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MOMAT RINO
MOMAT PHHO

Name of Product /
HaumeHoBaHe npogykuyu

Generic name /
Henatentosannoe HauMeHoBaHue

Mometasone Nasal Spray 50 mcg/dose
Momera3zoHa cripeil HazajabHBIA 103MpoBaHHbIN 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 mo3a cripes conepxut: AeHcTBYIOMEE BellecTBO: MoMerazona Pypoara MOHOTHAPAT

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

Active Ingredients /
HeficTByroniue BeuiecTsa

Strength / losupoeka 50 meg / 50 Mxr Date of Mfg. / lata npoussoacrsa 10/2022
Dosage form / Metered-dose nasal spray /
g Cripe# HasabHbIH Date of Exp. / 'ogen no 09/2024
JlexapcTBenHas gopma »
JIO3MPOBAHHBIH

Product code / Koa npoaykra SRUO030007E040401EJ Date of release / lata Brinycka 29.10.2022

Batch No. / Cepun Ne 12220649 Qty. Released / Koanuecrso 64,000 BOT/
BBINYLUEHO (rakoHoB

Batch size / Pasmep cepuu 69,444 BOT / Qirakonos Mig.License No. / MNB/10/832
JluueH3Hs HA NPoU3BOACTBO (HOMep)

Inspection Lot NO'.,/ 040000420394 Mifg. License Date / 30/04/2020

PerucrpaunoHubiii HOMep aHaIH32 JluueH3ust HAa NPOU3BOACTBO (1ATA)

Package size / Ynakosia 60 Doses / 60 103 GMP Compliance certificate Date/ | ;¢/001 59
GMP cepruduxar (nara)

Market / Prisox Russia / Poccys GMP Compliance certificate No./ | G\1p 1556/20/1N
GMP cepruduxar (nomep)

Reference Specification No. /

Creuuduxanus roroBoro npoayKra SPC-CC-063691 Reference STP No. / CIIN Ne STP-CC-040947

Ne

Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEEOBAHMA OBSERVATIONS / PE3YJBTATBI
1. | Description / Onucanne White to off white thick suspension of | Off-white thick suspension of non-
semitransparent to non-transparent | transparent consistency. /

consistency. /
Ot ©Oenoro no mnoutu Oegoro usera ot
HOJYNPO3pauHoil o HeNnpo3pauHoii

KOHCHUCTCHUHMHU I'yCTass CYCNCH3MA.

noutd Oesioro LBera He INpPO3pauHOii
KOHCHUCTEHHMU I'yCTas CyCIICH3HUSL.

2. Identification / HHoganHHOCTSH

a) Mometasone Furoate /
MowmeTtasona ¢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). / Bpems ynepxuBaHus nuka
MOMETa30Ha (ypoaTta Ha XpoMaTorpaMme
HCTIBITYEMOTO pacTBOpa JOJDKHO

COOTBETCTBOBATh BpPEMEHM YACPKUBAHUA
OCHOBHOIO IIMKa Ha  XpoMaTorpamme
CTAaHNApPTHOrO  pacTBopa (CM.  pasgen

«Konuuectsennoe onpeﬂeneHue»)‘

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
YICPKUBAHUS ~ THKA  MOMETa3oHa
dpypoara Ha XpomaTorpaMmme
HCIIBITYEMOr0 PacTBOpa COOTBETCTBYET
BPEeMEHH YAEPXKHBAHHUA  OCHOBHOTO
nyKa Ha XpOMaTorpaMme

CTaHapTHOrO pacTBopa.

