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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIN3A TOTOBOI'O ITPOJAYKTA
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Name of Product /
HaumMeHoBaHHE NPOAYKUUH

‘MOMAT RINO
MOMAT PHHO

Generic name /
HenaTtenToBaHHoOe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTasona cripeit HazajibHbIH 103upoBaHHbIM 50 MKI/103a

Active Ingredients /
JelcrBytomue Bemecrea

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

calculated for Mometasone Furoate 50,00 meg

1 no3a cniped copepxut: AeHcTBYyOILEE BewEecTBO: MomMerasona (ypoara MOHOrHIpAT

51,72 mxr B nepecyere Ha Momerasona gypoar 50,00 Mkr

Strength / losanpoBka 50 mcg/dose / 50 mMxr/noza Date of Mfg. / llara 07/2024
NMPOU3BOACTBA
Jl;osage form / Me%ered-dvose 'nasal spray { Crpeii Date of Exp. / Tonen 10 06/2026
eKapcTBeHHas popma Ha3aJbHbIH JO3HPOBAHULIA
Product code / Kon npoaykra SRUO30007E040401EJ Date of release / lara Boinycka 27.07.2024
Batch No. / Cepun Neo 12240769 Qty. Released / 64,420 BOT/
‘ KosanuecTBo BbinyuieHo (akoHOB
Batch size / Pasmep cepun 69,444 BOT / raxonon Mfg.License No. / uuensusn va | 1\ ipy10/832
NpOH3BOACTBO (HOMep)
Inspection Lot No.v/ 040000537685 Mifg. License Date / JIunensnst Ha 30/04/2020
PerucTpaumodublii HoMep aHaju3a NIPOM3BOACTBO (AaTa)
' ’ GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 103 / 18/06/2020
GMP cepruduxar (nata)
. GMP Compliance certificate No. / | GMP- ,
Market / Pomox Russxa/ Pocens GMP ceprudmxar (Homep) 01556/20/IN
Reference Specification No. /
Crenuduxanus rorosoro SPC-CC-063691 Reference STP No. / CITA Ne STP-CC-040947
npoayxra Ne
API name / HaumenoBarue A®C Mometa'sone Furoatfs‘ Monohydrate/ | API Batch No / A®C cepusi Ne MFM-23425(1M-
Mowmerasona dyypoara MOHOTHIpaT 01)-001
Manufactured by / lIpoussoaurens | Aarti Pharmalabs Limited, India/ Aaptu ®apmana6e JTumuren, Unauns
Ne | TESTS /TTOKA3ATEJIA LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJbTATBI

1. | Description / Onucanue

White to off white thick suspension of
semitransparent to non-transparent consistency. /
Or ©Oegoro a6 nouru Gejoro IBeTa . OT
N0l IPO3PAYHOil 10 HENpO3pauHOi KOHCUCTEHUMHU
rycras CycHeH3us.

Off-white thick suspension of
non-transparent consistency. /
Iouru Oestoro " usera
HENpo3pauHoil  KOHCHCTEHLUH
IycTas CyClIeH3Hs.

2. | Identification / Mnenrnduxanus

a) Mometasone Furoate /
MomeTtasona ¢pypoar

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). / Bpema ynepKHBaHus OCHOBHOTO IHKA
Ha  XpOMaTorpaMme  HCTILITYeMOr0  pacTBopa
JOJUKHO COOTBETCTBOBATL BPEMCHM YACPIKHBAHUS
OCHOBHOI'0 TIHKA HA XPOMATOIpPaMMe CTaHAapTHoro
paciBopa (cM. pasnen «Konnyecreennoe
ONPEACTCHHEY ).

