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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTUSA

Product: / Mpoaykr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuum:

NASIVIN® SENSITIVE

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

HA3UBNH® CEHCUTUB,

crnpen HasanbHbIA 0O3UPOBaHHLIW, 22,5 MKr/ao3a

05502959
303060A

Manufacturing date (mm.yyyy): /

Hata npou3BoacTBa (MM.ITTT):

10/2023

Expiry date (mm.yyyy): /
Cpok rogHoctu (MM.rrrr):

10/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpauuen 8 Poccuu:

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

Parameter / Mapametp

Specifications / Cneundounkaumm

Results / PesynbsTaThl

Identification
Oxymetazoline
hydrochloride /
INoannHHOCTL
OkcumeTasonnHa
rmapoxsnopug

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
YAEPXMBaHWA OCHOBHOTO MNKa Ha
XpomaTorpamme MCnbITyemMoro pactsopa
AOIMKHO COOTBETCTBOBaTL BpEMEHU
yAepKnusaHus OCHOBHOTO NUKa Ha
XpomaTorpaMmme CTaHgapTHOro pacteopa
OKCMMETa30mnHa rmapoxnopuaa,
Nony4YeHHon Npu KONIM4YECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / MNMpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuUna npenapara He A0SKHa
MpeBbllaTh OnanecueHUmIo STanoHa
cpaBHEeHuS .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / lMpenapat
OormnxkeH BblTb okpalweH He Bonee
WHTEHCUMBHO, YeM 3TanoH Y7,

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHaa nnotHoctk | OT 1,006 ao 1,010

(d 20/20)

pH /pH From56to6.1/0T1 5,6 0o 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonsnbHOCTb Ot 270 po 330 mOcmonb/Kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / NMpoaykr

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

HA3UBMH® CEHCUTUB,
cnpei HasanbHbIA 4O3MpOBaHHbINA, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 303060A
Manufacturing date (mm.yyyy): /
Oara npou3BoAcTBa (MM.ITIT): 10/2023
Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.ITrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTesns B COOTBETCTBUM

c peructpauuein B Poccuum:

«®amap Xanc Kea CepBuces Magpun, C.A.Y.»

Parameter / NapameTp Specifications / Cneundpukauunmn Results / PesynbraThl
Mean dose weight and Mean dose weight: 45 mg £15 %. 45.27 mg/ 45.27 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpegHsas macca [03bl 1 + 25 %.
O4HOPOAHOCTL MaccChl Max. 2 from 10 doses > + 25 % from mean
L03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepgHsas macca gosbl: 45 mr+ 15 %.
OAaHOpOAHOCTL MacChl 403bl: CPEeAHSAs
macca gosbl £ 25 %.

He 6onee 2 u3 10 go3 > + 25 % o1 cpeaHen | (
Maccbl 4O3bl.
Ho Bceraa < £ 35 % oT cpegHen macchl 0
003bl.

Related substances /
PogacTteeHHbIe npuMecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / MNMpumechb A (NpoayKT rngponunsa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity - NMT 0.1 % / 0.0%
EovHwyHas HenpgerTuduumposaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpen HasanbHbIW 0O3UPOBaHHLIN, 22,5 MKr/go3a
SAP-Code: /| Kog SAP: 05502959
Batch no.: / Ne naptuu: 303060A
Manufacturing date (mm.yyyy): /
Oarta npouzsogcTea (MM.rrrr): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 10/2026

Manufacturer according to the

registration in Russia: /

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

lMpoussoauTens B COOTBETCTBUM

C peructpauuen B Poccuu:

«®amap Xanc Kea CepBuces Magpug, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpoburonorvyeckas O6wee yncno aspobHbix bakTepuii — He 0 KOE/mn
yucrtoTa 6onee 102 KOE/Mn
TYMC - NMT 10" CFU/ml / 0 CFU/ml/
Ob6Lwee YMcno ApoXcKeBbIX U NNEeCHEBbIX 0 KOE/mn
rpubos — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureusivn. Otcyrerayer B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 507.4 ug/ml / 507 .4
Oxymetazoline hydrochloride/ml. / MKI/MI
hydrochloride / 450 - 525 MKr okcumeTasonuHa
KonunyecTteeHnHoe rmgpoxnopuaa/mn.
onpepeneHve
OxkcumeTtasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpogyKT

SAP-Code: /| Kon SAP:
Batch no.: / Ne napTum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIM OO03UMpPOBaHHbIN, 22,5 MKr/ao3a

05502959
303060A

Manufacturing date (mm.yyyy): /

HNaTta npouassoactea (MM.Irrr):

10/2023

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITTT):

10/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpouszsoauTenb B COOTBETCTBUM

c peructpauuen B Poccuum:

«®Pamap Xanc Kea CepBuces Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneuudukauum

Results / PeaynbTtaThl

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 ¢nakoH
13 NONN3TUMEHA BbICOKOW
NSIOTHOCTU C AO3UPYIOLLUM
YCTPOWCTBOM U C 3aLUTHON
KPbILLKOW U3 NONMaTUneHa
BbICOKOW MIIOTHOCTW.

Mo 1 ¢dnakoHy BmecTe ¢
VHCTPYKLWEA N0 NPUMEHEHNIO B
NayKy 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 npenapata Bo hnakoH
13 NOMMaTUIIEHA BbICOKON
NMAOTHOCTM C AO3UPYOLLMM
YCTPONUCTBOM W C 3aLLUTHON
KPbILLKOW U3 NONMaTuneHa
BbICOKOW MITOTHOCTH.

Mo 1 donakoHy BMecTe C
WHCTPYKLIMENR MO NPUMEHEHNUIO B
naJky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOM
OOKYMEHTaLumen.

Complies as prescribed /
CooTBeTcTBYyeT NpeanncaHHoMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /

pwn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHbIW 4O3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 303060A
Manufacturing date (mm.yyyy): /
Qarta npousBoacTBa (MM.FTTT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.ITIT): 10/2026
Manufacturer according to the
reqistration in Russia: / Famar Health Care Services Madrid, S.A.U./
[MpousBoauTens B COOTBETCTBUU
c peructpauuein B Poccuum: «®amap Xanc Kea CepBuces Maagpug, C.A.Y.»
APl name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTtasonuHa
ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonmH
API manufacturer batch number !
Homep cepumn npounssoautensa ADC: 23202115
FP  Manufacturer API Batch number / 2301110
Homep cepun cybcTaHuum npousBoguTtens MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussogutensb A®C, cTpaHa: 3urcdpug PapmaxXemukanmer MuHgeH TM6X,
'epmaHus
Assessment: / 3aknoyeHue: The batch complies with the specification according to ND JIIM-

000511-211022 / MapTua cooTBeTCTBYET cneyndukaumsam
HopmaTuBHoro gokymenTta JIM-000511-211022

Date / Signature of Qualified Person: / ) i /Efj@
[ata / nognuchL ynosHOMOYEHHOro nuua: (S Nov2023 /Ci—'/
Menica Sanadnez ./GP

FAvag MADRZ 1D




