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Name of Product /
HaumeHoBaHue NPOIYKLUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTOBAHHOE HAMMEHOBaHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerazona cripeil HazaibHbH 1o3upoBarubIil 50 MK/ 1034

Active Ingredients /
HeiicTByloune BewecTsa

I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnipest cofepyuT: JelicTRyolee BelecTBo: MomerasoHa (ypoara MOHOIHApAT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mMxr

Strength / Jo3uposka 50 mcg / 50 mxr Date of Mfg. / lata npoussoacrsa 06/2023
D P / Metered-dose nasal spray /
osage form Cripeii HazanbHbIM Date of Exp. / I'onen g0 05/2025
Jlexapereennas dpopma o
JIO3UPOBAHHLIH

Product code / Kog npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2023

Batch No. / Cepust Ne 12230606 Qty. Released / Konmuecrso 32,640 BOT/
BBIYIEHO (raxoHoOB

Batch size / Pasmep cepun 34,722 BOT / dnaxotion Mig.License No. / MNB/10/832
JInueH3ust Ha NPoM3BOACTBO (HOMeD)

Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020

PerucrpaunoHHbiii HOMep aAHANH3A JInueH3us Ha npou3BoACTBO (AaTa)

Package size / Ynaxosxa 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxkar (nara)

Market / Phitioss Russia / Poccits GMP Compliance certificate No./ | y1p_g1556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundukauus rorosoro SPC-CC-063688 Reference STP No./ CIIN Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

HaumeHosanue AOC MowmerazoHa {yypoaTta MOHOIHAPAT | ADC cepusn Ne 01)-002

Manufactured by / Ilpouspoaurens | Aarti Industries Limited, India / Aapru Unnacrpus Jlumuren, Unnus

No TESTS / ITOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /

PE3YJBTATHI

1. | Description / Onucanue

White to off white thick suspension of

semitransparent to non-transparent
consistency. /
Ot OGenoro po moutu Oenoro LBETa OT
N0y TIpO3pauHON 1o HETPO3payHOH

KOHCHUCTCHUHH Iycrad CyCneH3us.

Off-white thick suspension of non-
transparent consistency. /

IMoutn Genoro usera HenpospadHoit
KOHCHUCTEHIMHU I'YCTas CyCIleH3usl.

Identification / IToxnuuHOCTL

a) Mometasone Furoate /
MowmeTasona pypoart

The retention time of the peak of
Mometasone Furoate 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). / BpeMms y#epKUBaHUS IrKa

The retention time of the peak of
Mometasone  Furoate  in  the
chromatogram of sample preparation
corresponds to the retention time of
the main peak in the chromatogram
of standard preparation / Bpewms

MOMeTa3oHa (ypoara Ha XpOMAaTOrpamMMme | yiepKMBaHMA IMKAa  MOMETa30Ha
| HenbITyeMoro pacteopa OOJKHO | dypoara Ha XpomaTtorpamme
{| COOTBETCTBOBATb BPEMEHM YIEPIKHBAHMA | UCTIBITYEMOTO pacTBopa
| OCHOBHOTO THMKa Ha  XpOMAarorpaMme | COOTBETCTBYET BpEMEHH

CTaHLapTHOrO  pacTBOpa  (CM.  pasfel | yOePKUBAaHWA OCHOBHOI'O ITHKA Ha

«KosyecTBeHHOE ONpeeneHue). XpoMaTorpaMme CTaHAapTHOTO

pacTBopa.

Prepayéd By / [loarotosun

Checked By / Ilposepua

Signature / loanucek

o
o

Approvegd By / Onobpua

7 ,
1o / 2 9 /ja 27

Date / {ara wlﬁ {07] o1 3 e\
Name / ®1O Yogesh Kumar Mehta Atul Kumar Ajay K!umar Garg
Designati

