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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA

MOMAT RINO
MOMAT PUHO

Page 1 of 9/ Crp. 1139

Name of Product /
HaumMeHoBaHHe NPOAYKLHH

Generic name /
HenatentoBaHHOe HAMMEHOBaHHE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
Mowmerasona criped HazanbHelll 1o3upoBaHHell 50 Mkr/n03a

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

I n03a cnipest cogepxuT: AeHCTBYIOMIEE BellecTRO: Momerazona dhypoara MOHOIKAPAT

51,72 mxr B nepecyere Ha MowmeTtasona ¢ypoar 50,00 mxr

Active Ingredients /
JeficTByrome BelecTsa

Strength / lo3nposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 06/2023
Dosage form / Metered-dose nasal spray /
g Cripei#t HasanbHBIH Date of Exp. / I'onen ao 0572025
JlexapcTeennas dgopma .
JO3UPOBAHHBIH

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

Batch No. / Cepust Ne 12230601 Qty. Released / Kosinuecrso 32,640 BOT/
BBITYLIEHO (hnakoHOB

Batch size / Pasmep cepuu 34,722 BOT / naomor Mig.License No. / MNB/10/832
JIHueH31s1 HA IPOU3BOACTBO (HoMep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

PerucrpaunonHeIii HoMep anain3a JIMueH3Hs1 HA POU3BOACTBO (naTa)

Package size / Ynakoska 120 Doses / 120 5103 GMP Compliance certificate Date/ | 14,0610
GMP ceprudukar (nata)

Market / Phitiox Russia / Poccus GMP Compliance certificate No. /| 1p.01556/20/1N
GMP ceprudukar (Homep)

Reference Specification No. /

Creuuduxauis roroporo SPC-CC-063688 Reference STP No. / CIIH Ne STP-CC-040944

npoaykTa Ne

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

Haumenosanue A®C Mowmera3zona ¢ypoara MOHOHAPAT ADC cepus Ne 01)-002

Manufactured by / Ilpoussoaurtens | Aarti Industries Limited, India / Aaptu Munacrpus Jinmuren, Munus

Ne TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /

PE3YJIbTATHI

1. | Description / Onncanue White to off white thick suspension of | Off-white thick suspension of non-

semitransparent to non-transparent | transparent consistency. /

consistency. /| Tlouru Genoro HBeTa HENPO3PAUHON
Or Oenoro po mouTH ©6enoro LBeTa OT | KOHCHCTEHLHHM I'yCTas CyCNeH3Ms.
TI0JTY IPO3payHO it HenpospaiHoi

KOHCHUCTECHUMU r'ycrast CyCII€H3UA.

2. Identification / ITopnunuocrn

a) Mometasone Furoate /
MomerazoHa gpypoar

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

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

to Assay). / Bpems ynepxuBanus nuxa | of standard preparation / Bpewms

MoMeTazoHa (ypoata Ha XpomarorpaMme | yAEpKHUBaHMs ~NMka  MOMETa30Ha

UCIIBITYEMOTr O pacTBopa nosmkHo | dypoara Ha XpoMaTorpaMme

COOTBETCTBOBATh BPEMEHH YIACP)KUBAHUA | HCIIBITYEMOTO pacTBopa

OCHOBHOTO MHKa Ha  XpPOMAarorpaMme | COOTBETCTBYET BpEMERU

CTAHHApTHOro  pacTBopa  (CM.  pa3jieN | YASP)KHBaHHS OCHOBHOIO IHKa Ha

«KosnnuecTBeHHOE ONIpeneNieHuey ). XpoMaTorpaMmMe CTaHAAPTHOTO
pacTeopa.

Prepaped By / Hoarorosun Checked By / Iposepun Approved By / Ono6pua

Signature / [loanucs
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Name / ®HO v Kun

Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIU3A TOTOBOTI'O IIPOJAYKTA

Page2 of 9/Crp.2u39

Name of Product /
HaumenoBanue npoayxkunn
Generic name /
HenateHToBaHHOE HAMMEHOBAHYE

