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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'OTOBOTI'O ITPOAYKTA

Page 1 of 8/ Crp. 1 u3 8

Name of Product /
HaumeHoBaHue npoaoyKuMH

MOMAT RINO
MOMAT PMHO

Generic name /
HenarenroBaHHoe HAUMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeTazona cripeil HasaubHbIA josupoBanusii 50 MKI/a03a

Active Ingredients /
JeiicTpyromue Beiecrea

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51,72 mcg as

calculated for Mometasone Furoate 50.00 meg

1 no3a crpes conepyuT: AeHCTBYIOLIeE BEMecTBO: MoMeTasona Qypoata MOlIOIMﬂpd’[

51,72 mkr B nepecuere Ha Momertasoua ¢ypoar 50,00 mxr

Strength / Jozuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacrsa 11/2023
Dosage form / Mfttered—duose nasal spray { Crpeii Date of Exp. / Fogien 10 10/2025
JlekapcTaeHHast popma Ha3abHLIR J03HPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401DK Date of release / Jlara Bbinycka 24.11.2023
Batch No. / Cepust Ne 12231081 Qty. Released / 28,480 BOT/
Kosinyectso BbinyuieHo (dnakoHoB
Batch size / Pazmep cepun 30,972 BOT / ¢nakonon Mig.License No. / Jluuensusi ua MNB/10/832
NPOM3BOACTBO (HOMep)
- ; -
Inspection Lot I\OL/ 040000493962 Mfg. License Date / JIunensus na 30/04/2020
PerucrpaunonHslii Homep anaausa NPOM3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
" . GMP Compliance certificate No. / GMP-
Market / Ponok Russia / Poccu GMP cepruduraT (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundnkauus roToBoro SPC-CC-063688 Reference STP No./ CITU Ne p
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MEM-
API name / Haumenosanune A®C Y API Batch No / ADC cepust Ne 23407(JM-01)-
MowmeraszoHa ¢yypoara MOHOTHAPAT 002
Manufactured by / Ilpoussoaurens | Aarti Industries Limited, India / Aaptu Unnacrpus Jlumuren, Muauns
Ne | TESTS /TTIOKA3ATEJHU LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATBI
1. | Description / Onucanue White to off white thick suspension of | Off-white thick suspension of

semitransparent to non-transparent consistency. /
OTr OGesoro 0 MOYTH OeJOro  LBera OT
NOJIYNIPO3PavYHOH 10 HEMpO3payHoil KOHCUCTEHLUH
rycras CyCHeH3uUsl.

non-transparent consistency. /
Houtu oenoro nBerTa
HENpO3payHOl  KOHCUCTEHLUU
rycrasi CycrneH3us.

2. | ldentification / Uaenruduxauus

a) Mometasone Furoate /
MomeTazona gpypoar

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 ynepXuBaHus OCHOBHOIO NMKa
Ha  XpoMarorpaMMe  HCHLITYEMOrO  pacTBopa
JIOJKHO COOTBETCTBOBATb BPEMEHM YOEPXKKHUBAHUS
OCHOBHOTI'O TI¥Ka Ha XpOMaTOIpaMMe CTaHIapTHOrO
pacTBOpa  (CM. ‘«Konnte
OIpeleSICHIEN ).

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 / Bpewms
YIEPXKUBaHUS OCHOBHOIO HHKa
Ha XpoMarorpamme
UCTIBITYEMOTO pactBopa
COOTBETCTBYET BpeMeEHU
YIOEPKUBAHUS OCHOBHOIO IHKa
Ha XpoMaTorpamme
CTaHJApTHOrO PacTBoOpa.

