrakoHy BMecTe ¢ MHETPYKUMETE 110 MEAMUMHCKOMY NPUMEHEHNIO B MTAYKE KAPTOHHOMH.

[ i

[y c_/ju\\\m\’ﬁ el

Declaration of certification: “I hereby certify that the above information is aulhunlié and accurate. This batch of product has
been manufactured including packaging and quality control at the abovementionéd ssite in full compliatice with the GMP
requirements of the local Regulatory Authority and with the normative docuniépt no. JITI-Na(001710)-(PT-RU) dt.
23.01.2023 in market Authorization of Russia and submitted specification no. S‘I“Qf"c?fg;}(gﬁr'ggﬁ&.iil?ﬁe batch processing,
packaging and analysis reviewed and found to be in compliance with GMP.” e—

3akmoycHue o COOTBETCTBHHM:

HacCTOs UM MOATBEPXKAAKD, UTO npencTtaBiCHHasA BBIILE anbopmaum ABNACTCS

ROCTOBEPHOH M TOuHOM. [aHHas cepus Gblia mpoMsBeseHa (BKIouas YHaKOBKY/MapKUpPOBKY ¥ KOHTPONb KauyecTBa) Ha

YKa3aHHOW  BbllLE

NPOU3BOACTBEHHOM

[owazke B TOJHOM  COOTBETCTBHM ¢  TpeGoBanuaMu Hamnexameii

IIpousBoacTeenHoi [paktikn (GMP) nokansHbIX PErYJATOPHEIX OPTaHOB W TPeOOBAHMAMH HOPMATHBHOMN AOKYMEHTALHM
JII1-Ne(001710)-(PI-RU) or 23.01.2023 nmns peiHka Poceun u yTBepikaeHHOH cneumdukanmeii Ne SPC-CC-063688.
TIIpoTOKONB MPOM3BOACTBA, YNMAKOBKM M MOKA3aTENH KauyecTsa AAHIOH cepur ObUIM THPOAHANM3NPOBAHBI U CHEIAHO
SaK/I04EHHE, YTO OHH COOTBETCTBYIOT TpeGoBaHuaM Hamexxawueii [TpousBoacTeen oM IMpaktuku (GMP),
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