MOMAT RINO

MOMAT PHUHO

Mometasone Metered-dose Nasal Spray 50 meg/dose

Mowmerazona ciipeil HasabHbIH J03UpoBaHHLI 50 MKI/ 1034

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

[ no3a cripes coaepxuT: NeicTRylowee Belecrso: Momeraszona (pypoaTa MOHOTHAPAT

51,72 mxr B nepecuere Ha Momeraszona ¢gypoat 50,00 Mkr

Active Ingredients /
JleficTBytomue BeuiecTsa

Strength / losuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 06/2023
D form / Metered-dose nasal spray /
osage torm Cnpe#i Ha3abHBIH Date of Exp. / I'oaen no 05/2025
Jlexapcreennas dopma ) o
JIO3UPOBAHHBIN

Product code / Ko npoaykra SRU030007E040401DK Date of release / lata Bbinycka 30.06.2023

Batch No. / Cepusi Ne 12230601 Qty. Released / Kosiuuectso 32,640 BOT/
BBINYIEHO (uiakoHoB

Batch size / Pasvep cepun 34,722 BOT / dmiakoron Mig.License No. / MNB/10/832
JIMUEH3Ust HA NPOU3BOJACTBO (HoMep)

Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020

Perncrpauuonnmblii HoMep aHaIM3A JInueH3Hst HA MPOU3BOACTBO (aaTa)

Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)

Market / Prinox Russia / Pocons GMP Compliance certificate No./ | yrp 15560/1N
GMP ceprudurar (Homep)

Reference Specification No. /

Cneunduranust 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-

Haumenosanune AOC MowmerazoHa Qypoara Monoruapar A®C cepun Ne 01)-002

Manufactured by / Hpoussoaurens | Aarti Industries Limited, India / Aaptu Unnactpus Jlumuren, Mumus

Ne TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHUSA OBSERVATIONS /

PE3YJIBTATHI

b) Benzalkonium chloride /
bensankonus xaopug

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

to  Assay). / Ha  xpomarorpamme
UCTIBITYEMOTO pacTBopa JOJDKHBI
O0Hapy)KUBaThCSl IMKM, 110 BpEMeHaM
YAEPXKUBAHUA  COOTBETCTBYIOLIME IHKaM

roMosioros Oensasnkonus xjopuaa Cip u Cyy
Ha XpOMATOrpaMMe CTaHAAPTHOIO pacTBopa

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues
Ciz and Cy4 in the chromatogram of
the standard solution. / Ha
XpoMaTorpamme HCTIBITYEMOT'0
pacTBOpa 0OHAPYKUBAKOTCA NUKH, 110
BpeMeHaM yIAepXKUBaHUs
COOTBETCTBYIOLIME NTUKAM TOMOJIOTOR
6enszankonust xaopupa Cy» 1 Ciq Ha

(ceM. paszen «KonudecTBeHHOE | XpOMATOrpaMme CTAHAAPTHOFO
OIIpeACIICHHEY). pacTeopa.
3. | pH From 4.30 to 4.90 / Ot 4,30 50 4,90 4.68/4,68

4. | Density / ITnotHocTs

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

1.001 g/em*/ 1,001 r/cm?

5. | Viscosity / BsskocTs

From 30 to 130 ¢cPs/ Ot 30 no 130 cIlz

56.9 cPs /56,9 cll3

6. | Osmolality /
OCcMOISIALHOCTD

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

293 mOsm/Kg
293 mOcwm/kr

Prepared By / [lonrorosus Checked By / I1posepun Approved By / Ono6pun
Signature / Hoanuck 4 e \ .
L
Date / daTa (o= NEL | 1,173 2ol Ly Lo /(’,J ’5/&“" LY
= 77

Name / ®11O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation /

esignation Officer-QA Officer-QA Asst. Manager - QA
HomxHocTh
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A I'OTOBOI'O ITPOJAYKTA

Page3of9/Crp.3u39

Name of Product /
HanmenoBanue npoayKuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenateHToBaHHoe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 mcg/dose
MowmeTaszona crnpelt HasanbHbIH 103HpoBaHHbIA SO MKr/n03a

Active Ingredients /
JeiicTByloLme BemecTsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a crnipest COMEPKHUT: AcHCTBYIONIEE BEILECTBO: MoMeTazoHa (pypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha Momeraszona gypoar 50,00 mxr

