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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®UKAT AHAJIN3A TOTOBOI'O ITPOJIYKTA
Page 1 of 8/ Crp. 1138

MOMAT RINO
MOMAT PUHO

Name of Product/
HaumeHoBaHue npoayKuUun

Generic name /
HenarenroBanHoe HAMEHOBAHHE

Mometasone Nasal Spray 50 mcg/dose
Mowmera3soHa criped Ha3aIbHbIA 103upoBaHHbil SO MKT/103a

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

1 no3a cripes coaepkuT: AeHCTBYIOLee BewecTBO: Mometasona Oypoata MOHOTHADAT

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

Active Ingredients /
JeficTByromue Belecrea

Strength / lo3suposka 50 mcg / 50 mxr Date of Mfg. / Jara nponssoactsa 02/2023
Dosage form / Metered-dose nasal spray /
ge 1o Cripeit HasanbHbIH Date of Exp. / I'ogen no 0172025
JlexapcTBennas ¢popma y
JIO3WPOBAHHBIN
Product code / Kop npoayxra SRUO30007E040401EJ Date of release / lata Bbinycka 30.03.2023
Batch No. / Cepus No 12230127 Qty. Released / Koanuvecrso 36,120 BOT/
BbINYILEHO (pnakoHOB
Batch size / Pasmep cepuu 41,666 BOT / ¢nakonos Mg License No. / MNB/10/832
Jluuensus Ha npousBoacTso (Homep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
Perncrpaunonnsiii HoMep aHasnu3a JluueH3ns Ha NMPoU3BOACTRO (1aTa)
Package size / Y nakoBka 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxat (aara)
Market / Prinok Russia / Pocons GMP Compliance certificate No. /| 5\ ip 1556/20/1N
GMP ceprudmxar (Homep)
Reference Specification No. /
Crenudukauus roToBoro npoayKkTa SPC-CC-063691 Reference STP No. / CIIU Ne STP-CC-040947
Ne
API information / Aarti Industries Ltd,
tnformation /-1y 15 metazone Fuorate / Batch No / MFM-22408(JM-01)- | Mfg by / India
Undopmanus o6 Ay TR
Mowerasona ¢pypoar Cepus Ne 001 Ipousson. Apri Mraacrpus
A®C S, Muang
Ne | TESTS/TIOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /
consistency. /| moutu 6enoro uBera He MPO3PAuUHOI
Ot ©Gesoro no mnoutu 6enoro wuBeTa OT | KOHCHCTEHLMH I'yCTas CyCNEH3HUA.
TI0JIY IPO3PayHOM Io HEIpO3pavyHOH

KOHCUCTEHLUM I'yCTas CYCIIeH3Hs.
2. Identification / IToanuunocTL
a) Mometasone Furoate /

The retention time of the peak of | The retention time of the peak of

Mometasone Furoate in the

Mowmeta3zona ¢ypoart

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). / Bpema ynepxuBaHus nuka | standard  preparation /  Bpews
MoMeTazoHa (ypoaTa Ha XpoMarorpamMMe | yACpKHMBaHUS — TMKa  MOMETa30Ha
HCTIBITYEMOTO pacTBopa IOMKHO | dypoara Ha XpomatorpaMme
COOTBETCTBOBATL BPEMEHU YNEP)KMBAHUsS | MCIBITYEMOTO PAacTBOPA COOTBETCTBYET
OCHOBHOrO  NMKa Ha XpOMAarorpaMme | BPEMEHM YJEPXKHBaHHS OCHOBHOI'O
CTAHOApPTHOro  pacTBopa (cM. paszen | nuka Ha XpomaTorpaMmme

«KonuyecTBeHHOE onpeﬂeneHHe»).

chromatogram of sample preparation
corresponds to the retention time of the
main peak in the chromatogram of

CTaHAAPTHOTO PACTBOPA.
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Designation / losxHocTs Officer-QA Sr. Officer-QA Assistant Manager-QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTU®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA

Page2 of 8 /Ctp. 2138

Name of Product/
HaumeHoBaHue npoayKuuu

MOMAT RINO
MOMAT PHHO

Generic name /
HenatenToBaHHOe HAUMEHOBAHHE

Mometasone Nasal Spray 50 mcg/dose
Momerazona cripedl HazaJlbHbIA 103MpOBaHHBLIH 50 MK/ 1032