esignation / Officer-QA Officer-QA Asst. Manager - QA
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Name of Product / MOMAT RINO
HaumeHoBaHue NpoayKUHH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenarenroBanHoe HauMeHOBaHHe MowmeTazoHa ciipeil HazaLHbIH 103MPOBaHHLI 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByomue Bewmecrsa 1 1032 ciipest COACPKUT: AEHCTBYIOLICE BeecTBO: MomeTasoHa yypoara MOHOruapar
51,72 mxr B niepecuere Ha Mowmerasona ¢ypoar 50,00 Mxr
Strength / Jlosuposka 50 meg / 50 Mxr Date of Mfg. / lata npousBoacTBa 06/2023
Dosage form / Metex:‘ed-dose n‘dell spray / i
Jexapcrpernas dopma Cnpeit HAsAILHEIA Date of Exp. / Tonen no 05/2025
PCTBEHHA 1Y .
JIO3UPOBAHHbBI
Product code / Koa npoaykra SRU030007E040401 DK Date of release / Jlata Bbinycka 30.06.2023
Batch No. / Cepusi No 12230606 Qty. Released / Konnyecreo 32,640 BOT/
BLINYIIEHO (pnaxonon
Batch size / Pasmep cepun 34,722 BOT / ¢pnakonon Mg, License No. / MNB/10/832
JInuensus Ha npon3sBoacTBO (HOMep)
Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020
PerncrpaunoHHbIii HOMep aHaju3a Jluuensus Ha NnpoH3BOACTBO (1aTa)
Package size / Y nakoska 120 Doses / 120 103 GMP Compliance certificate Date /| ¢/ 090
GMP cepruduxar (nara)
Market / Prinox Russia / Poceus GMP Compliance certificate No./ | Gyip_g1556/20/1N
GMP cepruduxart (HoMep)
Reference Specification No. /
Crenuduxaus rorosoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
HaumeHoBanue ADC Mowmerazona dypoara MOHOruapar ADC cepusi Ne 01)-002
Manufactured by / Tlpoussoaurens | Aarti Industries Limited, India / Aapru Unpacrpus Jiumuren, Mnaua
Ne TESTS / NOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS /
PE3YJIBTATDI
b) Benzalkonium chloride/ | The chromatogram of the sample solution | The chromatogram of the sample
BeH3ankoHHs XJA0pua should contain peaks corresponding to the | solution contain peaks corresponding
retention times of peaks of benzalkonium | to the retention times of peaks of
chloride homologues Ci» and Cj4 in the | benzalkonium chloride homologues
chromatogram of the standard solution (refer | Cj; and Cy4 in the chromatogram of
to  Assay). / Ha  xpomarorpamme | the standard solution. / Ha
UCTILITYEMOTO pacTsopa JOJDKHBI | XpoMaTorpamme HCIILITYEMOTO
OOHApYKUBATHCS  MUKHM, I10 BPEMEHAM | pacTBOpa OBHAPYKWBAKOTCS MUKH, 10
YACP)KUBAHUA  COOTBETCTBYIOIIME IIMKaM | BpeMEHaM YAEPKUBAHUS
romooros OenzankoHus xjopunaa Ci; u Cis | COOTBETCTBYIOUIME MUKAM TOMOJIOTOB
Ha XpoMartorpamme CTaHJapTHOro pactsopa | 6eHzankonus xnopuaa Cp» u Cig Ha
(eMm. pasnen «KonuuecTeeHHoe | xpoMarorpamme CTaHIApTHOIO
ONpeENeHue). pacTBopa.
3. | pH From 4.30t04.90/ 014,30 no 4,90 4.66 /4,66
4. | Density / Iliornocrs From 0.950 to 1.050 g/fcm? / 1.006 g/cm?®/ 1,006 r/cm?®
0Ot 0,950 no 1,050 r/cm®
S. | Viscosity / BaskoeTs From 30 to 130 cPs/ Ot 30 o 130 cll3 56.5 cPs/ 56,5 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 294 mOsm/Kg
OcMOIAIBHOCTD Ot 250 no 350 MOcm/kr 294 mOcm/xr
Prepgied By / Iloarorosun Checked By / Iposepua Approved By / Ono6pun
Signature / Hoanucs /%Q/ <’j ’’’’’’’ o Cd—
Date / laTa Lo el 3 T AT '\’L‘“S v / s %/)002
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
;z;li:?)tcl:: / Officer-QA Officer-QA Asst. Manager - QA