\

Prepare/d By / Hoarorosua Approved\By / Onobpun
Signature / Iloanucey : JRSIT: B } p—
Date / Jlata 7/ )03 LMD 22\ 21y
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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Glénmark 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 AHAJIN3A I'OTOBOT'O ITIPOAYKTA
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Name of Product / MOMAT RINO
HaunmeHnoBaHue npoayKunu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HAHMEHOBaHME Mowmetazona cnpeit HazaILHLIN A03KpoBadHbIT 50 MKI/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JefticTByomme Bewecrsa 1 nosa cnipes coaepxut: aeiicTBylomee sewecrso: Momerasona Qypoara MOHOTHApaT
51,72 mxr B nepecyere Ha Momerasona Qypoar 50,00 mxr
Strength / dosuposka 50 mcg/dose / 50 mkr/nosa Date of Mfg. / lata npoussoacrsa 11/2023
Dosage form / M?tex'ed-df)se nasal spray / Crpeii Date of Exp. / Fonen 110 102025
JlekapcreeHnas gopma Ha3a/IbHBIH J03UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 24.11.2023
Batch No. / Cepust Ne 12231081 Qty. Released / 28,480 BOT/
KoanyecTBo BbIIYLIEHO (1akOHOB
Batch size / Pasmep cepun 30,972 BOT / ¢pnakouos Mig.License No. / Jluuensus na MNB/10/832
IPOM3BOACTBO (HoMep)
Inspection Lot NOL/ 040000493962 Mfg. License Date / JInuensus na 30/04/2020
Perucrpaunonnstii Homep aHAH3a NPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 03 GMP Compliance certificate Date /| /0109
GMP ceprudukar (nara)
. GMP Compliance certificate No. / GMP-
Market / Potnox Russia / Poceus GMP ceprudmicar (nomep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CITU Ne 040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenoanue A©C API] Batch No / A®C cepusi Ne 23407(JM-01)-
MonmerazoHa (ypoara MOHOrHAPAT 002
Manufactured by / llpoussoantens | Aarti Industries Limited, India / Aapru Unaactpus Jlumuren, Muaus
Ne | TESTS/INNOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIbTATbBI

b) Benzalkonium chloride | The chromatogram of the sample solution should | The chromatogram of the

/ bensankonust xaopua | contain peaks corresponding to the retention times | sample solution contain peaks
of peaks of benzalkonium chloride homologues C1> | corresponding to the retention
and Cis in the chromatogram of the standard | times of peaks of benzalkonium
solution (refer to Assay). / Ha xpomarorpamme | chloride homologues Cj» and
UCTILITYEMOIO PacTBopa HOJDKHB oOHapyxuBaThea | Cis in the chromatogram of the

VKU, o BpEMEHaM yiaepxuBanua | standard  solution. / Ha
COOTBETCTBYIOUIME MMHKAM TOMOJIOTOB OEH3AJKOHHUS | XpOMAaTorpaMMe MCIBITYEMOro
xaopuga Ciz m Ciy Ha XpomarorpaMme | pactsopa 00OHapyXMBaIOTCS
CTaHJapTHOTO pacrBopa (oM. paszen | nuku, o BpEMeHaM
«KonuuecTBeHHOE onpesenenme) yIepXKUBaHUSA
COOTBETCTBYIOLLHE IIHKaM
rOMOJIOTOB OeH3aIKOHus
P “ Ixgopuga Ciz o Cis Ha
~7 7| XpoMarorpaMme CTaHAapTHOro
"~ WS | pacteopa.
3. | pH From 4.30 t0 4.90/ Ot 4,30 j‘i,p 490 ° -1 4.64 /14,64
4. | Density / [LiorHoCTh From 0.950 to 1.050 g/cm® /- 1.011 g/em?®/ 1,011 r/em®
Ot 0,950 no 1,050 r/em®
5. | Viscosity / BsazkoceTb From 30 to 130 ¢Ps/ Ot 30 mo 130°¢cHs 43.6 cPs /43,6 cIl3
Prepared By\/ lloarotosna Checked By / ITposepua Appro\ed By / Ono6pua
Signature / Hoanuck A Ay i
Date/ Mara AL AN 2N LS
Name / ®DHO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
TommHocTs Officer-QA Officer-QA Sr. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173203, India

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

CEPTHOHUKAT AHAJIM3A T'OTOBOTI'O ITPOAYKTA
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Name of Product /
HaumenoBanue npoayxuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenaTeHToBaHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
MomeTazona cripel HazaabHbIH 103upoBanHubid S0 MKI/103a

Active Ingredients /
JeiicTByrolne semecTsa

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

calculated for Mometasone Furoate 50.00 meg

| noza CIpes COACPKUT! jlei;lCTBlelJICC BeurecTro: Momerazona (1))’])0’:1’1‘21 MOHOIruJpar

51,72 mkr B nepecyere Ha Momerazouna ¢ypoar 50,00 mxr

Strength / lo3uposka 50 meg/dose / 50 mxr/noza Date of Mfg. / laTa npoussoactsa 11/2023
Dosage form / Mfﬁtcred-dﬂose 'nasal spray i Crnpeit Date of Exp. / Toaen 10 102025
JlexapcTenHas ¢gopma Ha3a/1bHbIH 103MPOBaHHbIH