Strength / Josuposka 50 meg / 50 Mkr Date of Mfg. / laTa npoussoacTsa 06/2023
D f / Metered-dose nasal spray /
osage lorm Crpel HazanbHBIHA Date of Exp. / I'ogen 1o 05/2025
JlexapcrBennan dopma y
JIO3MPOBAHHbIH
Product code / Koa npoayxra SRUO030007E040401DK Date of release / lara Buimycka 30.06.2023
Batch No. / Ceptst Ne 12230601 Qty. Released / Konnyecrso 32.640 BOT/
BBINYLIEHO ({nakonos
Batch size / Pasmep cepnu 34,722 BOT / dnaxomos Mig.License No. / MNB/10/832
Jlnuensus Ha NpPou3BOACTBO (HoMep)
Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020
PerucTpaumoHHblii HOMep aHAaIM3a JInueH3usi Ha TPOH3BOACTBO (AaTa)
Package size / Ynakoska 120 Doses / 120 103 GMP Compliance certificate Date/ | ;0,000

GMP ceprudukar (nara)

Market / Poinok

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudukar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Cneundukaums roroporo
npoaykra Ne

SPC-CC-063688

Reference STP No. / CIIU Ne

STP-CC-040944

API name /
Haumenosanue ADC

Mometasone Furoate Monohydrate /
MownmeTtazona ypoara MOHOIHAPAT

API Batch No /
ADC cepust Ne

MFM-23405(IM-
01)-002

Manufactured by / Ilpoussoaurenn

Aarti Industries Limited, India / Aapru Unpacrpus JTumuren, Munus

Ne TESTS / IOKA3ATEJIN

LIMITS / TPEBOBAHMUA

OBSERVATIONS /
PE3YJbTATDBI

7. Net content / Macca
cogepkumMoro uiaxoHa

Not less than 18 g/ He menee 18

183g/18,3r

8. | Number of deliveries per

container / Konuuecrso no3

Not less than 120 doses (exclude the first
pumping) / He menee 120 n03 (He cuuras
MEPBHUUHYIO NPOKAUKY )

167 doses / 167 no3

9. | Pump delivery/
Macca n103b1

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

NnauBuayasibHas Macca 103bl: oT 85 %
10 115 % ot TeopeTuueckoil Macchl JO3bI;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpennsis macca 103b1: 01T 90 % 10 110 %
OT TEOPETHUECKOH Macchl 1O3bI

Minimum / Munumym: 92.7%
Maximum / Makcumym:107.2%
Average / Cpennee: 103.8%

Prepageqd By / TloaroTosua

Checked By / Ilposepua

Approved By / Ono6pun

Signature / [loanuck
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Name / @O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOHUKAT AHAJIM3A I'OTOBOI'O IIPOAYKTA

Page 4 of 9/ Crp. 4139

Name of Product /
HaumeHoBanue npoayKuvu

MOMAT RINO
MOMAT PMHO

Generic name /
HenatenToBanHoe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cnpeif HazansHbIH 103KpoBanHslit S0 MxI/n03a

Active Ingredients /
JeiicTeyromue semecrsa

1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as
calculated for Mometasone Furoate 50.00 mcg
1 no3a cnpest CORCPXKUT: IeHcTBYIOLIee BelecTo: MomerasoHa (ypoara MOHOrHIpaT
51,72 mxr B nepecuere Ha Momerasona dypoar 50,00 Mxr

Strength / 1ozupoBka 50 meg / 50 Mkr Date of Mfg. / lata npou3soacTsa 06/2023
D form / Metered-dose nasal spray /
osage for Cripelf Ha3aMBHBIH Date of Exp. / Toxen 1o 05/2025
Jlexapersenuast popma N
JIO3UPOBAHHMIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbiycka 30.06.2023
Batch No. / Cepus Ne 12230601 Qty. Released / Koanuectso 32,640 BOT/
BbINYIEHO (1akoHOB
Batch size / Pasmep cepun 34,722 BOT / pnakoHos Mfg.License No. / MNB/10/832
JInneHsus Ha NpoU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020
PerucrpaunonHblii HOMep aHaau3a JInueH3ust Ha NPOU3BOACTBO (AaTa)
Package size / Yakosia 120 Doses / 120 103 GMP Compliance certificate Date/ | 146107

GMP ceptuduxar (nara)

Market / Poinox

Russia / Poccus

GMP Compliance certificate No. /
GMP ceprudmkar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Cneunduxauug roTosoro
npoaykrTa Ne