FCM/QA054/08.00
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Name of Product / MOMAT RINO
HaumMenoBanue npoayKuuu MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose
HenaTeHTOBAaHHOE HAUMEHOBAHME Mowmera3oHa cripeil HazaibHBIH 103MpoBaHHbIH 50 MKV 1032
| 1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeficTByroime semecTsa 1 no3a cnipes COMEPXKUT: REHCTBYIOUICE BeluecTBO: MoMeTasona ¢ypoara MoHOrapar
51,72 mxkr B niepecuere va Momerazona ¢ypoar 50,00 mxr
Strength / To3upoBka 50 meg / 50 mxr Date of Mfg. / laTta npousBoacTsa 06/2023
Dosage form / Metered-dose nasal spray /
0 Crnipeit HazanbHbIi Date of Exp. / 'onen no 0572025
exapcTBeHHast popma ) N
JIO3UPOBAHHBIA
Product code / Koa npoaykra SRUO030007E040401DK Date of release / laTa Bpinycka 30.06.2023
Batch No. / Cepus Ne 12230606 Qty. Released / Konuuectro 32,640 BOT/
BLINYHICHO (pr1akoHOB
Batch size / Pasmep cepun 34,722 BOT / nakoHos Mig.License No. / MNB/10/832
JInnensus Ha npousBoACTBO (HoMep)
Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020
PerucrpaunoHHbiii Homep anajsusa JIuueH3ust Ha NPoU3BOACTBO (NaTa)
Package size / Ynaxoska 120 Doses / 120 103 GMP Compliance certificate Date/ | 10001
GMP ceprudukar (nara)
Market / Poiaox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudurxar (Homep)
Reference Specification No. /
Cneundukauus rotoporo SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944
NpoayKTa Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanue AOC MomerazoHa §ypoara MOHOTHAPAT ADC cepusi Ne 01)-002
Manufactured by / Hpoussogutenr | Aarti Industries Limited, India / Aaptu Unpactpus Jlumuren, Uanus

Ne | TESTS/INOKA3ATEJIN LIMITS / TPEBOBAHUSL OBSERVATIONS /
PE3YJbLTATDBI
7. | Net content / Macca Not less than 18 g/ He menee 18 r 183g/183r
cofiepsKUMOro hiakona
8. | Number of deliveries per Not less than 120 doses (exclude the first 164 doses / 164 no3

container / KonnuectBo no3 | pumping) / He mMenee 120 no3 (ne cunras
IEPBUYHYIO IPOKAUKY)

9. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Muxumym: 98.4%
Macca po3n1 of the theoretical dose mass / Maximum / Maxcumym:108.4%
UnpuBuayanbHast Macea no3bl: oT 85 % Average / Cpeanee: 104.0%

1o 115 % ot TeopeTUuEecKO Macchl 1035,

Average mass of the dose: from 90% to

110% of the theoretical mass of the dose /
Cpeansia macca zo3bi: 0T 90 % o 110 % ; _
OT TEOPETHYECKOHN MACChI O3B //%"/ .

Prepared By / Iloarorosua Checked By / IlpoBepuJ Approved By / OnoGpun
Signature / 11 i/ v )
ignature / Hoanucey w‘}“ / (j, < A
Date / ata Lolan | Lot e U} s /g .,} /JU! T
7/
Name /@10 Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /
HomxHocTh Officer-QA Officer-QA Asst. Manager - QA
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Name of Product / MOMAT RINO
Haumenosanue npoaykuum MOMAT PHHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHToBaHHOE HAMMEHOBAHUE Mowmera3zoHa cpeft HazaabHBI Jo3upoBanHbii 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
JeiicTByloume Beliecrsa 1 no3a cnpes conepxuT: AHCTBYIOMEE BELIECTBO: MomeTasona (ypoaTa MOHOTMAPAT
51,72 mxr B nepecyere Ha Momeraszona dypoar 50,00 Mxr
Strength / losuposka 50 meg / 50 mxr Date of Mfg. / lara npoussoacrsa 06/2023
Dosage form / Metered-dose nasal spray /
Capeit HazanLHLIN Date of Exp. / I'ogen no 0572025
Jexapcreennas ¢popma -
JIO3MPOBaHHbLH’
Product code / Koa nponykra SRUO030007E040401DK Date of release / laTa Bbinycka 30.06.2023
Batch No. / Cepust No 12230606 Qty. Released / Koanuectso 32,640 BOT/
BBINYHIEHO ()1aKoHOB
Batch size / Pazmep cepun 34,722 BOT / gnaxonon Mg License No. / MNB/10/832
Jluuensus Ha npousBoaAcTBO (HOMEP)
Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020
PeructpaunonHblii Homep anajn3za JlnueHsusi Ha npou3BoacTBo (aaTa)
Package size / Ynaxoska 120 Doses / 120 7103 GMP Compliance certificate Date/ | 1,00
GMP ceprudukar (nara)
Market / Poitok Russia / Poccis GMP Compliance certificate No./ | \1p 1556/20/1N
GMP ceprudukar (nomep)
Reference Specification No. /
Cneundunkauusi roToBoro SPC-CC-063688 Reference STP No. / CITA Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanue ADC MomerazoHa ypoara MOHOTHADAT ADC cepust Ne 01)-002
Manufactured by / [lpoussoaurens | Aarti Industries Limited, India/ Aaptu Manactpus Jlumuren, Unnus
Ne TESTS /ITOKA3ATEJIN LIMITS / TPEBOBAHUSI OBSERVATIONS /
PE3YJIBTATDI
10. | Particle size / Particles < 10pm in size: Not less than 90% | 100.0% / 100,0%
Paszmep wacTun Yacruu pasmepom < 10 MKM — He MeHee
90 %;
Particles < 30pm in size: 100% 100.0% / 100,0%