Product code / Kox npoayxra SRUO30007E040401 DK Date of release / laTa Bhinycka 24.11.2023

Batch No. / Cepus Ne

12231081

Qty. Released /
KonuuecTBo BbINYylIEHO

28,480 BOT/
(rrakoHoOB

Mfg.License No. / JIuuenzus na

Batch size / Pasmep cepuu 30,972 BOT / ¢naxonos MNB/10/832
NPOH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000493962 Mfg. License Date / Jlunensus na 30/04/2020
Perucrpauuonnslii Homep aHanu3a NpoM3BOACTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (zara)
. GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepuduxar (omep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauus roroporo SPC-CC-063688 Reference STP No. / CIIN Ne ;
040944
npoaykTta Ne
MFM-

API name / Hanmenopanuune A®C

Mometasone Furoate Monohydrate/
Mowmetaszona ¢ypoara MoHOruapar

API Batch No / A®C cepus Ne

23407(IM-01)-
002

Manufactured by / IlpousBoanrtens

Aarti Industries Limited, India / Aapru Unnactpus Jumuten, Unnus

Ne | TESTS/INIOKA3ATEJIHN

LIMITS / TPEBOBAHUS

OBSERVATIONS /
PE3YJbLTATDI

6. | Osmolality /
OcMONAIBLHOCTE

From 250 to 350 mOsm/Kg
Ot 250 o 350 MmOcm/kr

293 mOcm/kr

293 mOsm/Kg

7. Net content / Macca
coaepkuMoro guiakona

Not less than 18 g/ He meHee 18

184¢/184r

8. | Number of deliveries per
container / Koanuecrso
a03

Not less than 120 doses (discard the first pumping)
/ He menee 120 o3 (He cuuTas NepBHUIHYIO

MIPOKAYKY)

173 doses / 173 nos

9. | Pump delivery /
Macca a03b1

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

theoretical dose mass /

HupuBunyanbHas macca 1036l 0T 85 % 10 115 %
y

oT TGOpCTI/I‘{CCKOﬁ MacCChbl TO3bI;

Average mass of the dose: from 90% to 110% of
the theoretical mass of the dose /
Cpennsia Macca 103l 0T 90 % 10 110 % ot

TCOPETI/I‘IGCKOﬁ MacChl 103b]

Minimum / Munumym: 95.1%
Maximum / Makcumym:108.8%
Average / Cpennee: 104.4%

Prepared By / Iloarotosus Checked By / Ilposepun “Appri é‘i By / Onpo6pun
Signature / Hoanuck [ f,‘i/” . %MMM —
Date / llara 271113 2\, 2N 780
Name / ®11O Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

JlosKHOCTL

FCM/QA054/08.00




CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

Glenmark pharmaceuticals Ltd
Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
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CEPTHOUKAT AHAJIN3A I'OTOBOI'O MPOAYKTA
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Name of Product /
HaumenoBanue npoayKkuun

MOMAT RINO
MOMAT PMHO

Generic name /
HenaTenToBaHHOEe HAMMEHOBAHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MonmeTazoHa cripel HasanbHbii J03MpoBaHHbIi 50 MxI/103a

Active Ingredients /
HeficTByroimne Bewecrsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza CIIPECA COXCPKUT! JlGﬁCTBleUlCC BELIECTRO: MoMeTazona (l)ypoaTa MoHoruapar

51,72 mxr B nepecyere Ha Momerazona dypoar 50,00 mxr

Strength / Jo3npoBka 50 mcg/dose / 50 mMxr/nosza Date of Mfg. / laTa nponssoacrea 11/2023
Dosage form / M'etered-duose 'nasal spray i Crpeit Date of Exp. / Fozet a0 10/2025
JlekapcTBeHHas gopma Ha3aAbHbIA J03UPOBAHHBIN
Product code / Ko npoayxra SRUO030007E040401DK Date of release / lara Boinycka 24.11.2023
Batch No. / Cepust Ne 12231081 Qty. Released / 28,480 BOT/

Konunuecrso Boinymeno (akonos
Batch size / Pasmep cepuu 30,972 BOT / ¢rakoHoB Mig.License No. / luuensus na MNB/10/832