Active Ingredients /
JeiicTByromue BeuiecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg
as calculated for Mometasone Furoate 50.00 mcg
1 103a cnipest CoAePKUT: AeHCTRyIoLIeE BelecTBO: Momerasona ®ypoara MOHOIHAPAT
51,72 mxr B nepecuere Ha Momerasona gypoar 50,00 mMkr

Strength / losuposia 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 02/2023
Dosage form / Metered-dose nasal spray /
osag m Cripeii HasaILHBIA Date of Exp. / T'ogen a0 01/2025
JlexapcrBennas gopma -
JLO3HPOBAHHBLH
Product code / Koa npoayxra SRUO30007E040401E]J Date of release / lata suinycka 30.03.2023
Batch No. / Cepust Ne 12230127 Qty. Released / Konnuecrso 36,120 BOT/
BbITYHIEHO (driakoHOB
Batch size / Pazmep cepunu 41,666 BOT / dakonos Mig.License No. / MNB/10/832
JluueH3ns Ha npou3BoACTBO (HoMep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
PerucrpaunoHHblii HOMep aHAJIU3A Jlnuensus Ha npoussoacTso (ara)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Prisox Russia / Poccus GMP Compliance certificate No./ | gyip_g1556/20/1N
GMP ceprudukar (Homep)
Reference Specification No. /
Crenupukanus roroBoro npoayKTa SPC-CC-063691 Reference STP No. / CIIM Ne STP-CC-040947
Ne
API info tion / Aarti Industries Ltd,
" tniorma "’“6 Mometazone Fuorate / Batch No / MFM-22408(JM-01)- | Mfg by / India
Hpopmauus o Mowmerazona drypoar Cepust Ne 001 Hpousson. Aprtir Muaacrpus
ADC .
Jrn, Muaus
Ne | TESTS /ITOKA3ATEJIU LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJILTATBI

b) Benzalkonium chloride
/ Benzanxonus xjopun

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues Ci» and Cu in the
chromatogram of the standard solution (refer

to Assay). / Ha  xpomarorpamme
HCTIBITYEMOTO pacTtBopa JOJIKHBY
OoOHapyxHBaThCAd MUKW, [0 BpEMeEHaM
YHAEPXUBAHUS COOTBETCTBYIOUIME MUKAM

romosioros 6ensankonus xjgopuna Ciz u Cig
Ha XpoMaTorpaMMe CTaHJapTHOTO pacTBopa
(oM. paszen «KonnuectseHHoe
ONpeaeseHue» ).

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Cj;
and Cy4 in the chromatogram of the
standard solution. / Ha xpomaTorpamme
UCHIBITYeMOTO pacTBopa
O0HapY)XMBAIOTCSI TIMKH, 110 BpEeMeHaM
yIAepKUBaHUA COOTBETCTBYIOLLHE
NMKaM  TOMOJOroB  O€H3aJIKOHHS
xnopuga Cp; u Ci4 Ha Xpomarorpamme
CTaHapTHOTO pacTBopa.

From 4.30 t0 4.90 / Ot 4,30 n0 4,90

4.64 /4,64

4. | Density / ILl1oTHOCTH

From 0.950 to 1.050 g/cm?/
Ot 0,950 no 1,050 r/em®

1.02 g/cm?® / 1,02 r/em®

5. | Viscosity / BaskocTb

From 30 to 130 ¢Ps/ Ot 30 no 130 cll3

55.2 ¢cPs/ 55,2 cll3

6. | Osmolality /
OcMONSIIBHOCTD

From 250 to 350 mOsm/Kg
Ot 250 no 350 MOcm/kr

296 mOsm/Kg
296 MOcm/xr

7. Net content / Macca
corepaxkumoro ¢uiakoHa

Not less than 9 g/ He meHee 9 r

10.6 /10,61

Checked By / IIposepus

Signature / Hoannen
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._ Village: Kishanpura, Baddi Nalagarh Road, Tehsil: Baddi,
Distt. Solan Himachal Pradesh 173205 Indla
%2%%"%}5}?@%% Phone: +91-1795 249300 Fax: +91-1795 249310 email: : Loy

CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

Page3of8/Crp.3u3 8

Name of Product/ MOMAT RINO
HaumenoBaHnue npoayxkumnu MOMAT PHMHO
Generic name / Mometasone Nasal Spray 50 mcg/dose
HenarenTtoBaHHOEe HAUMEHOBAHHE Mowmerasona cripeil HasanbHbIH 03upoBannbIi S0 MKr/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg
Active Ingredients / as calculated for Mometasone Furoate 50.00 mcg
JeiicTByrowune BeecTsa I no3a cripest cCOAEPKHUT: ASHCTBYIOIEE BellecTBO: MoMeTasoHa ®ypoara MOHOTUAPAT
51,72 mxr B nepecuere Ha Mowmerasouna dypoar 50,00 mxr
Strength / llo3supoBka 50 meg / 50 mxr Date of Mfg. / lata npousBoacTBa 02/2023
Dosage form / Metered-dose nasal spray /
g Cripeit HazabHBIH Date of Exp. / T'onen no 01/2025
JlekapcTeenHas gopma N
JIO3HPOBAHHbBIA
Product code / Koa npoayxra SRU030007E040401EJ Date of release / /laTa sbinycka 30.03.2023
Batch No. / Cepust Ne 12230127 Qty. Released / Koanuecrso 36,120 BOT/
BBbITYHICHO (1axoHoB
Batch size / Pasmep cepuu 41,666 BOT / {nakoHos Mg License No. / MNB/10/832
JlnueH3usi Ha NPoU3BOACTBO (Homep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
PerucTpauuoHHbIii HOMep aHaJU3a JlnueH3ust Ha NPOU3BOACTBO (AaTa)
Package size / Ynaxoska 60 Doses / 60 103 GMP Compliance certificate Date /| 44/,
GMP cepruduxar (nara)
Market / PoiHok Russia / Poceus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTudukar (Homep)
Reference Specification No. /
Cneundmxaums rorosoro npoaykra | SPC-CC-063691 Reference STP No./ CIIN Ne STP-CC-040947
Ne
API information / Aarti Industries Ltd,
n Mometazone Fuorate / Batch No / MFM-22408(JM-01)- | Mfg by / India
Nndopmanus 06 N I
Mowmerazona dypoar Cepus Ne 001 Ilpoussoa. Aprti HMnaacrpus
ACC I, M
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHMUSA OBSERVATIONS / PE3YJIbTATbI
8. | Number of deliveries per Not less than 60 doses (exclude the first 81 doses / 81 no3
container / KosnuectBo pumping) / He Menee 60 no3 (He cuuras
103 NIEPBUYHYIO TIPOKAUKY)
9. | Pump delivery / | Individual dose mass: from 85% to 115% Minimum / Munumym: 98.2%
Macca no3b1 of the theoretical dose mass / Maximum / Makcumym: 110.8%
HuansuayaibHast Macca 1o3bi: ot 85 % Average / Cpeanee: 105.9%

710 115 % 0T TeOpeTHUECKOM MacChl 10351,

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsist Macca g03b1: 0T 90 % 1o 110 %
OT TEOPETUUECKON MACChI 103bI

10. | Particle size / Particles < 10pm in size: Not less than 90% | 100.0% / 100,0%
Pasmep wactun Yacruu pasmepoM < 10 MxMm - He MeHee
90 %;

Particles < 30pum in size: 100% 100.0% / 100,0%
Yactun pasmepom < 30 mxm — 100 %

Particles > 30pum in size: Should be absent | Absent / OrcyTcTBYIOT
YacTuu pazmMepom > 30 MKM - TOJKHBI

OTCYTCTBOBATh
Prepared By / Iloarorosua Checked By / Iposepun Approved, By / Ono6pua
Signature / Iloanucs — s A
Date / lara ,3,\‘\03 ').ers 24 ‘o( o | \os}pp’),}
Name / @O Atul Kumar Akshit Bhardwaj Ajay Ku‘mar}Garg
Designation / JlomxHOCTD Officer-QA Sr. Officer-QA Assistant Manager-QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHOUKAT AHAJIMN3A I'OTOBOI'O ITIPOAYKTA