YaeTuy pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent

Absent / OTCYyTCTBYIOT
YacTuuesl pazmepom > 30 MKM — DOIDKHB]

OTCYTCTBOBATH
11. | Sedimentation Stability / Not less than 5 min / He menee 5 mun. Complies /
y p
CeanmMeHTannOHHAS CooTgeTcTBYE
YCTOHYHBOCTH
Prepared By / IToaroroua Checked By / Hposepuas Approved By / Ono6pua
e y p p
Signature / loanucs /%Mn? F
Date/ lata b RRAL | To13 e e iy yolf® ! }/ e
7

Name / @110 Yogesh Kumar Mehta Atul Kumar Ajay {(umar Garg
Designation /
TomKHOCTS Officer-QA Officer-QA Asst. Manager - QA
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Name of Product/
HaumeHoBaHue npoaykuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHME

Mometasone Metered-dose Nasal Spray 50 meg/dose
Momerazona cnpel HasanbHbIH J03WpoBaHHLI 50 MxI/1032a

Active Ingredients /
JeiicTByromme Bemecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
I no3a cnipes cozepxHuT: Aeiicraylomee BelectBo: Momerasona ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona gypoar 50,00 mxr

Strength / TozupoBka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrTea 06/2023
D f / Metered-dose nasal spray /
osage lorm Cnpeli HazanpHBIH Date of Exp. / T'onen go 0572025
JlekapcTeenHasn dpopma ) N
JIO3HPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Boinycka 30.06.2023
Batch No. / Cepusi Ne 12230606 Qty. Released / Koninvectso 32,640 BOT/
BbINYLIEHO (iakoHOB
Batch size / Pazmep cepuu 34,722 BOT / gnakonon Mig.License No. / MNB/10/832
JInuensus Ha npousBoacTBO (HoMep)
Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020
PeructpauyoHHbiii HOMep aHaaH3a JInueHsusi Ha IPON3BOACTBO (1aTA)
Package size / Ynakorka 120 Doses / 120 nos GMP Compliance certificate Date / 18/06/2020

GMP ceprndmkar (aarta)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP cepruduxar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crienudukauus roToBoro
npoaykta Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

API name /
Haumenosanue ADC

Mometasone Furoate Monohydrate /
Mowerasona Qypoara MOHOTHIPAT

API Batch No /
ADC cepusa Ne

MFM-23405(1M-
01)-002

Manufactured by / I1ponssogurenn

Aarti Industries Limited, India / Aapru Manactpus Jlumuren, Muaus

Ne | TESTS/IIOKA3ATEJU LIMITS / TPEBOBAHUSA OBSERVATIONS /
PE3YJIBTATDI
12. | Related Substances / PoacTBennsie npumMecn
Impurity 8 DM/ Not more than 0.15 % / 0.03%/ 0,03%
[Tpumecu § DM He 6onee 0,15 %
Impurity DMC / Not more than 0.15 % /
[Tpumecu DMC He 6osnee 0,15 % Below LOQ /Hmxe ITKO