Prepared/l?}' / IloaroToBMII Checked By / I1posepua Approyed By / OnoGpua
Signature / loanucs //V}\/ - = C’%\’//
Date / laTa LWJ//} fojod Y13 1o 10371«3 ‘@ &7 {a'@)l
: ;
Name / ®HO Yogesh Kumar Mehta Atul Kumar Ajay Kumar Garg
Designation / Officer-QA Officer-QA Asst. Manager -QA
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Name of Product /
HauMeHoBaHMe NPOAYKUIMH

MOMAT RINO
MOMAT PHMHO

Generic name /
HenarenroBannoe HAaUMEHOBaHHE

Mometasone Nasal Spray 50 mcg/dose
Mowmerazona cripeii HasanbHbIN L03MpoBaHHLIH 50 MK/ 032

Active Ingredients /
JleiicTBYIOIIMe BelllecTBa

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

as calculated for Mometasone Furoate 50.00 meg

1 n1o3a CIIpes CORCPIKUT! ueﬁcmylomee BEUICCTRO: MoMeTazoHa CDypoaTa MOHOTHApar

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

Strength / losnposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrsa 10/2022
D § / Metered-dose nasal spray /
osage 1orm Cnpeit HazabHbI Date of Exp. / T'onen xo 09/2024
Jlexapcreennas popma N
JIO3MPOBAHHbIN
Product code / Koa npoayxra SRUO30007E040401EJ Date of release / Jlara Bbinycka 29.10.2022
Batch No. / Cepust No 12220649 Qty. Released / Kouuectso 64,000 BOT/
BbINYLUEHO (dnaxonos
Batch size / Pasmep cepuu 69,444 BOT / {pnakonos Mig.License No. / MNB/10/832
JluueHsna Ha npoH3BoACTBO (HoMep)
Inspection Lot No.“/ 040000420394 Mifg. License Date / 30/04/2020
PerucrpauoHHbIH HOMep aHaIH3a JIMueH3Hs Ha NPOM3BOACTBO (HaTa)
Package size / ¥Ynakosxa 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (nata)
Market / Puisok Russia / Poccns GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Creunduxauus roroBoro nNpoAyKTa SPC-CC-063691 Reference STP No. / CITH Ne STP-CC-040947
Ne

Ne | TESTS/ITOKA3ATEJIN

LIMITS / TPEBOBAHUS

OBSERVATIONS / PE3YJBbTATBI

b) Benzalkonium chloride
/ BeH3aaKOHUS XJIOPUA

The chromatogram of the sample solution
should contain peaks corresponding to the
retention times of peaks of benzalkonium
chloride homologues C,; and Cj4 in the
chromatogram of the standard solution (refer

to Assay). / Ha  xpomarorpamme
HCIIBITYEMOTO pacTBopa JIOJDKHBI
OoOHapyXMBaTbCs TMNHKM, 10 BpeMeHam
yIOEPKUBAHUSA COOTBETCTBYIOILME IHKaM

romoJsioros 6enszankonus xjopunaa Ciz 1 Cia
Ha XpoMaTorpaMMe CTaHHAPTHOIO PacTBOpa
(cMm. pazzen «Kosnnuectsennoe
OIIPEHCIICHUEN ).

The chromatogram of the sample
solution contain peaks corresponding
to the retention times of peaks of
benzalkonium chloride homologues Cj,
and Cys in the chromatogram of the
standard solution. / Ha xpomaTorpamme
UCTIBITYEMOTO pacTBopa
0o0HapyKUBAKOTCA THKH, N0 BpeMEHaM
YIEPKMBaHUS COOTBETCTBYIOLLHE
NMKaM  TOMOJIOrOB  OE€H3aJKOHMSA
xyopuaa Cpz u Cis Ha Xpomarorpamme
CTaHIAPTHOTO PacTBOpa.

3. | pH

From 4.30 to 4.90 / Ot 4,30 1o 4,90

4.67/4,67

4. | Density / IliorHOCTD

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

1.030 g/cm® / 1,030 r/em?

5. | Viscosity / BaskocTb

From 30 to 130 ¢Ps/ Ot 30 go 130 clI3

61.4 cPs/ 61,4 cIl3

container / Konmnyecrso
2103

6. | Osmolality / From 250 to 350 mOsm/Kg 295 mOsm/Kg
OcMOJISIIBHOCTH Or 250 1o 350 MOcm/xr 295 MOcm/kr

7. | Net content / Maceca Not less than 9 g/ He menee 9 r 92¢g/92r
coliep:kuMoro Jiakosa

