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Name of Product /
HanMeHoBaHHE HPOXYKIAH

MOMAT RINO
MOMAT PHHO

Generic name /
HenareHTOBAHHOE HAHMEHORAHUE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMerazona hypoaTa MOHOTHApATa Clpeil HasaNbLHEI 103UpOBaHHEIA 50 MKI*

Active Ingredients /
JelicTByIom@Ae BenecTBa

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

calculated for Mometasone Furoate 50.00 mcg

1 i03a CIIpes COAEPKHT: AeicTBytomee BemlecTso: MoMerasona Pypoara MOHOTHAPAT
51,72 mxr B mepecyere Ha MoMerasona gypoar 50,00 Mxr

Strength / Jlo3upoBka 50 mcg / 50 Mxr Date of Mfg. / lata npou3BoacTsa 09/2021
Metered-dose nasal spray /
Dosage form / . o
Hekziec;ennan dopua Cupeit Ha3AIBHLIA Date of Exp. / I'ozen xo 08/2023
JO3UPOBAHHEIH
Praduct code / Kox mpoxykTa SRU0300075470401EJ Date of release / laTa BEIDycKa 27.09.2021
Batch No. / Cepua Ne 12210534 Qty. Released / Koanuectso 64,280 BOT /
BLEITYIIEHO ¢nakoHOB
Batch size / Pasvep ceprn 69,444 BOT / dmaxoros Mfg License No. / MNB/10/832
JInnen3us HA MPOU3BOJACTBO (HOMEp)
Inspection Lot No. / Mfg. License Date /
PerncTpanuoHHLIl HOMEp aHAIN3a 040000349439 JInuemsus Ha NPOH3BOACTBO (1aTA) 30/04/2020
4 GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 xo3 GMP ceprudmar (zata) 18/06/2020
Market / Poraox Russia / Poceus GMP Compliance certificate No. / GMP-01556/20/IN
GMP cepTudmraT (HoMep)
Reference Specification No. /
Cremuduxanus roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS / HOKA3ATEJIN LIMITS / TPEBOBAHUS OBSERVATIONS / PE3YJIBTATHI
T 1, | Description/ Onncanne White to off white thick suspension of | Off-white thick suspension of non-
’ semitransparent to non-transparent | transparent consistency. /
consistency. / | mouru Genoro uBeTa OT HEPO3PaYHON

Ot Genoro [0 modara Oenoro iBeTa OT
TIOJTYIPO3paiH Ol o HEIPO3pauHOH
KOHCHUCTEHIIHMH I'yCTasl CYCIICH3HS.

KOHCHUCTEHIIMM TYCTas CYCUEH3MA. k.

¥

2. | Identification / IlognuHHOCTH

a) Mometasone Fuorate /
Mowmeraszona gypoar

The retention time of the main peak in the
chromatogram of sample preparation should
corresponds to the retention time of the main
peak in the chromatogram of standard
preparation. / BpemMs  yAepXuBaHHA

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

OCHOBHOTO THWKA Ha Xpomartorpamme | / Bpemst ynepxusaHus OCHOBHOIO
HCIILITYEMOTO pacTBopa JIO/DKHO | TMHKA Ha XPOMaTOrPaMME HUCIILITyEMOro
COUTBETCTBOB4Th BPEMCHM YIEPXKHMBaHUS | PAaCTBOpa  COOTBETCTBYET  BPEMCHM
OCHOBHOI'0 [HKa Ha XpoMaTorpaMMe | yAEpXWUBaHM OCHOBHOTO IIHKA HA
CTaHJIApPTHOTO PAacTBOPa XpoMaTorpaMMe CTaHapTHOIO
pacTBOpa
_ i
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Name of Product / MOMAT RINO