Impurity D /
Hpumecu D

Any individual unspecified
impurity / Exuanano
HeUAEHTHUIUPOBAHHOT
TIpUMecH

Total impurities /
CyMMBI npumMeceit

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

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

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

0.02%/ 0,02%

0.06%/ 0,06%

0.23%/0,23%

Checked By / Ilposepua

Signature / Iloanuce

Prepaged By / Hoarorosun

A

Ty
-

= 3 o / Yy, 7
Date / lata ,w ’ a7 ‘ LvL:S o '\"'\\’LJ; rl"g)/g 9/;{0/)3
Name / ®HO Yogesh Kumar Mehta Atul Kumar Aja{/Kun<ar Garg
ronati
Designation / Officer-QA Officer-QA Asst. Manager - QA

JomHocTh
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Name of Product/
HanmeHoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTosanHoe HauMeHOBaHHe

Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmerazona cnpeii

Ha3ILHBIN 103MpoBanHbiit 50 MKI/no3a

Active Ingredients /
JleficTByrommue BeiecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cipes copepKuT: AelcTRyIOMee BeLECTBO: MoMeTaszona (ypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 Mxr

Strength / Josuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacrsa 06/2023
D p / Metered-dose nasal spray /
osage form Cnpeii HazanbHBIH Date of Exp. / I'onen o 05/2025
JlexapcTBenHas popma o
JIO3HPOBaHHKbIH

Product code / Koa npoayxra SRUG30007E040401DK Date of release / laTa Bbinycka 30.06.2023

Batch No. / Cepust Ne 12230606 Qty. Released / Koanuecrso 32,640 BOT/
BbINYLIEHO ¢utakoHOB

Batch size / Pasmep cepuu 34,722 BOT / dnakonos Mifg.License No. / MNRB/10/832
JInuensusi Ha Npou3BoOACTBO (HOMep)

Inspection Lot No.“/ 040000467999 Mfg. License Date / 30/04/2020

PerncrpauyoHublii HoMep aHaiu3sa JluueH3sust Ha Npou3BOACTBO (1aTA)

Package size / Ynaxoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmrar (aara)

Market / Prinos Russia / Poceus GMP Compliance certificate No./ | ;b g1556/20/1N
GMP cepruduxar (Homep)

Reference Specification No. /

Cneundukauusa roroBoro SPC-CC-063688 Reference STP No./ CITH Ne STP-CC-040944

npoaykra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-

Haumenosanue AOC Mowmeraszona ¢ypoara MOHOTHAPAT ADC cepus Ne 01)-002

Manufactured by / llpoussoautens | Aarti Industries Limited, India / Aapru Mnnacrpus Jumuren, Munus

No TESTS / TIOKA3ATEJIU LIMITS / TPEFOBAHUS] OBSERVATIONS /

PE3YJIBTATBI
13. Spray content uniformity Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hauajio:

(Uniformity of delivery
dose) / OaHopoanocTs
A03HPOBAHHS
(OaHoponHocThL
JNOCTaBJASEMOIi 103bI1)

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 6onee 2 u3 20 203 (10 Hauansueix 103 1 10 KOHEWHBIX 103)
MOTYT HMETh OTKIIOHEHHE OT CPEAHEro 3HaueHns fonee uem =
20 %, w Hu OQHA 1032 HE JOMKHA MMETL OTKNOHEHHE OT
cpeanero 3navenus Gonee yeM Ha + 25 %. Cpeinee 3uauenne
HE ROJIKHO Npesbiuarh & 15 %,

Ecnu ot 3 n0 6 103 uMEI0T 0TKIIOHEHKA Goree uem + 20 %, Ho
MeHee yeM & 25 %, TO HCMBITHBAIOT ceayowme 20 GnakoHos.
He Gonee 6 u3 60 403 MOryT MMETb OTKIAOHEHHE OT CPEAHErO
sHauenus Gonee dwem + 20 %, 1 HN o/1HA 1033 HE JOITKHA HMETD
OTKJIOHEHHE OT CPENHEro 3HaueHUs Oonee uem = 25 %,
Cpensee 3HaueHHE KaXIOTO ONPEAEACHHS HE  AOJKHO
npeskiuars + 15 %.