Paged of §/Crp. 413 8

Name of Product /
HaumenoBanue npoayxkunn

MOMAT RINO
MOMAT PHUHO

Generic name /
HenaTeHTOBAHHOE HAMMEHOBAHUE

Mometasone Nasal Spray 50 mcg/dose
Mowmerasona cripeli HasaabHbI 103upoBannbiil 50 MKI/a03a

Active Ingredients /
JeficTBy1omue BeuecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg
as calculated for Mometasone Furoate 50.00 mcg
1 1032 cripest COAEPKUT: AEHCTBYIOIIEE BeiecTBO: MomeTazoHa dypoara MOHOTMApPAT
51,72 mxr B nepecuere Ha Momerazona dypoar 50,00 Mkr

Strength / Ho3uposxa 50 meg / 50 mxr Date of Mfg. / /lata npoussoacTsa 02/2023
D P ) Metered-dose nasal spray /
osage form Cripe#t HazambHbIf Date of Exp. / T'ogen xo 01/2025
JlexkapcTBeHHas dopma ) .
JIO3UPOBAHHbI
Product code / Koa npoayxra SRU030007E040401EJ Date of release / Jlara Boinycka 30.03.2023
Batch No. / Cepus Ne 12230127 Qty. Released / Konnuecrso 36,120 BOT/
BbINYILEHO (naxoHOB
Batch size / Pazmep cepuu 41,666 BOT / dnakounos Mig.License No. / MNB/10/832
JluueHsus Ha npou3BoacTBO (HOMep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
PeructpauuoHHblii HoMep aHAaJU3a JIMueH3ns Ha NpoU3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Poitox Russia / Poccus GMP Compliance certificate No./ | Gyp 0155620/N
GMP cepruduxar (Homep)

Reference Specification No. /
Creundukanus roroBoro npoAyKTa
Ne

SPC-CC-063691

Reference STP No./ CIIU Ne

STP-CC-040947

API inf tion / Aarti Industries Ltd,
U informa “’“6 Mometazone Fuorate / Batch No / MFM-22408(]M-01)- | Mfg by / India
Hdopmauus o Mowmerazona ¢ypoar Cepus Ne 001 Hpoussoa. Apru Unaacrpus
A®C Jirp, Huansg
Ne | TESTS/ITOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS / PESYJbTATHI
11. | Sedimentation Stability / Not less than 5 min / He Menee 5 mun. Complies /
CeaumeHdTanHOHHAS CooTBeTcTRYyET
YCTOHYHBOCTL
12. | Related Substances / PoaxcTBeHHBIe mpuMecH "
Impurity 8 DM / Not more than 0.15 % / He 6osee 0,15 % 0.004%/ 0,004%

{ Tlpumecu 8 DM

Impurity DMC / Not more than 0.15 % / He Gonee 0,15 %
TMpumecy DMC Not Detected/ He obnapyxeno
Impurity D / Not more than 0.20 % / He 6osee 0,20 % 0.02% / 0.02%
IMpumecu D
Any individual unspecified | Not more than 0.20 % / He Goxee 0,20 % 0.08% / 0,08%
impurity / Enquanunoi
HeuaeHTH(ULIMpPOBaHHO
TipuMecH
Total impurity / Not more than 0.60 % / He 6osee 0,60 % 0.23%/0,23%
CyMMBI puMeceii
Prepared By / Iloarorosusa Checked By / Ilposepna Approved By / Onobpun

Signature / Iloanucey
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUD®UKAT AHAJIU3A I'OTOBOTI'O INPOJIYKTA

Page S of 8/ Crp.5u3 8

MOMAT RINO
MOMAT PHHO

Name of Product /
HauMeHOBAHHE NPOAYKUHH

Generic name /
HenatentoganHoe HauMeHOBaHHE

Mometasone Nasal Spray 50 mcg/dose
Mowmerasona cnpelt HasajbHbIH 103upoBaHHbIH 50 MKI/103a