NpoH3BOACTBO (HoMep)
Inspection Lot NOL/ 040000493962 Mfg. License Date / Jluuensus na 30/04/2020
PerncrpaunonHblii HoMep aHaAU3a Apou3BOACTBO (AaTa)
Package size / YnakoBka ' 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudurar (nara)

: GMP Compliance certificate No. / GMP-
P >,
Market / Poinox Russia/ Poccus GMP cepruduxar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rorosoro SPC-CC-063688 Reference STP No./ CITHU Ne 040944
npoayKra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanue A®C Y API Batch No / A®C cepusa Ne 23407(JM-01)-
Mowmerazona Qpypoara MOHOrHAPaT 002

Manufactured by / Ilpoussoaurens

Aarti Industries Limited, India / Aaptu Unaacrpus Jlumuren, Muaus

Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUNSI OBSERVATIONS /

PE3YJbTATbBI

10. | Particle size /
Pa3mep uacTuu

Particles < 10pm in size: Not less than 90%
Yacruu pasmepom < 10 mxm — He MeHee 90 %;

100.0% / 100,0%

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

100.0% / 100,0%

Particles > 30um in size: Should be absent Absent / OTcyTcTBYIOT
Yactuiibl pasMepoM > 30 MKM — 10JKHbI
OTCYTCTBOBATb
11. | Sedimentation Stability / | Not less than 5 min / He MeHee 5 MuH. Complies /
CennmMenTanHOHHAA CootBeTcTBYET
YCTOHYUBOCTDL

Prepared By,/ Hoarorosus

Approveq‘ By / Opobpua
Signature / Illoanuce e

\

Date/ JaTa S 1603 VRN 2 0w\ w1
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA

JHonxHocTb

FCM/QA054/08.00




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: glenmark(@bom?2.vsnl.net.in

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIM3A TOTOBOI'O TIPOAYKTA
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Name of Product/ MOMAT RINO
HanmeHnoBaHne NPORYKHHMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose

HenarenroBanuoe HauMenosanune MowmeTazona Cl]])Cf;I Ha3a/ibHBLIA ﬂO3Mp0B2}HHbIﬁ 50 mkr/nosa

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeiicTByromye Belecrsa 1 n03a cripes conepxuT: AeHCTRYIOLICE BelecTBO: MoMeTazona Gpypoata MOHOTHAPAT
51,72 Mkr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / JlaTa npoussoacTea 11/2023
Dosage form / M'etered-duose ’nasal spray { Crpeii Date of Exp. / Foen o0 102025
Jlekapcrsennas popma Ha3as1bHbIA L03UPOBAHHbIH
Product code / Kox npoaykra SRU030007E040401DK Date of release / lata Bbinycka 24.11.2023
Batch No. / Cepusi Ne 12231081 Qty. Released / 28,480 BOT/
KoanuecTso BoimyweHo (1akoHOB
Batch size / Pazmep cepun 30,972 BOT / gnakonon Mig.License No. / Jluuensnst na MNB/10/832
NpoU3BOACTBO (HOMED)
Inspection Lot NOL/ 040000493962 Mfg. License Date / JIuneunsus Ha 30/04/2020
Perncrpaunonnslii Homep aHain3a NpPoU3IBOACTEO (1aTa)
Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptudurar (aara)
. . GMP Compliance certificate No. / GMP-
Market / Peruok Russia / Poccus GMP ceprudurar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus rotoBoro SPC-CC-063688 Reference STP No. / CITH Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosaune ADC - yare API Batch No / A®C cepust Ne 23407(IM-01)-
Mowmerasona drypoara MoHOrHApaT 002
Manufactured by / lipoussogurens | Aarti Industries Limited, India / Aapru Unpactpus Jumuren, Mumms
Ne | TESTS/TTIOKA3ATEJIA LIMITS / TPEBOBAHHSA OBSERVATIONS /
PE3VYJIBTATBI
12. | Impurities / IIpumecu
Impurity 8 DM / Not more than 0.15 % / He 6onee 0,15 % 0.01%/0,01%
IMpumecu § DM
Impurity DMC / Not more than 0.15 % / He Goree 0,15 % Not Detected/ He o6uapyxero
IMpumecu DMC
I . Not more than 0.20 % / He 6onee 0,20 % 0.01%/ 0,01%
mpurity D/
ITpumecu D
Any individual unspecified | Not more than 0.20 % / He 6onee 0,20 % 0.03%/ 0,03%

impurity / EnusudHoM
HEeUACHTUGHUIUPOBAHHOM
IpUMecH

Total impurities / Not more than 0.60 % / He 6onee 0,60 % 0.18%7/0,18%
CymMel npumMeceii