8. | Number of deliveries per | Not less than 60 doses (exclude the first 89 doses / 89 no3

pumping) / He menee 60 o3 (He cuutas
NIEPBUYHYIO TIPOKAYKY)

Prepared-By / Iloarotosua Checked By / IIpoeepua Approved By / Onobpun

¢
Signature / Tloanuck / u}g o 4 A

TR Iz _
Date / Jara bl {» {97 ! Dol - je o3 23 );/9“«, /g)p)(?*;
favf

Name / ®1O Yogesh Kumar Mehta Atul Kumar Ajay'Kunar Garg
Designation / Officer-QA Officer-QA Asst. Manager -QA
JomxnocTs
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A T'OTOBOI'O ITPOAYKTA
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MOMAT RINO
MOMAT PHUHO

Name of Product /
HanmeHoBaHHe NPOAYKUMH

Generic name /
HenarenroBanHoe HAWMEHOBAHUE

Mometasone Nasal Spray 50 mcg/dose
MoneTaszona cnpel HasaibHbIN A03MPOBaHHLIA SO MKI/1032

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 coaepxut: AekcTRyolIee BewecTBo: Momerazona Oypoara MOHOTHADAT

51,72 mxr B nepecuere ya Mowmerasona gypoar 50,00 mMxr

Active Ingredients /
JeficTByromue pemiecTsa

Strength / JJo3uposka 50 mcg / 50 Mxr Date of Mfg. / lata npoussoncrsa 10/2022
D p / Metered-dose nasal spray /
osage form Chpeil Ha3aILHbIN Date of Exp. / I'oneu o 09/2024
JlexapcreenHas dopma o
JIO3UPOBAHHBI
Product code / Koa npoayxra SRUO030007E040401E) Date of release / laTa Boinycka 29.10.2022
Batch No. / Cepun Ne 12220649 Qty. Released / Konuuectso 64,000 BOT/
BBINYIEHO (1akoHOB
Batch size / Pasmep cepun 69,444 BOT / aaxonos Mg License No. / MNB/10/832
JIuneH3Hus Ha NpOU3IBOACTBO (HOMeP)
Inspection Lot NO'.,/ 040000420394 Mfg. License Date / 30/04/2020
PerucrpaunoHHblil HOMep aHAAH3A JIMueH3Hsl HA NPOU3BOACTBO (AATA)
Package size / Ynakobka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudukar (nara)
Market / Poitok Russia / Poccus GMP Compliance certificate No./ |\ b 155620/1N
GMP ceprudnkat (Homep)
Reference Specification No. /
Cneuunduxauusi roToBOro nNpoayKra SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
Ne

No | TESTS /TIOKA3ZATEJINA

LIMITS / TPEBOBAHMUS

OBSERVATIONS / PE3YJIBTATDI

9. | Pump delivery/
Macca no3sl

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

NuauBuayansHas macca a03bk: ot 85 %
o 115 % ot TeopeTHuueckoi Macchl 103bl;

Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpeansna maceca po3si: 0T 90 % no 110 %
OT TEOPETUYECKOI MACChI JI03b1

Minimum / Munuamym: 94.2%
Maximum / Makcumym: 109.0%
Average / Cpennee: 104.9%

10. | Particle size /
Pa3mep yacTun

Particles < 10pm in size: Not less than 90%
YacTun pasmepom < 10 MKM - He MeHee

90 %;

Particles < 30pm in size: 100%

YacTtuu pasmepom < 30 mxm — 100 %

Particles > 30pm in size: Should be absent
YacTuiy pasmepoM > 30 MKM - JOJDKHBI
OTCYTCTBOBATh

100.0% / 100,0%

100.0% / 100,0%

Absent / OTCYTCTBYIOT .

11. | Sedimentation Stability /
CeanMeHTaUUOHHAS
YCTONYHBOCTEL

Not less than 5 min / He MeHee 5 MuH.