The retention 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
YOCPKHMBAHUS OCHOBHOIO IHKa

ua XpOMAaTorpamMme
VICTIBITYEMOTO pactBopa
COOTBETCTBYET BPEMCHU

YUCPXKHBAHUS OCHOBHOTO - 11MKa
Ha XPOMATOTPIMME
CTAHAaPTHOIO PAcTBOPA.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIN3A I'OTOBOT'O ITIPOAYKTA
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Name of Product /
HaumenoBanue npoayxuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHToBaHHOE HAMMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose

MoweTasona cripeii HasamsHBIA Ao3upoBaHbii 50 Mkr/no3a

Active Ingredients /
JeficTByiomme Bewecrsa

1.dose of the spray contains: Active ingredient: Mometasone Furoate Monohydxdte 51.72 meg as

calculated for Mometasone Furoate 50.00 mcg

1 nosa cripes comepxut: AeicrByromee seimecTso: Momerazona (pypoara MOHOIHApPAT

51,72 mxr B nepecyere Ha Momeraszona gypoar 50,00 Mkr

Strength / Josuposka 50 mecg/dose / 50 Mxr/nosa Date of Mfg. / Jlata 07/2024
NPOU3BOACTBA
Dosage form / Metered-dose nasal spray / Cnpeu
JlekapcTBenHas popma ‘HasabLHbIA A03UPOBaBHbIH Date of Exp. / T'oxen o 06/2026
Product code / Ko npoaykra SRUO30007E040401EJ] Date of release / lata Boinycka 27.07.2024
Batch No. / Cepust Ne 12240769 Qty. Released / 64,420 BOT/
KosnuecTBo BoInyuieHo ¢rakoHoB
Batch size / Pasmep cepun 69,444 BOT / dnaxonos Mig.License No. / lunensua na MNB/10/832
Npou3BOACTBO (HOMep) -
Inspection Lot NOL/ 040000537685 Mfg. License Date / Jluuensus Ha 30/04/2020
Peructpaunonsbiii Homep aHaau3a NIPOU3BOJACTBO (JaTa)
: o . GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 no3 / 18/06/2020
GMP ceprudmxar (nara)
. GMP Compliance certificate No./ | GMP-
Market / Poivox Russia / Poccus GMP ceprudmicat (Homep) 01556/20/IN
Reference Specification No. / ~ ’ ‘
Cneuudukaumsi roroporo SPC-CC-063691 Reference STP No. / CTTU Ne STP-CC-040947
npoaykra Ne ‘
) . Mometasone Furoate Monohydrate/ . . MFM-23425(IM-
API name / Haumenosanne A®C Momerasona dypoaTa MOHOMHIPAT API Batch No / ADC cepus Ne 01)-001
Manufactured by / Ilpoussopureas | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mumus
Ne | TESTS/TIOKA3ZATEJN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATHI

b) Benzalkonium chloride

/ BeH3aaKOHHS XJI0PH

The chromatogram of the sample solution should
contain peaks corresponding to the retention times
of peaks of benzalkonium chloride homologues Cy,
and Cy in the chromatogram of the standard
solution (refer to Assay). / Ha xpomarorpamme
HCIILITYEMOTO PAacTBOPA JOJIKHBI 0BHapyKUBATHCH

NMKH, o BpEMeHam yaepxupanuda | standard  solution. ~ / Ha
COOTBETCTBYIONIHE TUKAM I'OMOJIOIOB OeH3AJAKOHUS | XpOMATOrpaMMe  HCIBITYEMOro
xaopuna  Ciz u Cp " Ha  xpoMaTtorpaMmme | pacTeopa 00 HaPYKHBAIOTCA
CTaHNAPTHOT'O pactBopa (cm. pazaen | I, no BpeMeHaM
«KonuuecTBeHHOE OnpeaeneHHes). yIEP)KUBAHUSA
’ COOTBETCTBYIOUIHE IMKaM
FOMOJIOTOB OeH3aIKOHUS
xiopuaa  Cpp m Cyy  wa
XpPOMATOrpaMMe  CTaHAapPTHOro
pacTBopa.