SPC-CC-063688

Reference STP No. / CII Ne

STP-CC-040944

API name /
Haumenosanue A®C

Mometasone Furoate Monohydrate /
Momerazona (yypoara MOHOTHAPAT

API Batch No /
ADC cepus Ne

MFM-23405(IM-
01)-002

Manufactured by / Ilpoussogurensn

Aarti Industries Limited, India / Aapru Unpactpus Jlumures, Hunus

No TESTS / TIOKA3ATEJIN

LIMITS / TPEBOBAHUSA

OBSERVATIONS /
PE3YJIbTATDI

10. | Particle size /
Pazmep uacTuuy

90 %;

OTCYTCTBOBATH

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

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

Particles > 30pm in size: Should be absent
YacTuue! pasmepom > 30 MKM — JOJDKHbBI

100.0% / 100,0%

100.0% / 100,0%

Absent / OTcyTCTBYIOT

11. | Sedimentation Stability /
CeaumeHTallHOHHASA
YCTOHYHBOCTDL

Not less than 5 min / He MeHee 5 Mun.

Complies /
CoOTBETCTBYET

Prepased By / Hoarorosua

Checked By / Ilposepua

Appyoved By / Onobpun

Signature / Iloanucey
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esignation Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUOHUKAT AHAJIM3A I'OTOBOI'O IMTPOJAYKTA

Page Sof 9/ Crp. 5139

Name of Product/ MOMAT RINO
HaumeHoBaHue NPOAYKLHU MOMAT PHHO
Generic name/ Mometasone Metered-dose Nasal Spray 50 meg/dose

HenaTteHToBAHHOE HAMMEHOBAHUE Mowmertaszona cnpeil HasaipHbli 103upoBaHHbLIR 50 MKI/103a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg as

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByomue Bewecrsa 1 noza cnpes comrepxut: AeiicTByIonlee BelecTBO: MoMeTazoHa (hypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Momerazona ¢ypoat 50,00 mxr
Strength / lozuposka 50 meg / 50 mxr Date of Mfg. / laTa npousBoacTsa 06/2023
Dosage form / Metered-dose nasal spray /
g Crpelt HazanbHBIH Date of Exp. / I'ogen no 05/2025
JlekapcTBenHas popma N
JIO3UPOBaHHbI
Product code / Ko npoaykra SRUO030007E040401DK Date of release / laTta Bbinycka 30.06.2023
Batch No. / Cepust No 12230601 Qty. Released / Kouyecrso 32,640 BOT/
BbINYLLEHO (praxoHoB
Batch size / Pasmep cepun 34,722 BOT / axonon Mig.License No. / MNB/10/832
JlnueH3nst Ha NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000467536 Mfg. License Date / 30/04/2020
PeructpauuoHHbIii HOMeD aHaan3a JluueH3ust HA NPOU3BOACTBO (1aTA)
Package size / Ynaxoska 120 Doses / 120 7103 GMP Compliance certificate Date/ | ¢/009
GMP ceprudukar (aara)
Market / Piox Russia / Poccus GMP Compliance certificate No./ | y1p o155600/1N
GMP cepruduxar (Homep)
Reference Specification No. /
Crneuuduxauus roToBoro SPC-CC-063688 Reference STP No. / CITH Ne STP-CC-040944
npoaykra Ne
API name/ Mometasone Furoate Monohydrate / API Batch No / MFM-23405(IM-
HaumenoBanue AQC Mowmerazona Qypoara MoHOrHApaT ADC cepusn Ne 01)-002

Manufactured by / llpoussoaurtens | Aarti Industries Limited, India / Aapru Wunacrpus Jlnmuren, Unaus

Ne | TESTS/HHOKA3ATEJIN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATbI

12. | Related Substances / PogcTBeHHbIEe HpuMecH

Impurity 8 DM / Not more than 0.15 %/ 0.004%/ 0,004%

Ilpumecu § DM He 6onee 0,15 %

Impurity DMC/ Not more than 0.15 % / Below LOQ /Huxe TIKO

ITpumecu DMC He 6onee 0,15 %

Impurity D / Not more than 0.20 % / 0.02%/ 0.02%

Ipumecu D He Gonee 0,20 % ' ’

Any individual unspecified Not more than 0.20 % / 0.06%/ 0,06%

impurity / EnuHuuHo i He 6onee 0,20 %

HEHJCHTUOUIHMPOBAHHOH

NpUMecH

Total impurities / Not more than 0.60 % / 0.21%/0,21%

CyMMB! ipuMece it He 6onee 0,60 %

Prepa/rep By / Honrorosun Checked By / Ilposepua Apprq;yed By / Opobpua
Signature / lloanuce o ,/}M - |1 A
Date / Jlara ’ 10173 —\’7,& A\b‘v'«\'\qu ZO/QP:)/JM UI,
Name / @O Yogesh Kumar Mehta Atul Kumar Ajﬂy Kumal Garg
Designation /
JloMKHOCTD Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3A 'OTOBOI'O ITIPOAYKTA