Complies /
CoOTBETCTRYET

Prepared By / Iloarorosna

Checked By / Ilposepua

Approvegl By / Onobpua

JonxHoCTh

Signature / Moanucs /V{%f P Ao P

Date / Aata {’/f olo3] 1013 19 3]y vole /bvg)/zg,

Name / @O Yogesh Kumar Mehta Atul Kumar Ajay Kumfar Garg
i i t. M -

Designation / Officer-QA Officer-QA Asst. Manager -QA
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Name of Product /
HaumeHoBanue npoaykuuu

MOMAT RINO
MOMAT PUHO

Generic name /
HenareHToBaHHOE HANMEHOBAHHE

Mometasone Nasal Spray 50 mcg/dose
MomMeTasona cnpel HazansHbli fo3upoBaHHelil 50 Mxr/nosa

Active Ingredients /
JeiicTByI0LIMe BellecTBA

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

as calculated for Mometasone Furoate 50.00 mcg

1 noza CIIpest COACPIKUT! HCﬁCTBleIﬂﬁC BelecTBO: MomeTazoHa (DypoaTa MOHOIMapar

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

Strength / losupoBka 50 meg / 50 Mxr Date of Mfg. / Jlata npousBoacTsa 10/2022
Dosase form / Metered-dose nasal spray /
I £ Cripeit HasanbHbIl Date of Exp. / I'open no 09/2024
exapcTBeHHast popma .
JIO3HPOBAHHBIH
Product code / Koa npoaykra SRUG30007E040401EJ Date of release / lara Boinycka 29.10.2022
Batch No. / Cepus No 12220649 Qty. Released / Koauuecrso 64,000 BOT/
BHINYLIEHO (u1akoHOB
Batch size / Pasmep cepun 69,444 BOT / pnaxonos Mfg.License No. / MNB/10/832
JInueH3ust Ha Npou3BOACTBO (HOMEP)
Inspection Lot No. / 040000420394 Mfg. License Date / 30/04/2020
PernerpauunoHHsbtii Homep anaaunsa JlnueH3ust Ha Npou3BOACTBO (AaTa)
Package size / ¥Ynakosia 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP cepruduxar (aarTa)
Market / Phinok Russia / Poccs GMP Compliance certificate No. /| 51p_o1556/20/1N
GMP ceprtudukar (Homep)

Reference Specification No. /
Creunduxauus roroBoro npoayKra
Ne

SPC-CC-063691

Reference STP No. / CIIU Ne

STP-CC-040947

Ne | TESTS/MOKA3ATEJIN |

LIMITS / TPEGOBAHUSI

| OBSERVATIONS / PE3YJIbTATHI

12. | Related Substances / Poncreennsble npumecu

Impurity 8 DM /
IMpumecu § DM

Impurity DMC /
Hpumecu DMC

Impurity D /
IMpumecu D

Any individual unspecified
impurity / Enuanyusoii
HEUJECHTUPULUHAPOBAHHOH
npuMecH