The chromatogram of the
sample solution contain peaks
corresponding to the retention
times of peaks of benzalkonium
chloride homologues C;; and
Cis in the chromatogram of the

3. | pH

From 4.30 10 4,90/ 071 4,30 no 4,90

4.626 /4,620

4. | Density / IlnoruocTi

1 From 0.950 to 1.050 ¢ &,/@m /

071 0,950 10 1,050 r/cm®

1.005 g/cm? / 1,005 r /em®

5. | Viscosity / Bsisgocers

From 30 to 130 ¢Ps/ O130 10 130 ¢T3

42.4 cPs /424 ¢lls
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CEPTU®HUKAT AHAJIN3A I'OTOBOI'O NPOAYKTA

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
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Name of Product /
Haumenosanue npogyKumun

MOMAT RINO
MOMAT PHHO

Generic name /
HénareHToBannoe HaUMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona cripelf HasaNbHBIN 103UpoBanHbIK 50 MKI/1032

Active Ingredients /
JeficTByromue Bemecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 no3a cnipess conepxuT: AeHcTBYIOMEe BewecTBo: MoMeTazona dypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momerasona gypoar 50,00 mxr

Strength / lozauposka 50 meg/dose / 50 mxr/noza Date of Mfg. / Jtata 07/2024
NPOH3BOACTBA
Dosage form / Metered-dose nasal spray / Cripeit o :
JlexapcTBeHHas dopma Ha3aIbHBIR JO3HPOBAHHBIH Date of Exp. / T'onen o 06/2026
Product code / Koa npoaykra SRU030007E040401E] Date of release / JlaTa Buinycka 27.07.2024
Batch No. / Cepust Ne 12240769 Qty. Released / 64,420 BOT/
, KosnuectBo BoInyieHo (axoHOB
Batch size / Pasmep cepun 69,444 BOT / Quraxonon Mig.License No. / Jluuensus a | y nyp/10/83)
Opou3BOACTBO (HOMeD) -
Inspection Lot NOL/ 040000537685 Mf{g. License Date / JInuensns na 30/04/2020
PerncrpaunuoHHbiil HOMep aHaJn3a NPOM3BOACTBO (AaTa)
‘ ' GMP Compliance certificate Date
Package size / Ynakogka 60 Doses / 60 103 / 18/06/2020
GMP ceptudukar (nara)
‘ GMP.Compliance certificate No./ | GMP-
Market / Prtsok Russia / Poccu GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. /
Creunduxanus rotoporo SPC-CC-063691 Reference STP No./ CIIH Ne STP-CC-040947
npoayxra Ne '
API name / HaumenoBanue A®C Momeasone Furoat,e‘ Monohydrate/ API Batch No / A®C cepust Ne MEM-23425(IM-
MowmeraszoHa pypoara MOHOTHAPAT 01)-001
Manufactured by / Ifpoussonutens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6ce Jlnmuren, Maaus
Ne | TESTS/HOKA3ATEJIA LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJLTATBI

6. | Osmolality /
OCcMONSIBHOCTDL

From 250 to 350 mOsm/Kg
Ot 250 1o 350 MOcM/kr

295 mOsm/Kg
295 mOcm/kr

7. | Net content / Macca
coaepRuMoro paaxkona

Not less than 9 g / He menee 9 ¢

93g/93r

8. | Number of deliveries per
container / Koauyecrno
o3

Not less than 60 doses (discard the first pumping) /
He menee 60 o3 (He cuuras NepBUYHYIO
NPOKAYKY)

80 doses / 80 no3

9. | Pump delivery/
Macca 10351

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

Hnpusynyansnas macea 103sl: ot 85 % xo 115 %
OT TEOPSTUYECKONR MACChE 0351,

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

Cpeansist Mmacea 1o3b1; 0T 90 % 1o 110 % ot
TEOPETHUECKOH MAcChl 10351

Minimum / Munamym: 96.3%
Maximum / Makcumym:107.7%
Average / Cpennee: 104.7%
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHUOUKAT AHAJIU3A I'OTOBOTI'O ITIPOJIYKTA
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Name of Product /
HaumeHoBaHue npoAyKUMH

MOMAT RINO
MOMAT PHMHO

‘Generic name /
HenaTeHToBanHoe HAMMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cnpeil HasalbHbIA 03UpoBaHHbIA 50 MK/ K032