Prepared By / Iloarotosun Checked By / IIpoeepua
Signature / Iloanucs P A—
Ve el i Pl Ao
Date / laa IR Fs: ) 20 W\ 101
Name / ®HO Yogesh Kumar Mehta Atul Kumar Sandeep Semwal
Designation /
P Officer-QA Officer-QA Sr. Manager - QA

FCM/QA054/08.00




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
CEPTHOUKAT AHAJIM3A T'OTOBOI'O ITPOJAYKTA
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Name of Product / MOMAT RINO
HaumeHosanune npoayxumnn MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenareHToBaHHOe HAHMEHOBAHKE MomeraszoHa cripeit HazanbHbil A03UpoBaHHbLIN 50 MKF/ 1032
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByiomne BeuiecTBa 1 mo3a crpes COAEPXUT: AeHcTBYIONEE BeHlecTBO: MoMmeTazona (ypoara MOHOTUApAT
51,72 mxr B niepecuere na Momerasona gypoar 50,00 mxr
Strength / losuposka 50 mcg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacTea 1172023
Dosage form / M(’:tered-di)se ’nasal spray {aneu Date of Exp. / Fostet 210 10/2025
JlexapcreeHnas popma Ha3aIbHbIH J03UPOBAHHbIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / /lata pbinycka 24.11.2023
Batch No. / Cepuist No 12231081 Qty. Released / 28,480 BOT/
Konnuectso Bhinyueno (hrakoHOB
Batch size / Pasmep cepun 30,972 BOT / (pnakoHos Mifg.License No. / luuensus na MNB/10/832
NpPOoM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000493962 Mfg. License Date / JInuensus na 30/04/2020
PerucrpaunonHbiii HOMep aHaJaM3a NPOU3BOACTBO (AaTa)
Package size / Ynakosia 120 Doses / 120 z103 GMP Compliance certificate Date / | ;g7
GMP ceprudurar (nara)
. = GMP Compliance certificate No. / GMP-
Market / Poinox Russia / Poccus GMP cepruduxart (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneunduxauus roroporo SPC-CC-063688 Reference STP No./ CITH Ne
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
APl name / Haumenosanue A®C ) API Batch No / A®C cepusi Ne 23407(JM-01)-
MowmerazoHa Qypoara MoHOrHIpaT 002
Manufactured by / Ilpoussoautenn | Aarti Industries Limited, India / Aapru Unnactpus Jlnmuren, Muus
Ne | TESTS/HNOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJBbTATHI

13. | Average Delivered Dose Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Havano:

PSR from 10 vials) can deviate more than = 20% from the average ' . o
and Uniformity of value and not any dose can deviate more than + 25% from the Minimum / Mutnmym: 95.6%

Delivered Dose / Cpem{sm average value. The mean should not exceed + 15 % of label Maximum / Maxcumym:104.0%
JOCTaB/sieMasi 103a H claim Mean / Cpennee:100.0%
OHOPOAHOCTh if 3 to 6 doses d;\(/)iate lmorc than = 20% but not more than +
o 25%, test another 20 vials.
AOCTaBIIEMON A03b1 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. END / Kouneu:
He Gonee 2 u3 20 o3 (10 HavanshbIx 103 H 10 KOHEMHBIX 103) Minimum / MuHUMYM: 95.8%
MOTYT MMETh OTKIOHEHHE OT CPEARHEro 3HaueHus Oosee uem . ; o
+20%, ¥ HE OAHA 032 HE JO/HKHA MMETb OTKIIOHEHME OT Maximum / MaKCHMyM, 103.5%
cpenHero 3navenns Gosee uem * 25 %. Cpeauee suauerve ne | Mean / Cpeanee: 100.0%
JIOIDKHO NpeBbinath £ 15 % ot 3assiennoro.
Ecm o1 3 1o 6 no3 uMEIOT oTKJIOHeHHUs Gosiee veM = 20 %, Ho
MeHee YeM 25 %, To uenbITeIBalOT cneayomune 20 grakoHos.
He Gonee 6 n3 60 103 MOTyT UMETH OTKJIOHEHHE OT CPCAHErO
3HaueHus Oonee ueM £ 20 %, U HH 0JHA 1032 HE JIOJHKHA UMETh
OTKJIOHEHHE OT CPEAHEro 3HaueHus donee yem + 25 %. Cpemnee
3HAUCHUE KOKJOI0 ONPEALNIEHUs He AOMKHO fpesnlmarth + 15 %
OT 3aABJICHHOTO.
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIN3A I'OTOBOI'O TIPOAYKTA