Total impurity /
CyMMBI IIpuMeceit

Not more than 0.15 % / He 6onee 0,15 %

Not more than 0.15 % / He 6onee 0,15 %

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

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

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

UrHOPUPOBaHUA

0.01%/ 0,01%

0.08% /0,08%

0.01%/0,01%

0.14%/ 0,14%

Below Disregard Area/ Huxe obnactu

Prepared By / lloarorosua

Checked By / Ilposepuan

Approveg By / OnoGpust

Signature / Iloanucey

/

P

JoskHoCTS

Date / ara L0003 ) Jop 5 [eb3 Js 102y
. i,
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Designation / Officer-QA Officer-QA Asst. Manager -Q
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHO®UKAT AHAJIN3A I'OTOBOI'O ITPOAYKTA
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Name of Product / MOMAT RINO
HaumenoBaHue npoayKumu MOMAT PHUHO
Generic name / Mometasone Nasal Spray 50 meg/dose
HenartentoBaHHOe HAMEHOBAHUE MowmeTasona cripeil HasanbHbIH 103UupoBanHbli 50 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
JeiicTBYOIIME BelecTBa 1 no3a cnpest coaepxut: AelicTyioliee senecTso: MoMerasona Oypoara MOHOTHAPAT
51,72 mxr B nepecyere Ha Momerasona ¢ypoar 50,00 mMkr
Strength / lo3upopka 50 meg / 50 Mxr Date of Mfg. / Jlata npoussoacraa 10/2022
Dosage form / Metered-dose nasal spray /
a1 Cripeit HazanbHBLHA Date of Exp. / T'onen o 09/2024
ekapcTBeHHast opma .
JIO3UPOBAHHBIH
Product code / Koa npoayxra SRUO030007E040401E) Date of release / Jlata sbinycka 29.10.2022
Batch No. / Cepust Ne 12220649 Qty. Released / Koanuecrso 64,000 BOT/
BbINYILEHO (iakoHOB
Batch size / Pazmep cepuun 69,444 BOT / ¢naxonos Mig.License No. / MNB/10/832
JluueH3nst Ha npon3soacTBo (Homep)
Inspection Lot No.“/ 040000420394 Mfg. License Date / 30/04/2020
PerucrpaunoHHBIA HoMep aHAJIN3A JIniieH3us1 HA NPOU3BOACTBO (naTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceprudurar (aara)
Market / Phisok Russia / Poccns GMP Compliance certificate No. /| \1p_1556/20/1N
GMP ceprudmkar (Homep)
Reference Specification No. /
Cneunduxanus rorosoro npoaykra | SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
Ne
Ne | TESTS /TIOKA3ATEJIA LIMITS / TPEBOBAHWS OBSERVATIONS / PE3YJLTATDI
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses and | Beg / Hauano:
(Uniformity of delivery 10 final doses) can deviate more than £ 20% from | Minimum / Munumym: 97.2%
dose) / OanopoanocTs the average value and not any dose can deviate | Maximum / Maxcumym: 101.8%

more than £ 25% from the average value.:. The Mean / Cpemsee: 100.0%
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 | END / Konen:

average value. The mean of each determination | Minimum / Munumym: 97.4%
should not exceed £ 15 % of label claim. Maximum / MaKcumym: 102.0%
He 6onee 2-x 13 20 no3 (10 navansueix 203 ¥ 10 | Mean / Cpennee: 100.0%
KOHEUHBIX JI03) MOTYT HUMETh OTKJOHEHHE OT
cpeaHero 3HavyecHus Oomee uem * 20 %, u Hu
O/iHA Jl03a HE JOJDKHA HMETh OTKJIOHEHHE OT
CpeaHero 3HaueHus Oomee dem Ha + 25 %.
Cpennee 3HayeHME HE JOJDKHO MpeBbNLATh +
15 %.

Ecay ot 3 no 6 103 MMEIOT OTKIIOHeHUs Gonee
yem + 20%, HO Menee uem * 25%, TO
MCIIBITBIBAIOT caenyroumme 20 (nakoHos.

He Gonee 6 u3 60 103 MOTyT UMETh OTKJIOHEHHE
0T cpelHero 3HaueHus Oonee yeM + 20 %, u HU
OJlHA 1032 HE HOJDKHA WMMeTh OTKJIOHEHUE OT
cpenHero 3Hauenus Gonee uem =+ 25 %. Cpennee
3HAYEHUE KaXJOTO ONPEACNCHUS HE A0JDKHO
npesbluars £ 15 %.

JO3UPOBAHUS
(OnHOpPOAHOCTH
J10CTABJISIEMOIi A03b1)