Active Ingredients /
JelicTByroiue BeniecTaa

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

1 no3a cnipes comepxur: gefcTpylouiee BelecTso: MomeTazona $hypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Mowmerasona gypoar 50,00 mxr k

Strength / losuposka - 50 meg/dose / 50 Mxr/nosa Date of Mifg. / llata 07/2024
AIPOH3BOACTBA
Dosage form / Metered-dose nasal spray / Cripe#
Jlekapcrsennas ¢popma Ha3albHbIA KO3UPOBAHHbIH Date of Exp. / T'onen 10 062026
Product code / Kox npoayxra SRUO030007E040401EJ Date of release / lara Bhinycka 27.07.2024
Batch No. / Cepust Ne 12240769 Qty. Released / 64,420 BOT/
KosanuecTBo BINyIEHO (naxoHOB
Batch size / Pasmep cepuu' 69,444 BOT / dnaxonos Mfg License No. / Jluuensus sa MNB/10/832
Apou3BoOACTBO (HOMeEp)
Inspection Lot NOL/ 040000537685 Mfg. License Date / JIuuen3us Ha 30/04/2020
PerucrpalioHHbIA HOMep aHAJIM3A fIPOM3BOACTBO (AaTa)
: ' GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 o3 / , 18/06/2020
GMP cepruduxar (rara)
, ) GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Poccus GMP ceprudukar (Homep) 01556/20/IN
Reference Specification No. / :
Crneunduxayus roroporo SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947
npoaykra Ne
. -2342 -
API name / Hanmenosanue AOC Mometasone Furoate Monohy drate‘/ API Batch No / A®C cepus Ne MEM-23425M
MowmerasoHa dypoaTa MOHOTHAPAT 01)-001
Manufactured by / Ilpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmanate Jinmuren, Mumus
Ne | TESTS/IIOKA3ATEJIHA LIMITS / TPEBOBAHHSA OBSERVATIONS /
’ PE3YJIbTATHI

10. | Particle size /
Pasmep wacTui

Particles < 10um in size: Not less than 90%
Yactun pasmepom < 10 mxm — He mexee 90 %;

Particles < 30pm in size: 100%
Yacrun pasmepom < 30 mxm — 100 %

100.0% / 100,0%

100.0% / 100,0%

Particles > 30pm in size: Should be absent Absent / OTcyTcTBYIOT
YacTtuusl pazmepom > 30 MKM — TOJDKHBI
OTCYTCTBOBATh
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mu. Complies /
CennMenTanoHHas CoOTBETCTBYET
YCTOYNBOCTH

12. | Impurities / Hpumecn

Prepared Byl/ Hoarorosun

Checked-By / Hposepnn

Signature / Homimcs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA
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Name of Product/ MOMAT RINO
HaumeHoBaHue npoaykumu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenatenToBaHHoe HauMeHoBaHne | Mowmerasona cupeil Ha3aIbHbIN 103UpOBanHbIH 50 MKT/1032

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

JeiicTByomue BeiecTsa 1 no3a cripes cofepxuT: aelicTByoulee BelecTso: Momerasona (])ypoaxa MOHOTHIAPAT

51,72 mxr B niepecuere Ha Momeraszona dypoar 50,00 mxr

Date of Mfg. / lata

Strength / loauposka 50 meg/dose / 50 Mxr/nosa npomssoncTBA 07/2024

Dosage form / Metered-dvose ’nasal spray C Crpeit Date of Exp. / Conen 110 06/2026

JlexaperseHHas gopma Has3aJbHbIH JO3UPOBAaHHBIN

Product code / Koa npoayxra SRUO030007E040401E} Date of release / laTa Bbinycka 27.07.2024

Batch No. / Cepusi Ne 12240769 Qty. Released / 64,420 BOT/
Kosiuecteo BoInyIeHo (1axoHOB

Batch size / Pasmep cepun 69,444 BOT / dnaxoHoB Mfg License No./ JIuuensun.na MNB/10/832
NpouU3BOACTBO (HoMep)