Hanamenosanue mpogyxman MOMAT PHHO

Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHTOBaHHOE HAUMEHOBAHNE

Mowmerazora dypoara MOHOrUApATA CIpeli Ha3aTBHBIA JOIUPOBAHHEL 50 MKT

Active Ingredients /
HeiicTBYIomMpe BemecTsa

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

calculated for Mometasone Furoate 50.00 mcg

1 mo3a cpes copepxurt: AeiicTByromee Bemectso: MoMerazona dypoara MoHOrUapar

51,72 Mxr B nepecyere Ha MoMeTasoHa dypoar 50,00 Mxr

Strength / o3nponxa 50 meg / 50 MxT Date of Mfg. / laTa npou3BoACTBa 09/2021
Metered-dose nasal spray /
Dosage form / . o
Texaperseuuas popma Crpeit HasILHAIH Date of Exp. / Togen 0 08/2023
J03UpOBAHHEIH
Product code / Ko npoxykra SRU0300075470401EJ Date of release / Jlara BhINycKa 27.09.2021
Batch No./ Cepas Ne 12210534 Qty. Released / KoiraecTBo 64,280 BOT /
BBHINYIEHO taxonoB
Batch size / Pasmep cepun 69,444 BOT / maxoros Mg License No. / MNB/10/832
JInnen3ns Ha NPOU3BOACTBO (HOMep)
Inspection Lot No. / Mfg, License Date /
PerncTpannonnLlii HoMep aHaIn3a 040000349439 JIMIeH3 U Ha NPOU3BOACTRO (1aTa) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynaxonka 60 Doses / 60 103 GMP ceprudmkcar (1a72) 18/06/2020
. GMP Compliance certificate No. / g
Market / Primok Russia / Poceus GMP cepraduxar (omep) GMP-01556/20/IN
Reference Specification No, /
Cremuuxanys rorosoro SPC-CC-040446 Reference STP No. / CIIH N: STP-CC-030247
npoayxTa Ne
Ne | TESTS /HOKA3ATEIHN LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3VJIBTATBIL
b) Benzalkonium chloride | The chromatogram of the sample solution | The chromatogram of the sample
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 Cis in the | benzalkonium chloride homologues C»
chromatogram of the standard solution. / Ha | and Ci4 in the chromatogram of the
XpoMaTOrpaMMe HCILITyeMoro pacteopa | standard solution. / Ha xpomarorpamme
JODKHEI ~ OOHApYKMBaTECA IIMKHM, U0 | MCILITYEMOTO pacTBOpa
BpeMeHaM YIEPKUBAHHA COOTBETCTBYIOIME | OOHAPYKUBAIOTCA NMHUKH, N0 BpEeMEHAM
IIMXaM TOMOJIOTOB OEH3AJIKOHHS XIOpPHIA | YAEpKUBAHHUS COOTBETCTBYIOIME
Ciz2 u Ci4 Ha XpoMaTorpaMMe CTaHIAapTHOTO | IMKAM  TOMONOIOB  OEH3ATKOHMI
pactBopa. xnopuzna Ci2 u Cj4 Ha XpoMarorpamMme
CTaHAapTHOTO pacTBoOpa.
3. From4.3104.9/0t14,3 5104,9 4.842 /4,842
4. | Density / ILtoTHocTh From 0.950 to 1.050 g/cm?® / 0.994 g/cm®/ 0,994 r/cm?
Ot 0,950 o 1,050 r/cm?
5. | Viscosity / BaskocTs From 30 to 130 ¢Ps/ Ot 30 10 130 cII3 49.8 cPs / 49,8 cIl3
6. | Osmolality / From 250 to 350 mOsm/Kg 302 mOsm/Kg
OcMoaAIbHOCTE Ot 250 no 350 MOcm/kr 302 MOcM/kr
7. | Leakage check / Absence of any traces of leaks / Otcyrcrsue | No traces of leaks / Cneint mporeaxm
IIporepka ¢uaaxkona na CIIEN0B IPOTEYKH OTCYTCTBYIOT
IrepMeTHIHOCTD
8. | Net content / Macca Not less than 9.0 g / He menee 9,0 9.2g/92r
COJEPKUMOro (i1aKkoHa
Fal
Prepared By / loarorosun Checked By / Ilposepui \Approved By / Onodpnn
Signature / I
gnature / Ilognuch d———— % v
Date / Jlata wzleq)om 381“‘?'” 2@\ vy
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Designation / Officer-QA Officer-QA Sr. Manager - QA
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Name of Product /
HaumeHOBaHHE TPORYKIAA

MOMAT RINO
MOMAT PHHO

Generic name /
HenaTeHTOBAHHOE HAXMEHOBAHHE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg

MowmeTasona gypoaTa MOHOIHpATa CIpeil HasaNBHEIA JIOIUPOBAHHLI S0 MK

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
HeiicTByIommme BemecTsa 1 1032 cripes coflepKuUT: AeficTByromee BemecTBo: Momerazona ®ypoaTa MoHOrdapar
51,72 Mxr B nepecuere Ha MomMerasoHa dypoat 50,00 MKr
Strength / Jo3npoBka 50 meg / 50 Mxr Date of Mfg, / [aTa NpoH3BoAcCTBa 09/2021
Metered-dose nasal spray /
Dosage form / Cupeit Ha3aNBHEIA Date of Exp. / T'ofien o 08/2023
JlexapeTBennan opMa "
JO03UPOBAHHEILH
Product code / Ko mpoxyxra SRU0300075470401E] Date of release / aTa Brillycka 27.09.2021
Batch No. / Cepus Ne 12210534 Qty. Released / KostnviecTno 64,280 BOT /
BRINYHIEHO ¢raxoHOB
Mfg,License No. /
Batch size / Pazmep cepnw 69,444 BOT / dnakownos JTumemsus Ba TPOU3BOCTEO (HoMeEp) MNB/10/832
Inspection Lot No, / Mfg. License Date /
PerucTpanMoHHEI HOMep aHAIN32 040000343439 JInuensus Ha MPoA3BOJACTBO (XaT4) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynaxobka 60 Doses / 60 xo3 GMP ceprabmkar (1aTa) 18/06/2020
Market / Prinok Russia / Poccus GMP ComplHiance certificate No. / GMP-01556/20/IN
GMP cepruduxar (Homep)
Reference Specification No. /
Cuenuduxanas roroBore SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoaykTa Ne
Ne | TESTS /IIOKA3ATEJIX LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YJIBTATBL
9. | Number of deliveries per | Not less than 60 doses / He meree 60 103 83 doses / 83 mo3
container / Konnmuectsno
J103
10. | Pump delivery / Individual dose mass: from 85% to 115% Minimum / Muaumym: 92.4%
Macca no3st of the theoretical dose mass / Maximum / Makcumym: 107.9%
HapuBuayannHas Macca o3b1: oT 85 % Average / Cpennee: 103.4 %
7o 115 % oT TeopeTHyecKkoi Macchl JO3HL;
Average mass of the dose: from 90% to
110% of the theoretical mass of the dose /
Cpenusas Mmacca 303s1: oT 90 % 10 110 %
OT TEOPETHUYECKOH MACCHI O3B
11. | Particle size / Particles < 10pm in size: Not less than 90% | Absent / OrcyrcTByIOT
Pazme Kcl&gs Yactuil pa3mMepoM < 10 MKM - He MeHee
\\\ S Yrs 90 %;
Q Particles < 30pm in size: 100% Absent / OTcyrcTBYIOT
- @ Yactux pasmepom < 30 mxm — 100 %
3 — 1\ Particles > 30pum in size: Should be absent | Absent / OrcyrcTByI0T
. J‘ a 8\65{\ K YacTun pazmepoM > 30 MKM - JOJDKHEL
OTCYTCTBOBATb
NG /
\\Ph armac e\l‘
— Il
T Prepared By / Iloprorosan Checked By / Ilposepna \Approved By / Onodpun
Signatu
gnature / oxmucs dF—-— = )
Date / lata 27109} 38[“?'"’ QB\"’) \'UV'"
Name / ®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JomxHocTs
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Name of Product / MOMAT RINO
HanMveHoBagyve NPOXYKIHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeETOBANHOC HAUMEHOBAHUE MoMeTa3oHa dypoaTa MOHOTHPATE CHpei HA3ANBHEIL JIO3UPOBAHHELA 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTByiomue BemecTBa 1 A03a clpest CONEpKUT: AekcTBytonies BemecTso: MoMeTa30Ha dypoaTa MOHOTHAPAT
51,72 mxr B nepecuere Ha MoMerasona ¢ypoar 50,00 Mxr
Strength / Josapoeka 50 mcg / 50 MxT Date of Mfg, / [laTa NpoM3BOACTBA 09/2021
Metered-dose nasal spray /
Dosage form / . o
JiexapeTeenuas opma Crpeit HasamsHbIA Date of Exp. / Togen 10 08/2023
JIO3MPOBAHHEIH
Product code / Koa mpoaykTa SRU0300075470401E] Date of release / JlaTa BLITycKka 27.09.2021
Batch No. / Cepus Ne 12210534 Qty. Released / Konmuecrso 64,280 BOT /
BHINYIICHO (hIIaKOHOB
Mifg.License No. /
Batch size / Pazmep cepun 69,444 BOT / dnaxoror JINmeHans Ha IPOU3BOCTBO (HOMeED) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucTpaMoHHLIA HOMep aHAIH3a 040000349439 JInmen3ys Ha MPOU3BOJACTBO (IATA) 30/04/2020
GMP Compliance certificate Date /
Package size / YnakoBka 60 Doses / 60 no3 GMP ceprudmcar (1aTa) 18/06/2020
Market / PLusior Russia / Pocons GMP Compliance certificate No-/ | Gvp.1556/20/N
GMP cepruduxat (HoMep)
Reference Specification No. /
Crenuduxanug roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoxykra Ne
Ne | TESTS / HOKA3ATEJIH | LIMITS / TPEGOBAHISA | OBSERVATIONS / PE3YJIBTATBL
12. | Related Substances / Ilocroponnue npuMecu
Impurity 8DM / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He oOHapyxeHO
TIpumecu 8DM
Impurity DMC / Not more than 0.15 % / He Gonee 0,15 % Not detected/ He o6uapyxero
Tlpumecu DMC
Impurity D / Not more than 0.20 % / He Gonee 0,20 % 0.06% / 0,06%
TIpumecu D
Any individual unspecified | Not more than 0.20 % / He 6oxnee 0,20 % 0.04% / 0,04%
impurity / EqpayudsoM
HEUIEHTU(QHIMPOBAHH O
UMECH o
Tp! 6‘,4_ o _\o,b\
Total impurity / Not more than 0.60 % / He 6onee 0,60 % 0.17%/0,17% harm ace\l\
Cymma nipumeceit
13. | Spray content uniformity | Not more than 2 of 20 doses (10 initial doses | Beg/ Hauamo: — — -
(Uniformity of delivery and 10 final doses from 10 vials) can deviate | Minimum / Muaumym: 104.5%
dose) / OaHopoAHOCTE more than + 25% from the average value and | Maximum / Maxcumym: 107.6%
BBICBOD02KAaEM 0T X03BI not any dose can deviate more than + 35% | Mean / Cpennee: 106.3%
from the average value.
If 3 to 6 doses deviate more than = 25% but
not more than £ 35%, test another 20 vials.
Not more than 6 of 60 doses can deviate

