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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr

SAP-Code: / Ko SAP:
Batch no.: / Ne napTuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3UBUH® CEHCUTUB,

crnpei HasanbHbIN AO3UPOBaHHbIN, 22,5 MKr/ao3a

056502959
286840A

Manufacturing date (mm.yyvy): /

gara npou3soacrea V‘MM.I"I'I'I'!:

Expiry date (mm. 2/

Cpok rogHocTH (MMm.rrrr):

03/2023

03/2026

Manufacturer according to th

eglstratlon in-Russia: /-

Famar Health-Care Services Madrid, S:A:U./ -

Mpoussoauresns B COOTBETCTBUU

C perucrpauuei B Poccuu:

«®amap Xanc Kea Cepsuces Maapua, C.A.Y.»

Parameter / Tapametp

Specifications / Cneumdukaumm

Results / PeaynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OkcumeTasonuHa
rmgpoxnopug

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepxXvBaHusa OCHOBHOMO Nuka Ha
XpomaTtorpamme UcnbiTyeMOro pacrsopa
OOMMKHO COOTBETCTBOBaTL BPEMEHM
yAepXvusaHus OCHOBHOrO Nnuka Ha
XpomaTorpamMmme CTaHaapTHOro pacrsopa
OKCHMMETasonuHa rugpoxnopuaa,

AOAYYEHHOW-APU-KOFNUYECTBEHHOM
onpegeneHun.

conforms / cooTBeTcTBYET

Clarity / NMpospa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuua npenapara He A0sKHa
npesblwaTh onanecueHUMIo aTanoHa
CpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacteopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
porkeH ObiTh OKpalleH He Gonee
WHTEHCUBHO, YeMm aTaroH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocuTenbHasa nnotHocTb | OT 1,006 po 1,010

(d 20/20)

pH/pH From 5.6t06.1/0t 5,6 ao 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonanbHOCTL Ot 270 po 330 mOcmonb/kr mOcMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [IpoaykKT

SAP-Code: / Kog SAP:
Batch no.: / Ne napTtuum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3MBUH® CEHCUTUB,

cnpeit HasanbHbIM A03UMPOBaHHLIRA, 22,5 MKr/ao3a

05502959
286840A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrea {(Mm.rrrr):

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.Frrr):

03/2023

03/2026

Manufacturer according to the

reqistration in Russia: /

Famar Health Care Services Madrid, S.A.U./

Mpou3soauTenb B COOTBETCTBUN

c perucTpauuei B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / [lapameTtp

Specifications / Cneundukaumnm

Results / PesynbTtaTthbl

Mean dose weight and
uniformity of dose weight /
CpepnHss macca Ao3bl 1
OAHOPOAHOCTb MacChl
[03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpeaHas macca fo3bl: 45 mr 15 %.
OAHOPOAHOCTb MacChl A03bl: CPEAHAR
macca ao3bl £ 25 %.

He 6onee 2 n3 10 fo3 >+ 25 % ot cpeaxen
Maccbl 403bl.

Ho Bceraa < + 35 % OT cpeaHein macchbl
A,03bl.

45.3 mg /453 mr

Related substances /
PopcteeHHblE Nnpumech

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumech A (NPOAYKT rmaponusa) — He
6onee 0,5 %.

0.0 %

Impurity ZP-1 - NMT 0.5 % /
Mpumech ZP-1 — He Gonee 0,5 %.

0.0%

Single unidentified impurity = NMT 0.1 % /
EAnHUYHan HenaeHTuuumposaHHas
npumeck — He 6onee 0,1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumeceit — He 6onee 1,2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3SUBUH® CEHCUTUB,
cnpei HasanbHbIi AO3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 286840A
Manufacturing date (mm.yyyy): /
Oara npoussogcrea (MM.rrrr): 03/2023
Expiry date (mm.yyyy): /
CpoK ronHocTy (MM.rITr): 03/2026

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

MpoussoauresnbL B COOTBETCTBUU

C perucrpauueit B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Microbial purity / TAMC - NMT 102 CFU/m! / 0 CFU/mI/
Mukpo6uonoruyeckas O6wwee yncno asapobHbIx GakTepuiit — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC ~ NMT 10' CFU/ml / 0 CFU/ml/
ObLwee 41cno APOXOKEBbIX U NNECHEBbIX 0 KOE/mn
rpuéos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 mi/
Otcyrcteue Pseudomonas aeruginosa/mn. | Otcyrctyet 8 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcyrerBue Staphylococcus aureusivn. Otcyrcrayet B 1,0 Mn
Assay 475 — 525 ug of oxymetazoline 500.2 pg/mi / 500.2
Oxymetazoline hydrochloride/ml. / Mur/mn
hydrochloride / 475 - 525 MKr oKCMmeTasonvHa
KonnuectaeHHoe | FUEPOXTOpUAaiMIT.
onpepeneHune
OkcvmeTasonuHa
rmapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT

SAP-Code: / Kog SAP:

Batch no.: / Ne napTuu:
Manufacturing date (mm.

Oara npon3BoAcTBa ( MM.ITTT):

Expiry date (mm. )

Cpok ronHocTun !MM.I‘I‘I’I‘[:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3MBUH® CEHCUTUB,

cnpeit HasanbHbIN AO3MPOBaHHbIN, 22,5 MKr/ao3a

05502959

286840A
2l

03/2023

03/2026

Manufacturer according to the

reqgistration in Russia: /

Famar Health Care Services Madrid, S.A.U./

MpoussoauTensL B COOTBETCTBUYU

¢ perucrpauuen B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneunudukauuu

Results / PesynbTaTh!

Packaging / YnakoBka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata BO (rakoH
13 NONNUaTUNEHA BbICOKOW
NAOTHOCTM C A03NPYIOLLUM
YCTPOICTBOM W C 3aLLUTHON
KPbILUKOI 13 NonuatuieHa
BbICOKOW NSIOTHOCTW.

Mo 1 dponakoHy BMeCTE C
WHCTPYKLUMEen No NPUMEHEHNIO B
nayvyky KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapaTta 8o hNakoH
13 NONMN3TUIEHA BbICOKO
NNOTHOCTU C A03VPYIOLLIUM
YCTPOMCTBOM U C 3aLLUTHON
KPbILLKOW 13 nonuatuieHa
BbICOKOM MIOTHOCTN.

Mo 1 dpnakoHy BMeCTe C
WHCTPYKLME No NpUMEHeHo B
navky KApPTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHON
[ OKYMEHTaUmen.

Complies as prescribed /
CooTBeTcTByeT NpeanucaHHomy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /
[Oara / noanucb yNosiHOMOYEHHOro nuua:

The batch complies with the specification according to ND Jil-

000511-211022 / MapTua cooTBETCTBYET Cneunpukaymam
HoOpMaTuBHOro gokymerTa J1M-000511-211022

LIAFRIL 1577 -7<\'
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