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

1 no3a cripest cofepsuT: AeHCTBYIOLIEE BelecTBo: Momeraszona dypoara MOHOTHAPAT

51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 mkr

Active Ingredients /
JeiicTByouine pemecTsa

Strength / losuposxa 50 meg / 50 mxr Date of Mfg. / lata npoussoacrsa 02/2023
D e form / Metered-dose nasal spray /
0sag Cnpeit Ha3anbHLI} Date of Exp. / T'ogen xo 01/2025
Jlexapcreennas dpopma 9
JLO3MPOBAHHbIH
Product code / Koa npoayxra SRUO030007E040401E)J Date of release / lata Boinycka 30.03.2023
Batch No. / Cepust Ne 12230127 Qty. Released / Koanuectgo 36,120 BOT/
BHINYIIEHO (aakonos
Batch size / Pasmep cepuu 41,666 BOT / ¢uakonos Mg License No. / MNB/10/832
Jluuensust Ha npoussoacTBo (Homep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
PerucrpaumonHblii HoMep aHadH3a JIuueHsus Ha NpousBoACTBO (1aT4)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date/ | g/,
GMP ceprudmkar (narta)
Market / Poinok Russia / Poccus GMP Compliance certificate No- /| 5y 1p_g1556/20/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Crenuduranns roroBoro npoayKra SPC-CC-063691 Reference STP No. / CTIA Ne STP-CC-040947
Ne
API information / Aarti Industries Ltd,
tntormatio Mometazone Fuorate / Batch No / MFM-22408(JM-01)- | Mfg by / India
Nudopmauns 06 ApT P
Mowmerazona ¢ypoar Cepus Ne 001 Tpousson. Aprty Mnaactpus
ADC .
‘ Jlrn, Wuamg
Ne | TESTS/HOKA3ATEJIN LIMITS / TPEBOBAHMWS OBSERVATIONS / PE3YJIBTATBI
13. | Spray content uniformity Not more than 2 of 20 doses (10 initial doses and Beg / Havano:

(Uniformity of delivery
dose) / OanopoaHocTh
AO3HPOBAHHUS
(OnHopoaHocTh

10 final 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 should not exceed + 15 % of label claim

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

Minimum / Munumym: 99.2%
Maximum / Makcumym: 100.9%
Mean / Cpennee: 100.0%

OCTABJIIEMOIH 103b1) 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-x u3 20 n03 (10 navansueix 103 u 10
KOHEUHBIX J03) MOIYT HMETh OTKJOHCHHE OT
cpeanero 3HayeHus Gonee yeM = 20 %, W Hu
OJIHA J103a HE JO/DKHA MMETh OTKJIOHEHHE OT
cpenHero 3HadeHust Oosee yeM Ha + 25 %.
CpenHee 3HaueHWe HE JAOKHO NpeBbIaTh +
15%.

Ecny ot 3 no 6 103 uMeroT OTKIOHEeHUs Gojiee
yeM + 20%, HO MeHee weM + 25%, TO
UCTILITBLIBAIOT cheayiouue 20 daxonos.

He Gonee 6 u3z 60 103 MOryT UMeTh OTKIOHEHHE
OT cpeaHero 3Ha4yeHus Oosee ueM + 20 %, u un
0J1Ha 71033 HE JJO/DKHA UMETb OTKJIOHEHUE OT

END / Koneu:

Minimum / Munumym: 99.0%
Maximum / Makcamym: 100.8%
Mean / Cpennee: 100.0%

npessiarh £ 15 %.

Approyed By / OnoGpusn

Prepared By / Iloarorosna Checked By / Ilposepun
e
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIN3A IT'OTOBOI'O INIPOAYKTA
Page 6 of 8 /Crp. 6 n3 8