¢
Prepared By / Iloarorosni Checked-By / Iposepui \Approved By / OxoGpna
Signature / I
gnature / Hoxmucs df_ \’é/ ) 2}{
Date / lata A leatrsan 98[eplu 2B\ 5\ Y
Name / ©®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JomxHOCTE
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Name of Product / MOMAT RINO
HaumeHoBaHHe POXYKIHHA MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTeHTonaHNoe HaBMeHoBaHHe | MoMeTasoHa dypoaTa MOROIHAPATA CTIPEii HasaNEHLIH JI03UpOBAHHEIH 50 Mxr
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JeficTByIommne BeleCTBA 1 K032 cupes cOZlepXuT: AelicTBYIOMEE BemecTo: MoMeTa30Ha dypoaTa MOHOTHAPAT
51,72 mxr B iepecuere Ha Momeraszona dypoar 50,00 Mxr
Strength / lo3upobxa 50 meg / 50 MKT Date of Mfg. / laTa Tpou3BOACTBA 09/2021
Metered-dose nasal spray /
Dosage form / Crpeii Ha3aIEHBIHE Date of Exp. / T'ogen 10 08/2023
JlexapcTennas gopma .
JO3UPOBAHHEIH
Product code / Kog mpoxykra SRU0300075470401E] Date of release / laTa BRIIYCKa 27.09.2021
Batch No. / Cepast No 12210534 Qty. Released / Konuuectso 64,280 BOT /
BBINYIIEHO taKoHOB
Mfg.License No. /
Batch size / Pazmep cepun 69,444 BOT / gnaxonon JImiersust BA TPOM3BOXCTBO (HOMep) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerncTpanuoHHLIA HOMep aHaxM3a 040000349439 JIuneH3ns Ha OPOM3BOACTRO (1aTa) 30/0412020
GMP Compliance certificate Date /
Package size / Ynakxoska 60 Doses / 60 go3 GMP cepraduxat (1272) 18/06/2020
Market / Porsox Russia / Poccus GMP Compliance certificateNo./ | Gyp.01556/20/IN
GMP ceprudnxar (RoMep)
Reference Specification No. /
Crenuduxanus roroporo SPC-CC-040446 Reference STP No. / CITH Na STP-CC-030247
IpoAYKTA Na