Page 7of8/Crp. 7u3 §

Name of Product / MOMAT RINO
HaumeHoBaHMe NpoayKumMH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTentoBaHHOE HAUMEHOBAHHE Momerazona cnpei/i HA3ILHBLIR 1103I/lp0B‘dI{l‘ll>Ii:l 50 Mxr/no3a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 meg
HeiicTByronine Betecrsa | no3za cnpes coaepxuT: AchCTBYIOLICE BElECTBO: MoMeTasoHa Gypoara MOHOTHAPAT
51,72 mkr B nepecyere Ha MomeTaszona ¢ypoar 50,00 mkr
Strength / losnpoBka 50 meg/dose / 50 mxr/nosa Date of Mfg. / lata npoussoacraa 1172023
Dosage form / M'etered-d?se flasal spray { Cripeit Date of Exp. / Conen 10 1012025
JlekapcrBenHas gopma Ha3aILHBII J03HPOBAHHBI
Product code / Koa npoaykra SRU030007E040401DK Date of release / laTa Beinycka 24.11.2023
Batch No. / Cepus Ne 12231081 Qty. Released / 28,480 BOT/
KoanuectBo Boinyeso (1akoHOB
Batch size / Pazmep cepun 30,972 BOT / ¢pnakonon Mig.License No. / Jluneusus ua MNB/10/832
NpOH3BOACTBO (HOMeP)
Inspection Lot NOL/ 040000493962 Mfg. License Date / JluueHsus na 30/04/2020
PerucTpaunoHHbIil HOMEp aHAIM3A NpPOH3BOACTBO (AaTA)
Package size / Y nakosia 120 Doses / 120 5103 GMP Compliance certificate Date/ | ¢/ /55
GMP ceprudukar (nara)
: GMP Compliance certificate No. / GMP-
Market / Poiior Russia/ Poceis GMP ceprudurar (somep) 01556/20/IN
Reference Specification No. / STP-CC-
Cneuuduxaumns roroBoro SPC-CC-063688 Reference STP No. / CITH Ne '
040944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Haumenosanue AOC API Batch No / ADC cepusi Ne 23407(JM-01)-
Mowmerazona Qypoara MmoHoruapar 002
Manufactured by / IlpousBoautens | Aarti Industries Limited, India/ Aaptu Unnactpus Jlumuren, Muaus
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHNA OBSERVATIONS /
PE3YJIbTATDI
14 | Microbiological Purity / MuxpoOnosorudeckasi 4HCTOTA
Total aerobic microbial Not more than 102 ¢fu per Iml of the product / He Less than 10 cfu/ml/
count / OBuuee uucio Gonee 102 KOE B 1 mn npenapara Menee 10 KOE/Ma
a3pOOHBIX
MHKPOOPTaHU3MOB
Total yeast and moulds Not more than 10" cfu per 1 ml of the product / He | Less than 10 cfu/ml /
count / Obuiee yucio Gonee 10! KOE B 1 M npenapara Menee 10 KOE/mn
JPOMOKEBBIX U MIECHEBBIX
rpuOOB
Pseudomonas aeruginosa Absence per 1 ml of the product / Orcyrcreue B 1 Absent / OtcyTcTRyeT
MII [Ipenapara
Staphylococcus aureus Absence per 1 ml of the product / OtcyrctBue B 1 Absent / OrcytcTByeT
MJI ripenapata a
15. | Assay / KosnuecTeeHHOe onipeaesieHIe
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled content / Ot
Mowmerazona dypoat 85,0 % no 115,0 % ot 3asBJIEHHOrO COlCPXKAHMSA
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled content / Ot
bensankonus xjiopua 80,0 % no 120,0 % ot 3a5BJICHHOTO COJEPIKAHUS
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTH®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page 8 of 8§/ Crp. 813 8