Page 6 0f9/Crp. 6139

Name of Product / MOMAT RINO
HaumMeHoBaHHE NPOAYKUHH MOMAT PHUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 mcg/dose
HenareHrosaHHOe HAUMEHOBAHME Mowmerasona cripel HasaJibHbIH Jo3upoBanHbiil SO 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 mcg
JeficTByoMe BewecTBa 1 no3a cnipest coaepKuT: JeicTBYIOLIEE BeliecTBO: MoMerasona dypoaTa MOHOTUAPAT
51,72 mxr B nepecyere Ha Momeraszona ¢ypoar 50,00 mxr
Strength / losuposka 50 meg / 50 mxr Date of Mfg. / laTa npoussoacTsa 06/2023
Dosage form / Metered-dose nasal spray /
Crpeii HazanbHBIf Date of Exp. / I'onen no 05/2025
JlekapcTBeHnas popma o
JLO3MPOBAHHBIN
Product code / Koa npoaykra SRU030007E040401DK Date of release / lata Bbinycka 30.06.2023
Batch No. / Cepusi e 12230601 Qty. Released / Koanuectso 32,640 BOT/
BbIMYLIEHO ({rakoHOB
Batch size / Pasmep cepun 34,722 BOT / gaxoHos Mg License No. / MNR/10/832
JIMueH3ns1 Ha NPOU3BOACTBO (HOMep)
Inspection Lot No.“/ 040000467536 Mfg. License Date / 30/04/2020
PerucTpauyoHHplil HoMep aHAJIH3a JIMueH3Hs1 Ha NPoN3BOACTBO (1aTA)
Package size / YnakoBka 120 Doses / 120 n03 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aara)
Market / Poisoxc Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTudukar (Homep)
Reference Specification No. /
Crneundukaunsi roroBoro SPC-CC-063688 Reference STP No. / CITU Ne STP-CC-040944
npoaykra Ne
API name / Mometasone Furoate Monohydrate / API Batch No / MFM-23405(JM-
Haumenosanne AOC Momerasona (ypoara MOHOHAPAT ADC cepust Ne 01)-002
Manufactured by / llpoussoaurens | Aarti Industries Limited, India / Aaptu Mugactpus Jlumuren, Uinus

Ne TESTS / TOKA3ATEJIN LIMITS / TPEBOBAHMS OBSERVATIONS /
PE3YJIbTATHI
13. Spray content uniformity Not more than 2 of 20 doses (10 initial doses and 10 final doses Beg / Hayano:

. . . from 10 vials) can deviate more than + 20% from the average . . o
(Umel'mlty of dellvery value and not any dose can deviate more than + 25% from the Minimum / MHHMMyM- 98.0%
dose) / O}lHOpO).IHOCTb | average value. The mean should not exceed = 15 % of label | Maximum / MaKCI/lMyMIIO2.2%

claim /C -100.0%
AO3HPOBanHs If 3 to 6 doses deviate more than + 20% but not more than = Mean pelHee: V70
(OlIHO[)O}IHOCTb 25%, test another 20 vials.
AOCTABJIIEMO i 11031:.!) 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 Sonee 2 u3 20 503 (10 nauansueix 203 W 10 KOHEUHbIX 103)
MOTYT MMETb OTKAOHEHHE OT CPEJHEro 3HaUeHHa Goflee veM END / Koneu:

20 %, n Hu OAHA 4O3a He AoMkHa WmeTh oTkionenne ot | Minimum / MuHUMYM: 90.5%
cpefHero 3gaueHns Gonee veM Ha + 25 %. Cpentee suadenue . 1072
"'e AOTXHO npesbmaT £ 15 %, ' Maximum / Makcumym: 103.6%
Ecnu o1 3 1o 6 103 uMeIOT oTinoHenns Gonee uem + 20 %, wo | Mean / CpeuHee: 100.0%

Menee yeM + 25 %, To uenpITHBaIoT caeayiowge 20 drakoHos. ) )

He Gonec 6 n3 60 103 MOFYT MMETb OTKIOHEHHE OT CPElHEro
3HayeHus osee yeM + 20 %, W HH OHA A03a HE ACHKHA HMETh
OTKJIOHEHWE OT cpeaHero 3nadenna OGonee uyem +25%.
CpeliHee  3HA4EHHE KAKAOIO ONPEAEACHHA HE  JOMKHO
npesbiaTs = 15 %.