Minimum / Munumym: 97.6%
Maximum / Maxcumym:102.3%
Mean / Cpennee:100.0%

END / Koneu:
Minimum / Munumym: 98.4%

Maximum / Maxcumym:101.8%
Mean / Cpennee: 100.0%

Checked By / Iposepu

Signature / Hoanuck

Prepared By / lloaroTosua

7 Ll

Approvad By / Oxo6pun
Sl

Date / lata

»/)/Jf:ﬂ 1213

{f),/() 2 '}/ﬁ),a s

Name / ®UO

Yogesh Kumar Mehta

Atul Kumar

Ajay/{(umér Garg

Designation /
Jonmuocrs

Officer-QA

Officer-QA

Asst. Manager - QA
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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

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

Page 70f9/Crp. 7139

Name of Product /
HaumenosaHnue npoaykunu

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTenroBanHoe HauMeHOBaHUe

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cripeli HazaabHbL J03MpoBanHbii 50 Mkr/103a

Active Ingredients /
HeiicTByionre Bewecraa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg as
calculated for Mometasone Furoate 50.00 mcg
1 nosa cripes conepxut: HeficTByiolee BelecTso: MoMeTaszoHa (ypoata MOHOTHAPAT
51,72 mkr B niepecuere Ha Momerasona ¢ypoar 50,00 mxr

Strength / o3uposra 50 meg / 50 mMxr Date of Mfg. / dlata npoussoacrsa 06/2023
D form / Metered-dose nasal spray /
osage form Crnipeif Ha3abHEBIHA Date of Exp. / 'ogen o 0572025
JlekapcerBennas gopma ) o
JIO3YPOBAHHBII

Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Boinycka 30.06.2023

Batch No. / Cepus Ne 12230606 Qty. Released / Koauuecrso 32,640 BOT/
BbINYLIEHO (axoHoB

Batch size / Pasvep cepuu 34,722 BOT / niakoHon Mig. License No. / MNB/10/832
JluueH3usi HA NPON3BOACTBO (HOMep)

Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020

PerucrpaunoHubiii HoMep aHAIM3A JInnensusi Ha npousBoacTBO (1aT43)

Package size / Ynawoska 120 Doses / 120 7103 GMP Compliance certificate Date/ | ;0,009
GMP ceprudukar (nara)

Market / Poitox Russia / Poccns GMP Compliance certificate No./ | G\ 1p_g1556/20/1N
GMP ceprudurar (Homep)

Reference Specification No. /

Cneunduxanus rorosoro SPC-CC-063688 Reference STP No. / CIII Ne STP-CC-040944

npoayxra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-

HaumenoBanue ADC Monmerazona gypoara MOHOTHApAT ADC cepusi Ne 01)-002

Manufactured by / Tlpoussoauressr | Aarti Industries Limited, India / Aaptu Unpacrpus Jhavmuren, Munus

Ne TESTS / TIOKA3ATEJIU LIMITS / TPEBOBAHUSI OBSERVATIONS /

PE3YJIBTATHI
14 | Microbiological Purity / MukpoGuosornyeckas 4Y4crora
Total aerobic microbial count | Not more than 10? cfu per 1ml of the Less than 10 cfu/ml/

/ Obu1ee yncIo a3pobHbIX
MHKPOOPTaHU3MOB

npenapara

product / He 6onee 10° KOE B 1 mn

Meunee 10 KOE/mn

/ OB11ee HHUCIIO APORIKEBBIX

Total yeast and moulds count

Not more than 10! cfu per 1 ml of the
product / He 6onee 10' KOE B 1 ma

Less than 10

Menee 10 KOE/Ma

cfu/ml/

OrcyTetBHe B 1 MA npenapara

¥ [IECHEBbIX IPUOOB npenapara

Pseudomonas aeruginosa Absence per 1 ml of the product / Absent / OtcyTcTBYeT
OtcyrcTBue B 1 mul npenapara

Staphylococcus aureus Absence per 1 ml of the product / Absent / OtcyTerByer

15.

Assay / KoninmyecTBeHHOe onpeniesienne

a) Mometasone Furoate /
MowmetazoHa dypoat

From 85,0 % to 115,0 % of the labeled
content / Ot 85,0 % o 115,0 % ot
3asBJICHHOTO COJIEPKAHMsI

103.0% /103

,0%

b) Benzalkonium chloride /
BeH3ankoHust xopu

3a8BJICHHOIO COAECPXKAHNMSA

From 80,0 % to 120,0 % of the labeled
content / Ot 80,0 % 50 120,0 % ot

98.9% /98,9%

Pr

epared By / IloaroTosun

Checked By / Ilposepua

Approved By / Onobpun

Signature / Iloanucs
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q..;,,‘ A ~ 7 i o
Date/ /lata 1o ]07] Lary e e\ o |2 Ve,
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay/i(ufflar Garg
——
Designation / Officer-QA Officer-QA Asst. Manager - QA
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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