Inspection Lot NOL / 040000537685 Mfg. License Date / JIuuensus na 30/04/2020

PerncrpaumoHsblii HOMep aHaau3a NPOU3BOACTBO (AaTa)

' GMP Compliance certificate Date ‘

Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020

GMP cepruduxar (nara)
' . GMP Compliance certificate No. / | GMP-
Market / Poinok Russia / Poccus GMP ceprudmiar (somep) 01556/20/IN

Reference Specification No. /
Cnenundukauuns rorooro SPC-CC-063691 . Reference STP No. / CIITU Ne STP-CC-040947
npoayxkra Ne

Mometasone Furoate Monohydrate/ MFM-23425(IM-

APl name / HaumenoBaune ADC API Batch No / A®C cepusi Ne

MomeTtazona ¢ypoaTa MOHOTHApAT 01)-001
Manufactured by / IIpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mumis
Ne | TESTS/HTOKA3ATEJA LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJbTATHI
Impurity 8 DM / Not more than 0.15 % / He Gonee 0,15 % Not Detected/ He o6Hapyxeno
Ilpumecu 8 DM .
Impurity DMC / ~ | Not more than 0.15 % / He 6onee 0,15 % Below LOQ /Hmxe TTKO
ITpumecu DMC , 1
e t o > - 0 : 9% o,
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.01%/ 0,01%
Mpumecu D
Any individual unspecified | Not more than 0.20 % / He Gonee 0,20 % ‘ 0.02%/ 0,02%
impurity / EnuHu4HO i
HEMAEHTUPHLUHPOBAHHOH
npuMecu
Total impurities / Not more than 0.60 % / He Gonee 0,60 % 0.05%/0,05%
Cymmil npumeceit :
{ ;
Prepared By / Hoarorosun Chec!;@gl By / llposepua Ap;’)ro\ed By / Ono6pnn
Signature / Tloanuen /(,)) (‘ /\’i ‘‘‘‘‘‘ - wwi
Date / Jlara , 16\ \o\\] s 1 24 lory e o DAy L ’LL\
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Name/@HO .. Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal
Designation / ' - icer-
CSl'g““ 10" Officer-QA Sr. Officer-QA Sr. Manager — QA
Hoamuocrs
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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{@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIM3A I'OTOBOI'O ITPOAYKTA

Page 6 of 8 / C1p. 6 u3 8

Name of Product /
HaumeHoBaHMe NpoayKIUU

MOMAT RINO

{ MOMAT PHUHO

Generic name /
HenatenroBanHoe HAUMEHOBaHME

Mometasone Metered-dose Nasal Spray 50 meg/dose

Monerazona cnipel HazaJbHbIH JI03UpoBaHHbI 50 MKr/1038

Active Ingredients /
Jeiicreyromue Bewecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 meg as

calculated-for Mometasone Furoate 50.00 meg

1 103a cripest copepruT: AckCTBYIOmEE BenlecTso: MomeTasona dypoarta MOHOTHAPAT
51,72 mxr B niepecyere Ha Momerasona dypoar 50,00 mxr

Strength / {o3uposka 50 meg/dose / 50 mxr/noza Date.of Mfg. / Mara 07/2024
NPOH3BOACTBA
Dosage form / Metered-dose nasal spray / Cripe#t
JlexapcerBeHHas popma Ha3aIbHbIH J03UPOBAHHbIH Date of Exp. / T'onen no 0672026 .
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / JlaTa Brinycka 27.07.2024
Batch No. / Cepust Ne 12240769 Qty- Released / 64,420 BOT/
KosanyecTBo BBINyLIEHO (rakoHoB
Batch size / Pasmep cepun 69,444 BOT / prnaxomos Mig.License No. / Jluuensun na |\ yp/10/832
MNpPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000537685 Mfg. License Date / Jlnnensus Ha 30/04/2020
Peructpaunonnbtii Homep aHann3a TPOU3BOACTBO (AaTa)
' : GMP Compliance certificate Date
Package size / Ynakoska 60 Doses / 60 no3 / 18/06/2020
i GMP ceprudmxar (nara)
: GMP Compliance certificate No./ | GMP-
Market / Poinok Russia / Poceus GMP cepTHUKAT (HOMED) 01556/20/IN
Reference Specification No. / : ,
Creundukauus rorosoro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne »
API name/ HaumeHoBauue A®C Mnmeta'mne Fumat(i Monohydrate/ API Batch No / A®C cepusn Ne MFM-23425(M
Mowmerasona jypoata MOHOTHAPAT 01)-001
Manufactured by / lpoussoaurens | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jlumuren, Mnaus
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATHI

13. | Average Delivered Dose
and Uniformity of
Delivered Dose / Cpenusisi
JaocTtapisiemast 103a H
OJHOPOAHOCTSH
AOCTABJASAEMO# 103b1

Not more than 2 of 20 doses (10 initial doses and 10 final doses
from 10 vials) can deviate more than + 20% from the average
value and not any dose can deviate more than + 25% from the
average value. The mean should not exceed £ 15 % of label
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 any dose can deviate more than
£ 25% from the average value. The mean of each determination
should not exceed + 15 % of label claim.

He Gonee 2 w3 20 n03 (10 Havanbubx 103 ¥ 10 koHewHnix 103)
MOTYT HMETh OTKIOHEHHE OT CPEeAHero 3HadeHus Dojee yem
+20%, B MM OIHA JI038 HE JOWKHA HMETh OTKNOHESHHE OT
cpeHero sHavenns Oonee yem + 25 %. Cpemiee 3uaueHye ne
JIOJDKHO IPEBRIUATS & 15 % 01 3a1BACHBOIO.

Ecam o1 3 A0 6 /103 uMe1oT oTKIoHeHus Gosiee yeM + 20 %, Ho
menee ueM = 25 %, To uensirsiBaloT eneayomue 20 gpuaxonos.
He Sonee 6 13 60 103 MOrYT HMeTh OTKIOHCHHE OT CPEAHErQ
snaqenus fosee 4eM £ 20 %, ¥ HH 0aHA 2033 HE A0KHA MMETh
OTKAOHEHHE 0T CPeAHEro aHaueHus bonee uem 4 25 Y. Cpeanee
FHAYCHHE KIJIOT0 OPEACHESHIA He IODKHO npesbniath + 15 %
OT 3a5BICHHOTO.

Beg / Hauano:

Minimum / Mubaumym: 94%
Maximum / Maxcumym: 102%
Mean / Cpennee: 100%

END / Konen:

Minimum / Muaumym: 97%
Maximum / Makcumym:102%
Mean / Cpennee: 100%

Signature / Hoamncs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®HUKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page 7 of 8/ Crp. 713 8

Name of Product /
HaumeHoBanue nPOAYKUMH

MOMAT RINO
MOMAT PHUHO

Generic name /

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowneTasoHa cripeit HazaibHbIA J03upoBaHHbI 50 MKr/Ko3a