Prepaped By / IloaroTosua Checked By / Hposepua Approved By / OroGpua
Signature / Hoanucs M dﬂ “““““““ A”
Date / Jlata 0197 1023 e e\ O / ¢ 'V"}/xm{l
J4
Name / @110 Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / )
TlossHocTs Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHKAT AHAJIN3A I'OTOBOI'O ITPOJAYKTA

Page 70of 9/ Crp. 7139

Name of Product /
HauMeHoBaHHe NpoayKuMy

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBanHoe HauMeHOBAHHe

Mometasone Metered-dose Nasal Spray 50 meg/dose

MowmeTazoHa cipei HasaibHBIH 103UpoBaHHLIA S0 MKI/103a

Active Ingredients /
JeficTByroiumue 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 cnipes comepxuT: AeHCTBYIOIEE BEILECTBO: MoMeTasoHa (pypoara MOHOTHAPAT
51,72 mxr B nepecuere Ha Mowmeraszona Qypoar 50,00 mMxr

Strength / Jo3uposka

50 mecg / 50 Mxr Date of Mfg. / lata npousBoacTea 06/2023

Dosage form /
Jlekapcersennas gopma

Metered-dose nasal spray /

Cripelt Ha3aIbHBIH Date of Exp. / I'open a0 05/2025

JO3UPOBAHHBLIH

Product code / Koa npoaykra SRU030007E040401DK Date of release / lara Bbinycka 30.06.2023
Batch No. / Cepusi Ne 12230601 Qty. Released / Konnvecrso 32,640 BOT/
BbINYILEHO (p1akoHOB

Mfg.License No. /

Batch size / Pasmep cepun 34.722 BOT / ¢paakoHoB MNB/10/832
JluueH3us Ha Hpon3BoNCTBO (HOMEp)

Inspection Lot No.“/ 040000467536 Mfg. License Date / 30/04/2020

PerucrpaunoHnbiil Homep aHAJIU3A JIuueH3us Ha nPoU3BOACTBO (1aTa)

Package size / YnakoBka 120 Doses / 120 o3 GMP Compliance certificate Date / 18/06/2020

GMP cepruduxar (nara)

Market / Peinok

GMP Compliance certificate No. /

Russia / Poccus

GMP ceprudurar (Homep)

GMP-01556/20/IN

Reference Specification No. /
Creunduxauysi rorosoro
npoaykra Ne

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

API name /
Haunmenosanue AO®C

Mometasone Furoate Monohydrate /
Mowmerazona (pypoara MOHOTHAPAT

API Batch No / MFM-23405(JM-
ADC cepus Ne 01)-002

Manufactured by / Ilpoussoautens

Aarti Industries Limited, India / Aaptu WUnaacrpus Jlumuren, Unans

Ne TESTS / ITOKA3ATEJIHN

LIMITS / TPEBOBAHU

OBSERVATIONS /
PE3YJIbTATHI

14 | Microbiological Purity / Mukpo6uojioruueckast 4ucrora

Total aerobic microbial count
/ Ob1wee uncao a’pobHBIX
MUKPOOPIraHU3MOB

npenapara

Not more than 10% cfu per 1ml of the
product / He Gosiee 10> KOE B [ ma

Less than 10 cfu/ml/
Menee 10 KOE/ma

Total yeast and moulds count
/ Ob1ee YHuCTI0 IPOXKIKEBBIX
Y TJIECHEBBIX IPHUOOB

npernapara

Not more than 10! cfu per 1 ml of the
product / He Gonee 10! KOE B 1 mn

Less than 10 cfu/ml/
Menee 10 KOE/min

Pseudomonas aeruginosa

OrcyterBue B 1 MnI npenapara

Absence per 1 ml of the product /

Absent / OTcyTCTBYET .

