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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHATIU3A

Product: / MpoAykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /

HA3BWH® CEHCUTUB,

cnpei HasanbHbIM OO3UPOBaAHHbLIN, 11,25 MKr/ao3a

05502960
317520A

Manufacturing date (mm.yyyy): /

gara npoun3soacrTaa ‘MMJTIT ):

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTIT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

€ peructpauueii 8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / Pesynwbrarhi

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OxkcumeTasonuHa
rmapoxnopug,

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
YAEPX1MBaHUS1 OCHOBHOIO NMuKa Ha
XpoMaTorpaMmme UCnbITyeMoro pactsopa
[AOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPXKUBAHUA OCHOBHOrO MuKa Ha
XpomaTtorpaMmme cTaHAapTHOroO pacTeopa
OKEUMeTa3ofRNHa FMAPOXAOPHAR,
NOSTy4EHHOW NPW KONMUYECTBEHHOM

onpegenenmun.

conforms / cooTBeTcTBYET

Clarity / Npo3pauHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuvs npenaparta He A0/KHa
npeBbiWaTh onanecueHUnio atanoHa
cpasHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomxkeH 6bITh OkpaLleH He Bonee
WHTEHCWBHO, YeM 3TanoH Y-.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From56t06.1/0T 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonanbHOCTb Ot 270 ao 330 mOcmons/kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoAaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /

HA3SMBUH® CEHCUTUB,

cnpeu HasanbHbIW AO03UPOBaHHbIW, 11,25 Mkr/go3a

05502960
317520A

Manufacturing date (mm.yyyy): /
Oarva npoussoacTea (MM.rrrr): 03/2024

Expiry date (mm.yyyy): /
Cpok roaHocTyu (MM.rrTT):

02/2027

Manufacturer according to the

registration in Russia: /

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

ngoussogmenh B COOTBETCTBUMN

€ perucrpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneuuncukaumm

Results / Pesynbrarth!

Mean dose weight and
uniformity of dose weight /
CpenHsas macca 4osbl 1
O0OHOPOAHOCTb Macchi
Ao3bl

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. /

CpepgHsas macca o3bl: 45 Mr £+ 15 %.
OpHopoaHOCTbL Macchl 403bl: CpeaHss
mMacca aosbl + 25 %.

He Gonee 2 n3 10 gos > + 25 % ot cpenHen
Maccbl 403bl.

Ho Bcerpa < + 35 % oT cpeaHeit Mmaccol
[03bl.

44 81 mg/44.81 mr

Related substances /
PogcTtBeHHble npumecnu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumecsb A (NpoayKT ruaponusa) — He
6onee 0.5 %.

0.0 %

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EavHnuHan HemgeHTudULMpoBaHHas
npumecs — He 6onee 0.1 %.

00%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3UBUH® CEHCUTUB,

cnpeu HaszanbHbIN [O3UpOBaHHbIN, 11,25 MKr/no3a

05502960
317520A

Manufacturing date (mm.yyyy): /
Qara npouasogcraa (MMm.rrrr): 03/2024

Expiry date (mm. ol
Cpok rogHOCTH (MM.rTIT):

02/2027

Manufacturer according to the

registration in Russia: /

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

nEOH3BOBHTe.I1b B COOTBEeTCTBUU

C perucrpauuen 8 Poccum:

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

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruueckas O6wee uncno aspobHbIx GakTepuii — He 0 KOE/mn
yncToTa Gonee 102 KOE/mn
TYMC — NMT 10' CFU/ml / 0 CFU/mI/
O6Lwee uMcno ApoXoKeBbIX U NNECHEeBbIX 0 KOE/mn
rpu6os — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Otcytcreue Pseudomonas aeruginosa/mn. | Otcytereyet 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytctBue Staphylococcus aureus/mn. Orcytcreyet B 1,0 mn
Assay 225 - 262.5 pg of oxymetazoline 249.7 ug/ml /249.7
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 - 262,5 MKr oKCUMETa30nuHa
KonunyecteserHoe rmgpoxnopuaa/mn.
‘lonpegeneHne 55, -
OkcumeTasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykTr

SAP-Code: / Kon SAP:
Batch no.: / Ne naprtuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBWH® CEHCUTUB,

cnpei HasanbHbIK 403UpPOBaHHbLIN, 11,25 Mkr/ao3a

05502960
317520A

Manufacturing date (mm.yyyy): /

g_a_ra npou3soacraa !MM.I’I’I’I’!:

Expiry date (mm. 1

CEOK rogHocTu ‘ MM. I'l'l'l'!:

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

Npoussogurens B COOTBETCTBUM

c perucrpauuen B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneundukaunm

Results / PesynbTtaThl

Packaging / Ynakoska

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 dnakoH
13 NONU3TUNEHA BbICOKOW
NAIOTHOCTYU C A03UPYIOLLUM
YCTPOWCTBOM W C 3aLUMTHOM
KPbILLKOWA 13 NONuatuneHa
BbICOKOW MNOTHOCTW.

Mo 1 ¢pnakoHy BMecCTe C
WHCTPYKUME NO NPUMEHEHWIO 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 npenapara Bo pnakoH
13 NONN3ITUNEHA BbICOKON
ANOTHOCTU C A03UPYIOLLIUM
YCTPOWCTBOM ¥ C 3aLUTHOMN
KPbILWKOW U3 NONUaTuneHa
BbICOKO NSMOTHOCTN.

Mo 1 cpnakoHy BmecTe C
WHCTPYKUMER NO NPUMEHEHUIO B
NaYKy KApTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMU C HOPMATUBHOM
OOKYMeHTauunen.

Complies as prescribed /
CooTBeTcTBYET NPEANMCaHHOMY

Storage conditions /
YcnoBusa xpaHeHus

At the temperature not more than 30°C. /

MNpu Temnepatype He sbite 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose /
HA3UBUH® CEHCUTUB,
cnpewn HasanbHbIW A03UPOBaHHbIN, 11,25 MKr/go3a

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

Manufacturing date (mm.yyyy): /
dara npoussoacrsa (Mm.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr):
Manufacturer according to the
registration in Russia: /

MpoussoauTentL B COOTBETCTBUM
¢ perucrpauumein B Poccuu:

03/2024

02/2027

05502960
317520A

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

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

APl name / HaumenoBanue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuna

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussoaurtens A®C: 23202119
FP Manufacturer  API Batch number / 2400215

Homep cepun cy6ctanuyuu nponssoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ) Germany /
Mpoussogutrens A®C, cTpana: 3urgppua PapmaXemukanmed Munaen MeX,
— — Fepmatis

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND JIN-

000511-211022 / NapTus cooTBeTCTBYET Cneuvdukaumnam
HOpMaTMBHOro aokymeHTa JiM-000511-211022

Date / Signature of Qualified Person: /

gata / noaAnuchb ynonHoMoueHHoOro nuua:

0S APR 202™ / @

/
Suoéo\upe Soneclha /aP

FARAR MARQUN