CEPTUDOHUKAT AHAJIM3A T'OTOBOT'O INPOJAYKTA

Page 8§ of 9/ Crp. 813 9

Name of Product/
HaumeHoBaHue NpoayKUHy

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBAHHOE HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTazona cripeif HazanpHbIA 103MpoBarHBEIT 50 MK/ 1032

Active Ingredients /
JeficTByI0O1IHE BemecTBAa

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

calculated for Mometasone Furoate 50.00 meg

1 no3a CIIPCs COACPXNT: lICi;ICTBleIIJ.CQ BeuIecTBO: MoMerasona (])ypoaTa MOHOTHApaT

51,72 mxr B niepecyere Ha Momerasona dypoar 50,00 mxr

Strength / losaupoka 50 meg / 50 mkr Date of Mfg. / Jata npousBoacrsa 06/2023
D e form / Metered-dose nasal spray /
0sag Cnpelt Ra3aIbHBIA Date of Exp. / I'onen go 05/2025
JlekapcTeenHas dopma ) o
JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / Jlata Beinycka 30.06.2023
Batch No. / Cepusi Ne 12230606 Qty. Released / Koauvecrso 32,640 BOT/
BLINYHIEHO (pakoHOB
Batch size / Pazmep cepun 34,722 BOT / ¢nakonosn Mig.License No. / MNRB/10/832
Jluuensus Ha NpoM3BOACTBO (HoMep)
Inspection Lot No:'/ 040000467999 Mfg. License Date / 30/04/2020
PeructpaunoHHblit HOMep aHaaK3A JIuuensust Ha NPOH3BOACTBO (1aTA)
Package size / Ynaxcoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ¢/, 07

GMP ceprudukar (nara)

Market / Poisok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudukar (nomep)

GMP-01556/20/IN

Reference Specification No. /
Cneundukanus rorosoro
npoaykTa Ne

SPC-CC-063688

Reference STP No. / CITH Ne

STP-CC-040944

API name /
HaumenoBauune AOC

Mometasone Furoate Monohydrate /
MowmerazoHa Qypoara MOHOIHIPAT

API Batch No /
ADC cepusi Ne

MFM-23405(JM-
01)-002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aaprn Unpacrpus Jlumuren, Unanst

Ne TESTS /TIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIbTATBI

16. | Package Size / Ynaxkoska

made from

BbICOKOI

¢ MHCTpYKUHUEH

60 or 120 doses of suspension per bottle
high-density  polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One | a
bottle together with the package insert per a
cardboard box. / Ilo 60 wuau 120 nos
CyCneH3uH BO (IaKoHEe M3 NONUITHIIEHA
TLIOTHOCTH
YCTPOICTBOM M KOJNAYKOM U3 TIOJUITHIICHE
BeICOKOM mytoTHOCTH. [To 1 dimakony Bmecte

cap made
polyethylene.
with the
JIO3MpYIOWUM | BO  duiakone

YCTPOHCTBOM
MEIULIHHCKOMY

120 doses of suspension per bottle
made from high-density polyethylene
equipped with a metering device and

from high-density
One bottle together
package
cardboard box. / 120 no3 cycnensuu
U3 IOAMATUIEHA
BbICOKOH IUIOTHOCTH C HO3HPYIOLIUM

[IOJIMDTUJIEHA BBLICOKOHM IUIOTHOCTH.

insert per a

KOJITaYKOM H3

NPpUMCHECHHNIO B TAYKe KapTOHHOﬁ.

ITo 1 dnakony
UHCTPYKLIMER 10
NMPUMEHEHHUIO B 1a

BMECTE  C
MEIULUHCKOMY
apPIOHHOM.

17. | Labeling / Mapkupoexa

According to ND / B cooteerctun ¢ HJJ

18. | Storage conditions /
XpaHenne

Store at 15 °C to 25 °C. Do not freeze. /
ITpu Temneparype ot 15 mo 25 °C. He 3aMopasknBath.