Staphylococcus aureus

OrcytcTBHe B 1 MJI nipenapara

Absence per 1 ml of the product /

15. | Assay / KouuecTBeHHOe onpenesieHue

a) Mometasone Furoate /
MowmeraszoHa gypoat

3a8BJICHHOI'0 CONCPXKAHUA

From 85,0 % to 115,0 % of the labeled
content / Ot 85,0 % mo 115,0 % or

102.1%/ 102,1%

b) Benzalkonium chloride /
benzankonus xnopun

3asABJICHHOI'O COCPIKAHUA

From 80,0 % to 120,0 % of the labeled
content / Ot 80,0 % no 120,0 % ot

97.1% /97,1%

Prepgred By / Hoarorosus Checked By / llposepu Approved By / Ono6pun
Signature / Hoanuck /LA/ ) Mém_mv—v e
Date/ Jlata C’“’"Z IFREN A ASole~y/is 't

A ol TS e \'1 2 Of 8 3//}) E
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Name / ®11O Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / ) ]
TonHoeTs Officer-QA Officer-QA Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTUO®UKAT AHAJIU3A T'OTOBOI'O ITPOJAYKTA

Page 8 of 9/ Ctp. 813 9

Name of Product/ MOMAT RINO
HaunmeHoBaHHe npoayKkuun MOMAT PUHO
Generic name / Mometasone Metered-dose Nasal Spray 50 meg/dose

HenareHTOBaHHOE HANMEHOBANHE MowmerasoHa crnipei HasaibpHbIN 103MpoBaHHbIit 50 MKI/n03a

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeiicTByoue Beiecrsa 1 no3a cipes conepskut: AelicTRylomee BemecTBo: MomeTazona (hypoara MOHOrMApaT
51,72 mxr B nepecuere Ha Momerasona ¢ypoar 50,00 mxr
Strength / lozuposka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 06/2023
D o f / Metered-dose nasal spray /
osage form Crpeif HazaNbHbIN Date of Exp. / T'oaen 1o 05/2025
Jlekapcersennas gopma N
JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401DK Date of release / {ara Bbinycka 30.06.2023
Batch No. / Cepust No 12230601 Qty. Released / Kosguyecrso 32,640 BOT/
BbiNYHIeHO (pnaxonos
Batch size / Pasmep cepun 34,722 BOT / raxomon Mig.License No. / MNB/10/832
JlnueHsust Ha NPOM3BOACTBO (HOMep)
Inspection Lot NOL/ 040000467536 Mfg. License Date / 30/04/2020
PeructpaunoHublii HOMep aHau3a Jlunensust Ha npoussBoAcTBO (1aTa)
Package size / Ynakoska 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Poino Russia / Poccns GMP Compliance certificate No. /| y1p 1556/20/1N
GMP ceptudukat (Homep)
Reference Specification No. /
Creunduxauus 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-
Haumenosanue ADC MowmeTazoHa gypoara MOHOTHAPAT ADC cepus Ne 01)-002

Manufactured by / Ilpoussoautear | Aarti Industries Limited, India / Aapru Unpactpus Jlumuren, Mamus

Ne | TESTS/IIOKA3ATEJN LIMITS / TPEBOBAHUA OBSERVATIONS /
PE3YJILTATDI
16. | Package Size / Ynakogka 60 or 120 doses of suspension per bottle | 120 doses of suspension per bottle

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. / ITo 60 wnu 120 pos
cycriensuu Bo (lakoHe M3 MOJMITHIEHA
BLICOKOM  IJIOTHOCTH € JO3UPYIOUINM
YCTPOHCTBOM H KOJIITAUKOM W3 TOJIMITHIEHA
BbICOKOM myioTHOoCcTU. Ilo 1 ¢nakony BmecTe
¢ HMHCTpyKUMEH 10  MEeAMUMHCKOMY
NPUMEHEHHUIO B NTAYKE KAPTOHHOM.

yCTpOP'lCTBOM n KOJITTIaYyKOM U3

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. / 120 no3 cycnensuu
BO  (uyiaxoHEe M3  INOJHITHIEHA
BHICOKOH IJIOTHOCTH C JO3UPYIOIIHM

NOJMATUIIEHA BBICOKON TUIOTHOCTH.
Mo 1 ¢akoHy  BMecTe  C
UHCTPYKIMe [0  MEIWLHHCKOMY
TPHMEHEHMIO B HAUKE KapTOHHOH

17. | Labeling / MapkupoBka According to ND / B cooterctuu ¢ HJJ
18. | Storage conditions / Store at 15 °C to 25 °C. Do not freeze. /
Xpanenue IIpu Temneparype ot 15 no 25 °C. He 3aMopaxuBaTh.