Name of Product / MOMAT RINO
HanmeHosanue npoayKumu MOMAT PMHO
Generic name / Mometasone Nasal Spray 50 mcg/dose
HenarenToBaHHOe HAMMEHOBAHHE MowmetasoHa ciipell HasanbHbli 103UpoBaHHbIl 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg
Active Ingredients / as calculated for Mometasone Furoate 50.00 meg
JeiicTByomue BetuecTea 1 no3a cnipes coepxkut: AcHcryolee Belecteo: MoMerazona dypoara MOHOIHAPAT
51,72 mxr B nepecuere Ha Mowmerasona dypoar 50,00 Mxr
Strength / Jlo3auposka 50 meg / 50 mxr Date of Mfg. / lara npousBoacrsa 02/2023
Dosage form / Metered-dose nasal spray /
ge for Cnpeli Ha3abHbIH Date of Exp. / Toaen a0 01/2025
JlexapcTeennas ¢popma ) N
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRUO030007E040401E) Date of release / laTa soinycka 30.03.2023
Batch No. / Cepus Ne 12230127 Qty. Released / Koanvecrso 36,120 BOT/
BLIMYIEHO (rakoHoB
Batch size / Pazmep cepun 41,666 BOT / ¢pnakonos Mig.License No. / MNB/10/832
JlnueHsus Ha NPOU3BOACTBO (HoMep)
Inspection Lot NO'.,/ 040000443790 Mfg. License Date / 30/04/2020
PerucrpauyoHHblii HOMep aHaju3a JlnueH3us HA NPOU3BOACTBO (BATA)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudmukar (nata)
Market / Prinok Russia / Poccus GMP Compliance certificate No. /| yip_01556/20/1N
GMP cepruguxar (Homep)
Reference Specification No. /
Creuudukauus roroBoro npoaykra SPC-CC-063691 Reference STP No. / CITU Ne STP-CC-040947
Ne
AP inf tion / Aarti Industries Ltd,
iniormatio Mometazone Fuorate / | Batch No / MFM-22408(JM-01)- | Mfg by / India
Hndopmanus 06 A AN
MowmerazoHa ¢ypoar Cepus Ne 001 Ilpousson. Aprti Miaacrpus
A®C Jva, Muang
Ne | TESTS /IIOKA3ATEJIN [ LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3YJIBTATHI
14 | Microbiological Purity / Mukpo6uojsornyeckas yucrora
Total aerobic microbial Not more than 10? cfu per 1g (ml) of the Less than 10 cfu/ml/
count / Obiiee yucno product / He Gonee 102 KOE B 1 r (mn) Mewnee 10 KOE/Mn
a’poOHBIX npenapara
MHKPOOPTaHU3MOB
Total yeast and moulds Not more than 10! cfu per 1g (ml) of the Less than 10 cfu/ml/
count / O6inee Yucio product / He 6onee 10! KOE B 1 r (Mn) Menee 10 KOE/mn
JPOXIKEBBIX U TUIECHEBBIX npernapara
rpuboB
Test for Absence of ;
Specified Microorganism / PN o
Tect Ha cneunduieckue
MHKDPOOPIraHH3MbI: T 7/93
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OtcyTcTBYET N
Staphylococcus aureus OtcytctBue B 1 r (Mi1) ripenapara
Bile-Tolerant Absence per 1g (ml) of the product / Absent / OtcyTcTBYy€ET
Enterobacteria / Orcytctsue B 1 r (M) npenapara
XKenueycroiunssie Absence per 1g (ml) of the product / Absent / Orcyretsyer
3HTepobaKTepuu OtcyrtcTere B 1 r (Mn) npenapara
15. | Assay / KoamyecTBeHHOe onpenesieHne
Prepared By / Iloarotosua Checked By / Ilposepua Approyed By / Ono6pua
Signature / Iloanucy _ (/ S L??’A
Date / laTa ' '3'\\*3})'“1’3 \(}\\ Q\ p— ?)\)03 \“‘W'?'?}
1 {
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Kumar Garg
Designation / JlonxHocTh Officer-QA Sr. Officer-QA Assistant Manager-QA

FOM/OANSAINR OO
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUO®UKAT AHAJIN3A I'OTOBOI'O NIPOAYKTA
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Name of Product /
HaunMeHoBaHUe NPOAYKLHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHOE HANMEHOBAHHE

Mometasone Nasal Spray 50 mcg/dose
Momeraszona cripeil HazaibHbIH Jo3upoBatHki S0 MKI/n03a

Active Ingredients /
JeiicTeyromne peinecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg
as calculated for Mometasone Furoate 50.00 mcg
1 no3a crpes copepxuT: AeHcTRYOIIEE BewecTBo: MomMerazoHa PypoaTa MOHOrUApaT
51,72 mxr B nepecyere Ha Momerasona dypoar 50,00 mxr