19 | Shelf-life / Cpok rognoctu

2 years /2 rona

Checked By / IIposepua

Signature / INoanues

Prepared By / Iloarorosua
4y

-~

—

Date / Jlara - Yelo ”“) Visls | - Lo\ \’L‘j}
Name / ®UO Yogesh Kumar Mehta Atul Kumar Afay Iéumar Garg
Designation /

esignation Officer-QA Officer-QA Asst. Manager - QA

Homxuocrn
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Glenmark pharmaceuticals Ltd
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A I'OTOBOI'O ITIPOJIYKTA

Page 30of9/Crp.9u39

Name of Product /

HaumeHoBanHe npoayKUHM
Generic name /

HenatenToBaHHOe HAMMEHOBaH e

MOMAT RINO
MOMAT PHHO
Mometasone Metered-dose Nasal Spray 50 mcg/dose

Mowmera3zoHa cnipeil HazabHLIH J103HpoBaHHbHH S0 MKI/n03a

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

I no3a cnpes copepxut: AeHcTByrowee BelecTBo: MomMerazona §ypoara MOHOTUAPAT

51,72 mxr B nepecuere Ha Momeraszona dypoar 50,00 Mkr

50 meg / 50 mMxr Date of Mfg. / lara npounssoacrsa 06/2023
Metered-dose nasal spray /
Cripeit Ha3anLubIHA
JIO3UPOBAHHBIH

Active Ingredients /
JeiicTByiomue pemecTa

Strength / Josuposka

Dosage form /

Jexapcrennan Gopma Date of Exp. / I'ogen no 0572025

Product code / Kox npoaykra SRU030007E040401DK Date of release / laTa Boinycka 30.06.2023

Batch No. / Cepust Ne 12230606 Qty. Released / Koanuecrso 32,640 BOT/
BBLHIYIIEHO (naxoHoB

Batch size / Pasmep cepun 34,722 BOT / gnaxonos Mfg.License No. / MNB/10/832
JInueusus Ha npousBoacTBO (Homep)

Inspection Lot NOL/ 040000467999 Mfg. License Date / 30/04/2020

PerucTpauMoHHbIii HOMep aHAIU3A JInueHsust HA NPOU3BOACTBO (aaTa)

Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020

GMP ceprudmrar (aara)
GMP Compliance certificate No. /
GMP ceprudpuxar (nomep)

Market / Poinox Russia / Poccus

GMP-01556/20/IN

Reference Specification No. /
Cneundukauus roToBoro
npoayxra Ne

API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-
Hanmenosanne AOC MowmerazoHa (ypoara MOHOTMApPAT AQC cepus Ne 01)-002
Manufactured by / IlpoussoanTeasr | Aarti Industries Limited, India / Aaptu Unpacrpus Jlumuren, Munus

SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944

Any deviation/Incident/OOS: IN/1101/2023/0064
Otxnonenns/uecootTeercteus/O0OC: IN/1101/2023/0064

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured including packaging and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the normative document no. JI1-003870-221221 in market
Authorization of Russia and submitted specification no. SPC-CC-063688. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3akill04eHHe 0 COOTBETCTBHMM: HACTOAIIMM TOATBEPXKAA0, YTO MpEeACTaBleHHas Bbllie HHGOPMALUs ABASETCS
NOCTOBEPHO# ¥ TOuHOH. JlaHHas cepus Obila nMpousBelcHa (BKIIOYAS YIAKOBKY/MapKMpPOBKY M KOHTpOJIb KAuecTBa) Ha
YKa3aHHOW  BBHIILE MPOM3BOACTBEHHOH IJIOLIAJKe B [OJHOM  COOTBETCTBMM ¢ TpeGosanusimu  Hamnexauieh
Ipoussoacreenno Ilpaktuky (GMP) nokanbHBIX PerynsTOPHBLIX OPraHOB M TPeGOBAHUAMHM HOPMATHBHOMN HOKYMEHTALMU
JII1-003870-221221 nnsa pwinka Poccuu u yTeepxaeHHoOi crietmdukauiny No SPC-CC-063688. TIpoToKoONbI NpOU3BOACTBEA,
YNAKOBKH M TOKasaTeiu KauecTsa JIAHHOM cepuu ObUIM NPOAHANM3HPOBAHBI W CIEJAHO 3aKIIOYEHUE, UTO OHHU
COOTBETCTBYIOT TpeboBaHuaM Hamnexamelf Iponssoacreennoi [paxtuku (GMP).

Prepared By / Hoarotosua

Checked By / Ilposepua

Signature / [loanucs

¢

—

Date / Jara L/ 2121 et % “eie\\ ey Qe:l 4 fr)/;\vp/)’@
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay &"'“ar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA

HomxuocTn
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