HenarenToBanHoe HAUMEHOBAHHE

Active Ingredients /

| HeficTByiolue BelecTsa

calculated for Mometasone Furoate 50.00 mcg

51,72 mxr B nepecyere Ha Momeraszona (ypoar 50,00 mxr

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

1 no3a cnpes COAEPKUT: AcHCTBYIONIEE BellecTBO: MoMerazoHa ypoara MOHOTHApaT

Strength / losnposka 50 mcg/dose / 50 Mxr/no3a Date of Mfg. / llata 07/2024
, [POH3BOACTBA
3osage form/ Metered—d?se nasal spray { Chpeit Date of Exp. / Coen 20 06/2026
ekapcTBeHHas popma Ha3aIbHBIH JO3UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401E] Date of release / lara Bolnycka 27.07.2024
Batch No./ Cepust Ne 12240769 Qty. Released / 64,420 BOT/
KonngecTBo BHINYIEHO (axoHOB
Batch size / Pazmep cepuu 69,444 BOT / ¢nakonos Mfg.License No. / JIuuensus na MNB/10/832
NPOU3BOACTBO (HOoMep)
Inspection Lot No.v/ 040000537685 Mfg. License Date / JIuuensusi a 30/04/2020
Perucrpaunonnbiii Homep anajunza TIPOU3BOJCTBO (AaTa)
i ' GMP Compliance certificate Date
Package size / Ynaxopka 60 Doses / 60 no3 / 18/06/2020
. GMP ceprudukat (nara)
. GMP Compliance certificate No./ | GMP-
Market / Poinox Russia / Pocous GMP cepTudukat (nomep) 01556/20/IN
Reference Specification No. / : '
Creuuduxauusi roToBOro SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
npoaykra Ne
APl name / HaumeHnoBanue AQC Mometasone Furoate Monohydrate/ API Batch No / A®C cepusa Ne MEFM-234250M
Mowmerasona (ypoara Mmonoruapar | ° 01)-001
Manufactured by / Hpoussoautens | Aarti Pharmalabs Limited, India/ Aapru ®apmanade JTumuren, Unaus
Ne | TESTS/IHOKA3ATEJIHU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJbLTATHI
14 | Microbiological Purity / MuxpoGuosioruueckasi 4ucroTa
Total aerobic microbial Not more than 10% cfu per 1ml of the product / He Less than 10 cfu/ml/ |
count / Ob1ee yncao Gonee 102 KOE B 1 Mn1 npenapata Menee 10 KOE/mn
a’poBHbIX
MHKPOOPTraHH3IMOB
Total yeast and moulds Not more than 107 cfu per 1 ml of the product / He | Less than 10 cfu/ml/
count / O6wee yucao dosee 10! KOE B 1 mut nipertapara Menee 10 KOE/Mn
JPONOKEBBIX H MICCHEBHIX
rpubos
Pseudomonas aeruginosa Absence per 1 ml of the product / Otcyreraue B 1 Absent / OrcyTcrByer
MJI nipenapara
Staphylococcus aureus Absence per 1 ml of the product / Orcyrersue 8 1 Absent / OtcyTeTBYeT
MJI fipenapara
15, | Assay / KonuuecTBeHHOE onpeencHue
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content/ Ot | 101.3%/101,3%
MowmeTazona Qypoar 85,0 % no 115,0 % ot 3asBIeHHOr0 COpEpIKAHMA
b) Benzalkonium chioride / | From 80,0 % to 120,0 % of the labeled content / Or | 91.1% /91,1%
Bensankonus Xuopun 80,0 % 110-120,0 % 0T 3a8BJEHROID CONePKAHNI

Prepared B3 Hoarorobna

Apme/ed By / Onobpun

Signature / IMoanucy

A

Cheeked By / Hposepua
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Name / @40 Yogesh Kumar Mehta Akshit Bhardwaj Sandeep Semwal

Designation /
Jossocty

Officer-QA

Sr. Officer-QA

Sr. Manager - QA
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D CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOUKAT AHAJIU3A 'OTOBOI'O ITPOAYKTA
Page 8 of 8/ Crp. 8 n3 8
Name of Product/ MOMAT RINO
Haumenosanue npoayxkunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenarenToBanHoe naumenopanue | MoMeTa3oHa cripeil HazanbHbIH J03upoBauHslil 50 Mxr/no3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg ,
JeficTBY0mIHe BeliecTBA 1 n03a cnpes COAEPIKHUT: elicTByoLee BenecTBo: Momerasona (hypoara MOHOrHApar
) 51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / lozuposka 50 meg/dose / 50 Mxr/no3a Date of Mig. / lata 07/2024
NpPOH3BOACTBA
Dosage form/ . Metered-dose nasal spray / Cripeit
Jlexapersennas gopma HA3aMLHBIA J03UPOBAHHBIH Date of Exp. / Fonen no ) 06/2026
Product code / Kon npoayxra SRUQ30007E040401E] Date of release / Jlara Bpinycka 27.07.2024
Batch No. / Cepus Ne 12240769 Qty. Released / 64,420 BOT/
' Koanyectso BoInymieHo (dnaxoHoB
Batch size / Pasmep ceph 69,444 BOT / raxoros Mfg.License No. / Jluneusust ua | y yp/10/832
. npou3BoAcTBo (HoMep) :
Inspection Lot NO'.,/ 040000537685 Mfg. License Date / JIuuensus na 30/04/2020
PerncTpauuoHHbIii HoMep aHAIM3a . OPOH3BOACTBO (IaTa)
’ GMP Compliance certificate Date
Package size / Ynaxoska 60 Doses / 60 103 / ) 18/06/2020
GMP ceprudukar (aara)
: : GMP Compliance certificate No. / | GMP-
Market / Prinok Russia /Poccus GMP ceprudnkar (Homep) 01556/20/IN
Reference Specification No. / '
Creundukauus roroBoro SPC-CC-063691 . Reference STP No./ CIIH Ne STP-CC-040947