Strength / lo3auposka 50 mcg / 50 mMxr Date of Mfg. / lata npoussoacTBa 02/2023
Dosage form / Metered-dose nasal spray /
i & Cripeit HazabHBIA Date of Exp. / T'osen ao 01/2025
exapcrBeHHas1 opma -
JIO3UPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401EJ Date of release / JlaTa Bbinycka 30.03.2023
Batch No. / Ceprst Ne 12230127 Qty. Released / Kosnuecrso 36,120 BOT/
BBINYLEHO (iaaxonon
Batch size / Pazmep cepun 41,666 BOT / paaxonos Mig.License No. / MNB/10/832
JlnueH3nst HAa NPOUIBOACTBO (HoMep)
Inspection Lot NO',/ 040000443790 Mfg. License Date / 30/04/2020
PerucrpaunoHHbIii HOMep aHaaU3a Jlnuensust Ha NPOU3BOACTBO (JATa)
Package size / Ynakopka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)
Market / Phinok Russia / Poccus GMP Compliance certificate No. /| 31p_1556/20/1N
GMP cepTudukar (Homep)
Reference Specification No. /
Cneundukauus roroeoro npoaykra | SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
Ne
APl information / Aarti Industries Ltd,
Mometazone Fuorate / Batch No / MFM-22408(JM-01)- Mfg by / India
HNudopmauus 06 . AT
Mowmerasona gypoar Cepus Ne 001 Ipousson. Apti Mnaacrpus
A®C .
Jira, Muaug
No | TESTS/TNIOKA3ATEJIA LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIbTATDI
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled 98.7% / 98,7%
MomerTazoHa ¢pypoaTa content / Ot 85,0 % no 115,0 % ot
3AsIBJICHHOTO COJAEPKaHUs
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled 96.7% /96,7%
Benzanxonus xyuopuna content / Ot 80,0 % no 120,0 % ot
3as1BJIEHHOIO COAEPYKaHUs
16. | Package Size / Ynakoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made

made from high-density polyethylene
equipped with a metering device and a cap
made from high-density polyethylene. One
bottle together with the package insert per a
cardboard box. / Tlo 60 wunmu 120 pgo3
CYCHEH3UH BO (akoHe W3 MOJUITHIICHA
BBICOKO  TUIOTHOCTH C  JO3HPYIOHIMM
YCTPOHCTBOM ¥ KOJIMAYKOM U3 NOJIMITHIICHA
BbICOKO# rioTHOCTH. 110 1 dakoHy BMecTe
C  HMHCTpyKUWel 10  MeAHLUHCKOMY
NPUMEHEHHIO B MTAYKe KApTOHHOM.

from high-density polyethylene
equipped with a metering device and a
cap made from high-density
polyethylene. One bottle together with
the package insert per a cardboard box.
/ 60 no3 cycmeHsuu BO (NIakOHE M3
NOJMATUACHA BBICOKOH IUIOTHOCTH C
JIO3UPYIOIIUM YCTPOHCTBOM u
KOJIIIAYKOM W3 HOJMITWIEHA BbICOKOMH
wiotHocTH. [lo 1 ¢maxkony Bmecte ¢
HHCTPpYKUHMEH M0  MEIULUHCKOMY
NPUMEHEHMIO B ITaYKe KapTOHHOM.

17. | Labeling / MapkupoBKa According to ND / B coorserctauu ¢ HJI
18. | Storage conditions / Store at 15 °C to 25 °C. Do not freeze. /

XpaneHue IIpu remneparype ot 15 no 25 °C. He 3amopaxupars.
19 | Shelf-life / Cpox rognoctn | 2 years /2 roga

Prepared By / Iloarorosua

Approved By / Ono6pua

Checked By / Ilposepna

Signature / Hoanuce (/ﬁf/"’ {/‘ /A C}Q .