19 | Shelf-life / Cpok rognoctn 2 years / 2 roza

Prepared By / Iloarorosua Checked By / Hpoaepun Ap[;ro%ed By / Ono6pus
Signature / Iloanuce P B N
; [ ) L
Date / Jlata 2 o101 Lor 1 | iy N / 199%%’ 1228
N / ®NO0 i
ame Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg

Designation /
JoskHocTs

Officer-QA Officer-QA

Asst. Manager - QA
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTHO®HKAT AHAJIU3A TOTOBOI'O MIPOAYKTA

Page 90of9/Crp.9u3 9

Name of Product /
HaumenoBanue npoaykuun

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHtoBaHHOe HAUMEHOBAHUE

Mometasone Metered-dose Nasal Spray 50 meg/dose
Mowmerasona cripelf HazaJlbHbIH L03UPOBAHHBIN 50 MKI/H03a

Active Ingredients /
HeiicTByomue BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 noza CIIpes COACPKUT! ﬂeﬁCTB}’IOIHCC BEIICCTRBO: MoMeTa30Ha (])ypoaTa MOHOIrvapar

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

Strength / losuposka 50 meg / 50 Mxr Date of Mfg. / lara npousBoacrtsa 06/2023
D form / Metered-dose nasal spray /
osage form Cnpeii HazanbHbIH Date of Exp. / F'ogen a0 05/2025
JlexapcTsenHast popma ) o
JLO3UPOBAHHBIN
Product code / Kon npoaykra SRU030007E040401DK Date of release / /lata Bbinycka 30.06.2023
Batch No. / Cepust No 12230601 Qty. Released / Konmuecrso 32,640 BOT/
BBHIYUIEHO (r1akoHOB
Batch size / Pasmep cepun 34,722 BOT / gnakoHor Mig.License No. / MNB/10/832
JInueH3nsa Ha Npou3BOACTBO (HoMep)
Inspection Lot NOL/ 040000467536 Mifg. License Date / 30/04/2020
Perucrpannonuplii HOMep aHaM3a JInuensus Ha npoussoacrso (nara)
Package size / YnaxoBka 120 Doses / 120 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)
- - -
Market / Prisox Russia / Poccns GMP Compliance certificate No- /| Gy o1556/20/1N
GMP ceprudukar (Homep)

Reference Specification No. /
Cneundurkauns rorosoro
npoaykra Ne

SPC-CC-063688

Reference STP No./ CI11 Ne

STP-CC-040944

API name /
Haumenopaune AOC

Mometasone Furoate Monohydrate /
Momerasona {ypoara MOHOTHApAT

API Batch No /
ADC cepus Ne

MFM-23405(JM-
01)-002

Manufactured by / Ilpoussoaurens

Aarti Industries Limited, India / Aapru Mnnacrpus Jlumuren, Hius

Any deviation/Incident/OOS: IN/1101/2023/0064
Otxnonenus/HecoorBeTeTUs/QOOC: 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. JII-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.”

3akrouedne 0 COOTBETCTBHMH: HACTOSUIMM MOJATBEPXKAAID, 4YTO MNpEACTaBieHHas Bble WHGOpPMALUS ABASETCSA
noctoBepHO# W TouHOH. Manuas cepus Obina npousseneHa (BKIIOHAsA YNAKOBKY/MapKHPOBKY M KOHTPOJb KauecTBa) Ha
YKa3aHHOU BbilE NIPOM3BOACTBEHHOH NNOWAAKE B TIONHOM  COOTBETCTBHM ¢  TpeboBauuamu  Hapnexamei
Ilpoussoncreennoit Ipaktiku (GMP) noKambHbLIX PEryJNSTOPHBIX OPraHOB U TPeOOBAHUAMHM HOPMATUBHOM JOKYMEHTALMH
J1-003870-221221 nnst peiaka Poccuu u yteepikaenHol cneundukaiun Ne SPC-CC-063688. TIpoTOKONBl NPOU3BONCTBA,

YHAKOBKHM M 1I0Kasarenad KavecTBa JaHHOM cepuu ObLTH NIpoaHaIu3vpoBaHbl U CHACJIAHO 3aK/IOYEHHE,

COOTBETCTBYIOT TpeboranuaM Hannesxawed [Ipoussoacteennoit Ipakruxn (GMP).

4TO OHM
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