Name of Product/ MOMAT RINO
Haumenosanne npoayKunu MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHToBaHHOE HAHMEHOBaHME MonmeTtasona cnpel HasaabHbIH 203upoBanibi 50 MKr/n03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 meg
JeitcTBYOLUIME BeLeCTBA 1 no3a cripest coaepuT: AcicTByIOWEe BetecTBO: MoMerazona (hypoata MOHOFHIPAT
51,72 mxr B nepecyere Ha Momerasona gypoar 50,00 mkr
Strength / Jo3uposka 50 meg/dose / 50 Mkr/n03a Date of Mfg. / laTa npoussoacrsa 11/2023
Dosage form / Metered-dvose nasal spray / Cnpeii - Date of Exp. / Fonen 1o 102025
JlekapcTeenHas hpopma Ha3abHBIA JO3UPOBANHBIHA
Product code / Koa npoayxra SRUO030007E040401DK Date of release / lara Bbinycka 24.11.2023
Batch No. / Cepusi Ne 12231081 Qty. Released / 28,480 BOT/
KosindecTBo BbinyieHo (1aKkoHOB
Batch size / Pazmep cepuu 30,972 BOT / nakonos Mig.License No. / JIuuensus na MNB/10/832
NPOH3BOACTBO (HOMep)
Inspection Lot NOL/ 040000493962 Mfg. License Date / JInuensus na 30/04/2020
Peructpauunonnstii Homep aHau3a npPOU3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020 -
GMP cepruduxar (nara)
. . GMP Compliance certificate No. / GMP-
Market / Priox Russia /Poccns GMP cepruduiar (Homep) 01556/20/IN
Reference Specification No. / STP-CC-
Creundukauus rorosoro SPC-CC-063688 Reference STP No. / CIIU Ne 640944
npoaykra Ne
Mometasone Furoate Monohydrate/ MFM-
API name / Hanmenosanne AOC y API Batch No / ADC cepus Ne 23407(JM-01)-
Mowmerazona Qypoara MOHOTHIpAT 002
Manufactured by / Ilpoussoaureanr | Aarti Industries Limited, India / Aaptu Munactpus Jlumuren, Unnus
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATHI

16. | Package Size / YnakoBka 120 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. /
Ilo 120 nos cycnensun Bo (uiakOHe M3 MONUITWIIEHA BBICOKOH TMIOTHOCTH ¢
JIO3UPYIOLIMM YCTPOHCTBOM U KONMAYKOM M3 TIONUITHICHA BLICOKOJ- nnom@cm Jlo 1
(I1aKOHY BMECTE ¢ MHCTPYKUMEH 110 MEAUIIMHCKOMY l’IpHMeHel;IPI}GS’B Tauke KapTOHHOI.
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Declaration of certification: “I hereby certify that the above information is authentic and accuraté,“This batch of ploduot As
been manufactured including packaging and quality control at the abovementioned site in full ot Jiance with the: ¢
requirements of the local Regulatory Authority and with the normative document no. JIIT-No (QQLIMQD (P ) dt
23.01.2023 in market Authorization of Russia and submitted specification no. SPC-CC-063688. The\bat“h processmg,
packaging and analysis reviewed and found to be in compliance with GMP.”

3akioueHne 0 COOTBETCTBHMM: HACTOSAIMM TOATBEPXKAAI0, YTO TNPEICTaBjieHHas Bbile uHOOPMAUMs SBJAETCS
noctopepHo# ¥ To4yHoH. [lanHas cepus Obula mpousseieHa (BKIIIOHAs YHNAKOBKY/MapKMPOBKY ¥ KOHTPOJbL KauyecTsBa) Ha
YKa3aHHOH BHIIIE NPOM3BOJCTBEHHOH IUIOLIAJKE B I[OJHOM COOTBETCTBMM ¢ TpefomaHusmu  Hajnexameit
IIpoussoacreenHoli Ipaktuku (GMP) oKanbHBIX PEryNsSTOPHBIX OPraHoB U TpeGOBAHUSAMM HOPMATHBHON HOKYMEHTALMU
JIT-Ne(001710)-(PT-RU) ot 23.01.2023 mms peinka Poccuu M yrsepxaedHoil cneumdukaumein No SPC-CC-063688.
IlpoToKoasl NMPOU3BOACTBA, YNAKOBKM M IOKa3aTeNid KayecTBa NAHHOW cepud ObLIM NPOAHAIM3MPOBAHBI W CHENAHO
3aK/II0YEHHE, YTO OHH COOTBETCTBYIOT Tpebosanmam Hannexawed poussoacteennoi Ipaktuxu (GMP).
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