Date / laTa ' 3—\\°3"hf5 ' 3 \‘ 2 \ a1 50778
Name / ®HO Atul Kumar Akshit Bhardwaj Ajay Ku’mar Garg
Designation / Joaxunocte Officer-QA Sr. Officer-QA Assistant Manager-QA

FOMIOANSA/NR (N
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Name of Product /
HanmenoBaHHe HPOAYKUHH

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHTOBaAHHOE HAMMEHOBAHNE

Mometasone Nasal Spray 50 mcg/dose
Mowmera3zona cnipeif HasabHBI A03KupoBaHHbIil 50 MKr/n03a

Active Ingredients /
JeficTByromne BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg
as calculated for Mometasone Furoate 50.00 mcg
1 no3a cripest CoAEPKUT: AeHcTBYIOLIEE BentecTBO: MomeTazona Pypoara MOHOTHAPAT
51,72 mxr B niepecyere Ha Momeraszona ¢ypoar 50,00 mkr

Strength / Jo3uposka 50 mecg / 50 Mxr Date of Mfg. / laTa npoussoacrsa 02/2023
Dosage form / Metered-dose nasal spray /
g Cripeii HazabHbIi Date of Exp. / I'onen no 01/2025
JlekapcTBenHast dopma . o
JIO3MPOBAHHbBIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / Hara sbinycka 30.03.2023
Batch No. / Cepus Ne 12230127 Qty. Released / Konnuecrso 36,120 BOT/
BbITY LIEHO (nakonon
Batch size / Pazmep cepun 41,666 BOT / pnaxonos Mig.License No. / MNB/10/832
JIuuensus Ha nponssoacTso (Homep)
Inspection Lot NOL/ 040000443790 Mfg. License Date / 30/04/2020
PerucTpauuoHHblil HOMep aHau3a JInuensus HA NPOU3BOACTBO (1aTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date / 18/06/2020

GMP cepruduxar (aara)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudurar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Crneuudunkauusi roToporo npoAyKTa
Ne

SPC-CC-063691

Reference STP No./ CITH Ne

STP-CC-040947

API information /
HUndopmanus o6
ADC

Mometazone Fuorate /
Mowmerazona ¢ypoar

Batch No /
Cepus Ne

MFM-22408(JM-01)- | Mfg by /
001 Ilpoussoa.

Aarti Industries Ltd,
India

Aprtu Muaacrpus
Jira, o

Any deviation/Incident/OOS: IN/1101/2023/0064, IN/1101/2023/0067
Orknonenus/mecoorsercTeus/Q0OC: IN/1101/2023/0064, IN/1101/2023/0067

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. JI[1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3aki0yeHHe 0 COOTBETCTBUM: HACTOALIMM DOATBEPXKIAl0, YTO TipeACTaBleHHas Bbllle HHpopMauus spiseTcs
JocTtoBepHoil U Tounoll. JlaHHas cepus Oblla NpousBefeHa (BKIIOYAS YNAKOBKY/MapKMPOBKY M KOHTPOJb KauecTBa) Ha
yKa3aHHOM Bbllle NPOU3BOIACTBEHHOHW IUIOM@AKe B MOJHOM COOTBETCTBHH ¢ TpedoBaHuaMK Haanexaluei
[Mpoussoacreenuoi Ilpaxtuku (GMP) JioxanbHBIX peryssTOPHBIX OPraHoOB ¥ TpeOGOBaHUAMHU HOPMAaTHBHON HOKYMEHTalHU
JIT1-003870-221221 mna peiaxa Poccru. T1poTokosibl NPOU3BOACTBA, YNIAKOBKY M TIOKAa3aTeNH KayecTBa JAaHHOH ceprn ObLIH

[POAHAJIU3UPOBAHBl U CHENIAHO 3aKJIIOUEHME, YTO OHM COOTBETCTBYIOT TpeGomanuam Hamiexamedt TlpoussoncTBeHHON
[Mpaktuxu (GMP).

Prepared By / [Toarotosua Checked By / Ilposepua Approved;By / Oaob6pna
Signature / loanuce (ﬁw A /xl A
Date / Jlata M\ o3 ")1 3 e \ 9 ’“)/2 L
Name / @HO Atul Kumar Akshit Bhardwaj Ajay Ku!mar/Garg
Designation / JoHocTe Officer-QA Sr. Officer-QA Assistant Manager-QA

FOM/OANSA/NR (N