Prepared By / HloarotoBua Checked By / Ilposepua Approved By / Opo6pua
Signature / Iloanucs ST B e
& /g s ﬂ _ [ S
Date/ fata P13 \ar o303 Y[R fpor s
Name / ®HO Yogesh Kumar Mehta Atul Kumar AjaylKunlar Garg
Designation / Officer-QA Officer-QA Asst. Manager -QA
JlomKHOCT
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHDOHUKAT AHAJIU3A TOTOBOI'O ITPOJAYKTA
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Name of Product/ MOMAT RINO
HanmeHoBaHMe NPOAYKUHH MOMAT PHHO
Generic name / Mometasone Nasal Spray 50 mcg/dose
HenateHTOBAHHOE HAMMEHOBAHHE Mowmerasona cripeif HasaibHbIH J03HpoBaHHbIN 50 MKI/03a
I dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 meg
Active Ingredients / as calculated for Mometasone Furoate 50.00 mcg
JeificTByromne Bemecrsa 1 nosa cripes coaepxur: JelicTRyioulee BeluectBo: Momerazona dypoara MOHOTHIPAT
51,72 mxr B niepecuere Ha Mowmerasona ¢ypoar 50,00 mMxr
Strength / {o3uposka 50 meg / 50 mxr Date of Mfg. / lata npoussoacrea 10/2022
Dosage form / Meterved-dose nasval spray /
JlexapeTsentas hopma Cripeit HasaL b Date of Exp. / I'onen ao 09/2024
p p
JLO3UPOBAHHBIH
Product code / Koa npoaykra SRUO030007E040401EJ Date of release / laTa Brinycka 29.10.2022
Batch No. / Cepust Ne 12220649 Qty. Released / Konnuecrso 64,000 BOT/
‘ BBINMYHIEHO (akoHOB
Batch size / Pasmep cepun 69,444 BOT / dnakonos Mig.License No. / MNB/10/832
Jlnuensust Ha Npou3BOACTBO (HOMEp)
Inspection Lot NOL/ 040000420394 Mfg. License Date / 30/04/2020
PeructpauuoHHbIil HoMep aHAIN3a JluueHns3us Ha npousBoaCTRO (naTa)
Package size / Ynakoska 60 Doses / 60 103 GMP Compliance certificate Date/ | 1,060
GMP cepruduxar (nata)
Market / Poinok Russia / Poccus GMP Compliance certificate No./ |\ b 1556/0/1IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cneundukailusi roTOBOro NpoaAyKTa SPC-CC-063691 Reference STP No. / CIIH Ne STP-CC-040947
Ne
Ne | TESTS/ITOKA3ATEJIN I LIMITS / TPEBOBAHHUSA | OBSERVATIONS /PE3YJIbTATHI
14 | Microbiological Purity / Muxpo61osorndeckasi 44croTa
Total aerobic microbial Not more than 10% cfu per 1g (ml) of the Less than 10 cfu/ml/
count / Obee yucio product / He 6onee 102 KOE B 1 1 (M) Menee 10 KOE/Mn
a3poOHBbIX rnpenapara
MUKPOOPIaHU3MOB
Total yeast and moulds Not more than 10! ¢fu per 1g (ml) of the Less than 10 cfu/ml/
count / Oburee 4ucIo product / He Gosee 10 KOE 8 1 r (M) Menee 10 KOE/Mn
JPOXKKEBBIX U [DIECHEBLIX npenapara
TpuboB

Test for Absence of
Specified Microorganism /
Tect Ha eneunduyeckue

MHKPOOPraHHU3Mbl:
Pseudomonas aeruginosa Absence per 1g (ml) of the product / Absent / OTcyTCTBY!
Staphylococcus aureus OrcytcTBue B 1 T (M) nperniapara
Bile-Tolerant Absence per 1g (ml) of the product / Absent / Otcytcreyer
Enterobacteria / OrcyrtctBue B 1 T (Mn) npenapara
JKenueycroiiuussie Absence per 1g (ml) of the product / Absent / Otcyretsyer
3HTepobakTepun Orcyrctue B 1 r (Mn) npenapara
PreparedBy / Iloarotosun Checked By / TIpoBepua Approveﬁ y / Ono6pun
Signature / I1 Ty Y—— =
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Date / Jlata [ o |03 2,20 Jelv3]nny l@I 2 bp);
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT
CEPTHOHUKAT AHAJIM3A TTOTOBOI'O IPOAYKTA