npoayxra Ne

Mometasone Furoate Monohydrate/ MEM-23425(IM-

AVPI name / Hanmenosanne ADC

Mowmerazona hypoata MOHOTHAPAT APl Ba,tCh No/A®C cepun Ne 01)-001
Manufactured by / TlpoussoauTenn | Aarti Pharmalabs Limited, India/ Aapru ®apmana6e Jnmuren, Muaus
Ne | TESTS/HIOKA3ATEJU LIMITS / TPEBOBAHMUSI OBSERVATIONS /
PE3YJIBTATBI

16. | Package Size / Ynaxoeka | 60 doses of suspension in a high density polyethylene vial with a dosing device and a
‘high density polyethylene cap. 1 vial and patient information leaflet in a carton pack. /
Mo 60 no3 cycnemsuk Bo (iakOHe M3 MOJHITHIEHA BBICOKOW IUIOTHOCTH ¢
NO3UPYIOUIMM YCTPOHCTBOM U KOJIIAYKOM W3 MOJIMITUIIEHA BBICOKOI nnoTHocty. o 1
(h1akoHy BMeCTe ¢ MHCTpYKIMEH 10 MEMIMHCKOMY NPUMEHEHHIO B TIAYKe KapTOHHOI,

3 <

Any deviation/Incident/OOS: Non-applicable
Orxtonennsi/iecoorsercrsnn/Q0C: He NPUMEHUMO

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 abovementioned site in full compliance with the GMP
- requirements of the local Regulatory Authority and with the normative document no. JIT-Ne(001710)-(PI™-RU)-230123 in
market Authorization of Russia and submitted specification no. SPC-CC-063691. The batch processing, packaging and
analysis reviewed and found to be in compliance with GMP.”
3akyloueHde O COOTBETCTBHMM: HACTOAMINUM  NONTBEPKAAIO, UTO NPEACTaBieHHAs Buie MRQOPMALIUA  SBIHETCH
nocrosepioit ¥ Tounoi. Jlannasn cepus Obina Npou3Be/eHA (BKIIOYAS YITAKOBKY/MAPKHPOBKY ¥ KOHTPOJIL KAYECTBA) Ha
YKA3AHHON  BHINEG  NPOM3BOACTBEHHON  TUIOWAAKE B [IOJHOM - COOTBeTCTBMM ¢ TpeGopannsmu  Hawiexarei -
Hpownspoacrsennoit Hpaxruky (GMP) JlokanbHBIX PEryasTOPHBIX OPraHOB M TPeOOBAHMAMH HOPMATHBHOIN JOKYMEHTAIHH
JII=Ne(001710)-(PI-RU)-230123 nns peika Poccuu ¥ yTBepKIeHHON cnewnduxkanuei No SPC-CC-063691. TIporokoms
TIPOMZBOJICTRA, YHAKOBKH ¥ TIOKA3ATEIIN KauecTBa AAHHOH cepin OLLIH HPOANANHIHPOBAIL! ¥ CACTIIO 3AKIIOUCHHE, MTO OlN
coorpeTeTRYIOT Tpebopannam Hapnewamel Hponssonersenstoll Hpaxruku (GMP),

{
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