Me | TESTS/HHOKA3ATEIR LIMITS / TPEBOBAHUA OBSERVATIONS / PE3VJBTATEL
more than £ 25 % from the average value, | END / Konen:

and not any dose can deviate more than | Minimum / Munumym: 97.2%

+ 35% from the average value. Maximum / Makcumym: 111.3%

He Gonee 2-x u3 20 103 (10 Havamsaex 103 | Mean / Cpexree: 106.4%

# 10 xoHeuREIx 03 13 10 (QIaKoHOB) MOTYT
HMMETh OTKIOHEHME OT CPERHEro 3HAYCHUA
Gonee uem + 25%, ¥ HM OXHAa [A03a HE
JOIDKHA MMeTb OTKIOHEHHE OT CPEeIHEro
suagenus Gosee uem Ha + 35 %.

Eciu or 3 x0 6 103 MMEIOT OTKIOHEHHA
Gonee ueM = 25 %, Ho MeHee 4eM 35 %, To
HCIRITHBAIOT clepyionme 20 ¢uakoHoB.

He Gomee 6 w3 60 103 MoOryr HMeThb
OTKIOHCHHE OT CpeXHero 3HaueBma Oonee
yem + 25 %, B HM OfHA A03a HE XO/DKHA
HMeTh OTKIOHEHHE OT CPEHEro 3HaYeHMs
Gonee ueM = 35 %.

o
Prepared By / Hoarorosna Checked By / TIpoBepun \Approved By / OnoGpua
Signature / Honucn d/‘ 4
—_— ——
Date / laTta % 1 CL ) 2t 38(“‘7'” p_g\aQ\ uu
Name / ®HO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
Jorxcao0CTh
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Name of Product /
HanmMeHoBaRMe TPOXYKIHN

MOMAT RINO
MOMAT PMHO

Generic name /
HenarearopanHoe HAUMeHOBAaHAE

Mometasone Furoate Monohydrate Nasal Spray 50 mcg
MoMeTasona ypoaTa MOHOTHApATA cIipeil HasaTbHEIH JIO3HPOBAHHEIA 50 MKT

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTBYIOIHE BEN[ECTBA 1 103a cIIpest CONEPMT: AeHCTBYIOMIce BemecTBO: MOMETa30Ha dypoaTa MOHOrHAPAT
51,72 mMxr B iepecuere Ha MoMerasona dypoar 50,00 mxr
Strength / Jloznposka 50 meg / 50 MxT Date of Mfg. / laTa MpoA3BOACTBA 09/2021
Metered-dose nasal spray /
J)}osage form / Cripeii Hasa s Rb Py Date of Exp. / T'ogen 110 08/2023
exapcTBenHas opma o
JO3KRpOBAHHBIM
Product code / Kox npoxykTa SRU0300075470401EJ Date of release / laTa BRITycKa 27.09.2021
Batch No. / Cepust Ne 12210534 Qty. Released / Konm4ecTno 64,280 BOT /
BHITYIIEHO turakoHOB
Batch size / Pazmep cepun 69,444 BOT / dnaxonor ﬁif;:;r:f:{::mmoumo (Homep) MNB/10/832
Inspection Lot No. / Mfg, License Date /
PerdcTpanoHHbIH HoMep aHAIA3A 040000349439 Jlniemnn HA OPOU3BOACTBO (AaTa) 30/04/2020
Package size / Vnaxoska 60 Doses / 60 103 gﬁg i‘;’;‘;’g‘n“‘; “(;‘:i‘:;“‘e Date/ | 18/06/2020
Market / Prsox Russia / Pocons GMP Compliance certificate No./ | Gvip 91556/20/N
GMP ceprudnuxat (HoMep)
Reference Specification No. /
Cuemudprkanas roroBoro SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
NpoxyKTa Ne
Ne | TESTS /IIOKA3ATEJIA LIMITS / TPEBOBAHUSA OBSERVATIONS / PE3YVJIBTATEI
14 | Uniformity of dosage units | Not more than 1 value from 10 | Minimum / Musmmym 104.5%
/ OpsopoaHOCTH measurements can deviate from the average | Maximum / Maxcumym: 107.6%
JO3UPOBAHUSA value more than # 25% and none can deviate | Mean / Cpemmee: 106.3%
by more than + 35%.
If 2 to 3 values deviate more than + 25% but
not more than =+ 35%, test another 20 bottles.
Not more than 3 values from 30
measurements can deviate from the average
value more than + 25% and none can deviate
more than + 35%.
He Gonee 1 3mauenns w3 10 ompegeneHui
MOXXET OTKJIOHATCA OT CPENHETO 3HAYCHMA
Gonee, ueM Ha + 25 %, ¥ HU OXHOTrO, Golee
geM Ha + 35 %.
Emu 71Ba wniM TpH 3HAUCHHA MMCIOT
OTKIOHEeHHA Gonee 9eM + 25 %, HO MEHBINE,
yeM £ 35 %, TO HCHBITRIBAIOT CICAYIOLME
20 ¢naxKoHOB.
He ©Gonee 1Ttpex 3Havemnit u3 30
ONpPEACNCHU MOrYyT  OTKJIOHATBCA  OT
cpemEero 3Hadenus Gonee, ueM Ha + 25 %,
HM ofiHoro, Gonee yeM Ha £ 35 %.
~
Prepared By / IloaroTronmi Checked By / lIposepun \Approved By / Onodpnn
Signature / Iloguucn d" '\A/ =
Date  Jira A TR TRED] 25\ 09| VY
Name / GAO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
JHomxuocTn
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Name of Product / MOMAT RINO
HaumMeHoBaHHe HPOXYKOMA MOMAT PHHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg

HenaTeHTOBAHHOE HA¥MEHOBAHAE

MoMerasoHa dypoaTa MOHOTHPATA Clpeii Ha3ATLHENA JO3UPOBAHHEIH 50 MxT

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

Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTByromue Belecrsa 1 o34 cmipes coxepxHT: AeHcTBylomee BemecTBo: MoMeTasoHa PypoaTa MOHOrHAPAT
51,72 mxr B epecuere Ha Momerasona dypoar 50,00 Mxr
Strength / Jloaupopxa 50 meg / 50 Mxr Date of Mfg. / [laTa npona3BoxcTBa 09/2021
Metered-dose nasal spray /
Dosage form / Copeii HasanbHBIA Date of Exp. / Togen xo 08/2023
JlexapeTBenHas opma ”
JIO3UPOBAHHEIH
Product code / Kox npoxykra SRU0300075470401EJ Date of release / laTa BRITyCcKa 27.09.2021
Qty. Released / KonuvecTso 64,280 BOT /
Batch No. / Cepas Ne 12210534 BRITYIICHO ¢pmaxonos
Mifg.License No. /
Batch size / Pazvep cepan 69,444 BOT / gnaxowor JTAmer3As KA NPOM3BOLCTEO (HOMeEp) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PeracTpanoHuLIii HoMep aHAIHA3A 040000349439 Jinnen3ns Ha OPOH3BOJACTBO (XaTa) 30/04/2020
GMP Compliance certificate Date /
Package size / YnakxoBxa 60 Doses / 60 mgo3 GMP cepradukar (1a72) 18/06/2020
Market / Prinox Russia / Poccus GMP Compliance certificate No. / GMP-01556/20/IN
GMP ceprudaxat (HoMep)
Reference Specification No. /
Crnenuduxanus roroBoro SPC-CC-040446 Reference STP No. / CIIH Ne STP-CC-030247
MpoRYKTa Ne
Ne | TESTS / TIOKA3ATEJIH | LIMITS / TPEBOBAHUSA | OBSERVATIONS / PE3YJIBTATBI
15 | Microbiological Purity / Muxpoonosorn4yeckas YWHCTOTa

Total aerobic microbial
count and total combined
yeast and moulds count
(combined) / O6mee =icio
a3po0HKIX GakTepuit U
JAPOXIKEBEIX M INICCHEBRIX

Not more than 10? cfu per 1g (ml) of the
product / He Gonee 102 KOE B 1 r (Mn)

mpenapata

Less than 10 cfu/ml/
Memnee 10 KOE/mn

WY Ass
m

v/

)

Staphylococcus aureus

rprGoB (CyMMapHO) / *LJ g

Test for Absence of [© -
Specified Microorganism / ' 38 M\"'
TecT Ha cHennduiecKue

MHKPOOPraHU3MLL:

Pseudomonas aeruginosa Absence per 1g (ml) of the product /

Orcyrereue B 1 T (M) mpenaparta
Absence per 1g (ml) of the product /

L. .

AbScnt/OICyICI’B\y\ p (9 P

Bile-Tolerant Absent / OrcyrcTBYET

Enterobacteria / Orcyrersue B 1 T (M) mpenapara

Kemueycroiiunsbre Absence per 1g (ml) of the product /

SHTEpOOaKTEpHN Orcyrcersue B 1 r (M) npenapara Absent / OteyreTsyet

{
Prepared By / HoaroroBma Checked By / HIposepnx \&pproved By / OnoGpna
Signature / Hogmuch
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Name of Product / MOMAT RINO
HaumMenoBanne HPOXyKIMU MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenareHToRanHoe RaEMeHoBanue | MoMerasona dypoaTa MOHOTHIPAT CHpeil HasaMbHEIH JO3UPOBaHHEIH 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JelicTByIone BenecTsa 1 o3 CHpes COREPXUT: AelicTBYIOmee BelecTBo: MoMeTasoRa (@ypoara MOHOTHIPAT
51,72 Mxr B niepecuere Ha Momerasona diypoar 50,00 MKr
Strength / Jloanposxa 50 mcg / 50 MKT Date of Mfg. / laTa Hpon3BOACTBA 09/2021
Metered-dose nasal spray /
Dosage form / o .
Jexapcrnesnast popma Crpeit HasaibRbLH Date of Exp. / Togen xo 08/2023
JO3UPOBAHHEIH
Product code / Kox npoxyxra SRU0300075470401E] Date of release / [[aTa BLITycKa 27.09.2021
Batch No./ Cepust Ne 12210534 Qty. Released / KommuecTeo 64,280 BOT /
BBITYIIEHO (IIaKOHOB
Mfg.License No. /
Batch size / Pazmep cepun 69,444 BOT / gnakoros JTumemsns HA MPOH3BOKETBO (HOMEP) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerncTpanuoHHBIR HOMeED aHAJIH3A 040000349439 JluneH3ns HA OPOH3BOXCTBO (XaTa) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynaxobka 60 Doses / 60 xo3 GMP ceprudukar (aaT2) 18/06/2020
Market / PhIzok Russia / Poccus GMP Compliance certificateNo./ } Gnp.01556/20/N
GMP cepradukat (HoMep)
Reference Specification No. /
Cremuduxanus roToporo SPC-CC-040446 Reference STP No. / CITH Ne STP-CC-030247
npoxyKTa Ne
Ne | TESTS/IIOKA3ATEJIH | LIMITS / TPEGOBAHUSL | OBSERVATIONS / PE3YJIBTATBI
16. | Assay / KommuecTBenHoe onpenesieHne

a) Mometasone Furoate /
Mowmerasora ¢ypoara

From 85 % to 115 % of the labeled content /
Ot 85 % 10 115 % oT 3asBIEHHOr0
COfIePIKAHUA

105.4% / 105,4%

b) Benzalkonium chloride /
BenzankoHus XIopuaa

From 80 % to 120 % of the labeled content /
Ot 80 % 10 120 % OT 3asBIEHHOTO
CONlePKaHUA

97.1% /97,1%

17. | Package Size / Ynaxkoska

60 or 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. / Ilo 60 mm 120 go3

. jcycnensun BO (IJMKOHC H3 IOJIUITIICHA

BHICOKON  IUIOTHOCTH C  JAO3UPYIOIIUM
YCTpOHCTBOM u KPBIMICIKOH u3
NONM3THIEHa Bbicokod muotHoctu. Ilo 1
¢makony BMecTe ¢ HMHCTpYKIMEH 1o
MEJMIMHECKOMY TpPHMEHCHHIO B IauKe
KapTOHHOMU,

60 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.
/ 60 mo3 cycneHwsuu BO {(rnaxoHe U3
TIONUITUNIEHa BEICOKON IIOTHOCTA C
JO3UPYIOIHM yCTpOHCTBOM u
KPHILIEYKOM U3 [OINITHIECHA BRICOKOH
mrotaocty. Ilo 1 dumakoHy BMecTe C
VHCTpYKIMEH 10  MeJULHHCKOMY
OPHMEHEHUIO B [Ja4KE KAPTOHHOM.

18. T Labeling / Mapkuaposka

According to ND / B coorsercTaun ¢ HJ{

19. | Storage conditions / Protected from light, at temperature from 15 °C to 25 °C. Do not freeze. /

Xpanenne B 3anmMIeHHOM OT CBETa MeCTe Ipy TeMmepaType ot 15 o 25 °C. He 3aMopaxuBaTh.