Page 7of § /Crp. 7Tu3 §

Name of Product/ MOMAT RINO
HaumeHoBaHHe NPOAYKUHH MOMAT PHHO
Generic name / Mometasone Nasal Spray 50 mcg/dose
HenareHroBaHHoe HAMMEHOBAHHUE MonmerazoHa cripeit HazansHbIN go3upoBaHbi 50 Mki/a03a
1 dose of the spray contains: Active ingredient: Mometasone Furoate Monohydrate 51.72 mcg
Active Ingredients / as calculated for Mometasone Furoate 50.00 meg
JeiicTByOIHE BenecTsa 1 fo3a cripest COREPKUT: AelicTBYIOMee BeulecTBo: Momerazona ®ypoara MOHOTUAPAT
51,72 mxr B nepecyere Ha Mometazona dypoar 50,00 mxr
Strength / ozuposxa 50 meg / 50 Mxr Date of Mfg. / lata npoussoncrea 10/2022
Dosage form / Metered-dose nasal spray /
I Cnpeil HazanbubIit Date of Exp. / I'onen mo 09/2024
exapcrseHnas popma .
JIO3HPOBAHHBIH
Product code / Kon npoaykra SRUO030007E040401EJ Date of release / Jlata Boinycka 29.10.2022
Batch No. / Cepust Ne 12220649 Qty. Released / Kosinuectro 64,000 BOT/
BLINYILEHO (1akoHOB
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxonos Mfg.License No. / MNB/10/832
JInueH3Hs Ha NPOU3BOACTBO (HOMep)
Inspection Lot NOL/ 040000420394 Mfg. License Date / 30/04/2020
PerucTpaunoHublii HOMep aHaju3a JluueH3nst Ha Npou3BoACTBO (AaTa)
Package size / YnakoBka 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020
GMP ceptuduxar (nata)
Market / Poinox Russia/ Poccust GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Creundukauusa roroBoro npoaykra SPC-CC-063691 Reference STP No./ CIIU Ne STP-CC-040947
Ne
Ne | TESTS/TTIOKA3ATEJIN ] LIMITS / TPEBOBAHUS ' OBSERVATIONS / PE3YJILTATHI
15. | Assay / KonnyecTBeHHOe onpegesieHne
a) Mometasone Furoate / From 85,0 % to 115,0 % of the labeled 102.9% / 102,9%
Mowmeraszona (pypoara content / Ot 85,0 % no 115,0 % ot
3as1BJICHHOT'O COJIEPKAHUS
b) Benzalkonium chloride / | From 80,0 % to 120,0 % of the labeled 94.0% /94,0%

Benzankonus xiaopuna content / Ot 80,0 % no 120,0 % ot
3asBJICHHOTO COCpPIKAHUS

16. | Package Size / Ynaxkoska | 60 or 120 doses of suspension per bottle | 60 doses of suspension per bottle made
made from high-density polyethylene | from high-density polyethylene
equipped with a metering device and a cap | equipped with a metering device and a
made from high-density polyethylene. One | cap  made  from high-density
bottle together with the package insert per a | polyethylene. One bottle together with
‘cardboard box. / Ilo 60 wunm 120 po3 | the package insert per a cardboard box.
yeneHsun Bo (ulakoHe M3 nosiMdTWieHa | / 60 mo3 cycrieHsuu Bo (UIakoHe U3
BICOKOH  IUIOTHOCTM €  JO3UPYIOILIMM | MOJMATHIEHA BBLICOKOH IUIOTHOCTH C
CTPOHCTBOM H KONINAUYKOM M3 MOJIMITIIICHA | JO3UPYIOLIAM YCTPOHCTBOM 14
Bbicokoli mioTHocTH. [To 1 dutakoHy BMecTe | KOJMAuKOM U3 TOJIMITHIIEHA BLICOKOH
¢ HHCTpyKuuell 1o  MeaMuMHCKOMY | rmotHoctd. Ilo | ¢uakony Bmecre ¢
NPUMEHEHHMIO B IAYKe KapTOHHOMH. MHCTPYKIMEH 10 MEIHMUMHCKOMY
TIPYMEHEHHIO B IAYKe KapTOHHOM].

17. | Labeling / MapkupoBka According to ND / B coorsercTeur ¢ HJI
18. | Storage conditions / Store at 15 °C to 25 °C. Do not freeze. /
Xpanenue ITpu temniepatype ot 15 go 25 °C. He 3amMopaxuBars.
19 | Shelf-life / Cpox ropnocru | 2 years /2 rona

Prepared By / Iloarotosua Checked By / Ilposepua Approved By / OpoGpun
Signature / lloanucs /{’}S/ d/ (:fj
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CERTIFICATE OF ANALYSIS FOR FINISHED PRODUCT

CEPTUOUKAT AHAJIM3A TOTOBOI'O IPOJAYKTA

Page 8§ of 8 / Ctp. 813 8

Name of Product /
HaumenoBanue npogyKunu

MOMAT RINO
MOMAT PHHO

Generic name /
HenarenroBaHHOEe HAMMEHOBaHHUE

Mometasone Nasal Spray 50 mecg/dose
Mowmerasona cnipeil HazanbHbli 103MpoBaHubl 50 MKI/103a

Active Ingredients /
HeificTByromue BeiecTsa

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

as calculated for Mometasone Furoate 50.00 mcg

1 nosza Cripes COJCPXHT! ,ZI(?FICTB)’!OI.HCC BewecTBO: MoMeTazona d)ypoaTa MOHOrugpar

51,72 Mxr B nepecuere Ha Momerazona ¢ypoar 50,00 mxr

Strength / Jlo3auposka 50 meg / 50 Mkr Date of Mfg. / lara npoussoacrsa 10/2022
Dosage form / Metered-dose nasal spray /
e g Cripedi HasanbHbii Date of Exp. / Tonen o 09/2024
exapcTeBeHHas dopma »
JIO3MPOBAHHBIH
Product code / Koa npoaykra SRU030007E040401EJ Date of release / Jlara Boinycka 29.10.2022
Batch No. / Cepusi Ne 12220649 Qty. Released / Koanuecrso 64,000 BOT/
BbINYIUEHO diakonon
Batch size / Pazmep cepuu 69,444 BOT / dnakoHoB Mig.License No. / MNB/10/832
JluueH3ust Ha NPON3BOACTBO (HOMep)
Inspection Lot No.“/ 040000420394 Mfg. License Date / 30/04/2020
PerucrpalioHHbBIH HoMep aHAIH3A JlnueHsus: Ha HPOU3BOACTRO (AaTa)
Package size / Ynakoska 60 Doses / 60 no3 GMP Compliance certificate Date / 18/06/2020

GMP cepruduxar (nara)

Market / Poinok

Russia / Pocens

GMP Compliance certificate No. /
GMP ceprudukar (nomep)

GMP-01556/20/IN

Reference Specification No. /
Creundukauus roToBoro nNpoayKTa
No

SPC-CC-063691

Reference STP No./ CITA Ne

STP-CC-040947

Any deviation/Incident/OOS: Non-applicable
Orknonenns/necooreercrenst/O0C: He npuMeHEMO

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. JII1-003870-221221 in market
Authorization of Russia. The batch processing, packaging and analysis reviewed and found to be in compliance with GMP.”

3axnioveHne 0 COOTBETCTBHMM: HACTOALIMM TOATBEPXKIA0, 4YTO IPEACTaBIeHHas Bbllle HHOOpPMalUMs sBIfETCA
JOCTOBEpHON M TouHOoi. JanHas cepua Oblia npousBejcHa (BKJIIOYAS YNAKOBKY/MapKMpPOBKY M KOHTPOJIb KauecTBa) Ha
YK4a3aHHON  BHILE NPOM3BOACTBEHHOH IUIOLIAfKEe B IIOJHOM COOTBETCTBHM ¢ TpeboBanusMu Hapnexameit
IMTpoussoncreennoii IlpakTuku (GMP) noxanbHBIX peryJsiTOPHLIX OPraHoB U TpeOOBaHUAMH HOPMATHUBHOM JIOXYMEHTAUMU
JIT1-003870-221221 ans priaka Poceuu. I1poTokosibl Mpou3BoACTBa, YIIAKOBKY ¥ NOKa3aTe M KayecTra NaHHolt cepuu Gbhuiu

MPOaHANM3UPOBAHBl M CHEIAHO 3aKAIOYEHHE, YTO OHH COOTBETCTBYIOT Tpeboranusm Hamnexainedl ITpousBopctBeHHOM
[Npaxtuxu (GMP),
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