Prepared By / IloaroTosRi Checked By / IIposepni ‘Approved By / Oxo0pua
Signature / Iloxnuch
gt o I < ]

Date / Jaa Hoafreny 28314 29\ | ¥
Name / PHO Atul Kumar Rohit Singh Sandeep Semwal
Designation / Officer-QA Officer-QA Sr. Manager - QA
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Name of Product / MOMAT RINO
HaumveRoBaHKE TPOXYKUHH MOMAT PUHO
Generic name / Mometasone Furoate Monohydrate Nasal Spray 50 mcg
HenaTenToBanAOe RamMeHoBanAe | Momerasona ¢ypoaTta MOHOTHApaTa Clpeil Ha3aJILHEIH JO3UPOBAHHENA 50 MKT
1 dose of the spray contains: Active ingredient: Mometesone Furoate Monohydrate 51.72 mcg as
Active Ingredients / calculated for Mometasone Furoate 50.00 mcg
JleiicTByIomme BemecTsa 1 mo3a cpes conepxuT: melicTByromee Bemecto: MoMerasona $ypoara MOHOrHApaT
51,72 Mxr B nepecyere Ha MoMerasona ¢ypoar 50,00 M
Strength / Jloznposka 50 meg / 50 Mxr Date of Mfg. / laTa mpon3BoxcTRa 09/2021
Metered-dose nasal spray /
Dosage form / " »
JlexapeTnenuas hopma Cupeit HasabHLIA Date of Exp. / Fogen 10 08/2023
JO3UPOBAHHEIN
Product code / Kop mpogykra SRU0300075470401EJ Date of release / J]aTa BouTycKka 27.09.2021
Batch No. / Cepus No 12210534 Qty. Released / KoamaecTBo 64,280 BOT /
BBLITYUICHO ¢dakonoB
Mfg.License No. /
Batch size / Pazmep cepun 69,444 BOT / ¢pnaxonor JIRMensHs Ha TPOM3BOICTRO (ROMEP) MNB/10/832
Inspection Lot No. / Mfg. License Date /
PerucTpanmoHHLIi HOMeEp aHAIH3A 040000349439 JIuileH3ny Ha MPOU3BOJICTBO (XaTA) 30/04/2020
GMP Compliance certificate Date /
Package size / Ynaxobka 60 Doses / 60 no3 GMP cepraduxar (1ata) 18/06/2020
Market / Prmos Russia / Poccus GMP Compliance certificate No./ | G\p.g1556/20/N
GMP cepruduxat (HoMep)
Reference Specification No. /
Cremuduxanas roroBoro SPC-CC-040446 Reference STP No. / CIIH Na STP-CC-030247
npoaykTa Ne
Ne | TESTS/IIOKA3ATEJIA LIMITS / TPEBOBAHUSA I OBSERVATIONS / PE3YJIBTATHI
20_| Shelf-life / Cpox rogmoctu_| 2 years /2 roga

Any deviation/Incident/OOS: Not applicable
Orxnonenns/Manuaente/Q0C: He mpiUMeHIMO
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, JITI-003870-280916, Amend. No 1 dt.
15.04.2019, Amend. No 2 dt. 05.02.2020 in market Authorization of Russia. The batch processing, packaging and analysis
reviewed and found to be in compliance with GMP.”

3aiu0ueHNe 0 COOTBETCTBMH: HACTOSU(MM TOATBEPAIAID, UTO NDEACTABICHHAS BHINE HH(BOPMAUUA FBJIAETCS
JOCTOBEpHOK U TouHOMH. [anHas cepus Gbila mpou3seieHa (BKIIOYAA YIAKOBKY/MAapKMpPOBKY M KOHTpOIb KauecTBa) Ha
YKa3aHHOH BEIIE NPOM3BOJACTBEHHOM IUIOIAAKE B TMONHOM COOTBETCTBHM ¢ TpeGoBammavu Hamrexameit
Hpoussoncteernoii Ipaxruxu (GMP) MOKaTbHBIX PETYISTOPHEIX OPraHOB ¥ TPeGOBAHUAMY HOPMATHBHOM JOKYMCHTAIMMH
JI[I-003870-280916, Wam. Ne 1 or 15.04.2019, Mam. Ne 2 or 05.02.2020 mns pumka Poccuu. [Iporoxessi npon3sozctsa,
YIaKOBKM ¥ IIOKa3aTeM KAa4eCTBA JAHHOH CepHM ObUIM [POAHAIM3HPOBAHLI H  CHEIAHON:
COOTBETCTBYIOT TpeGosarmam Hannexamei Ilpoussoncrsennoit [Ipaxraxu (GMP).

[
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