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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTMUB,

cnpei HaszanbHbIA 4O3UMpPOBaHHbINW, 11,25 MKr/no3a

05503228
340500A

Manufacturing date (mm.yyyy): /

Oata npoussogcTBa (MM.ITIT):

01.2025

Expiry date (mm.yyvy): /
Cpok rogHOCTU (MM.[TTT):

12.2027

Manufacturer according to the

registration in Russia: /

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

HDOHSBOQL!TEHB B COOTBETCTBUM

¢ perucrtpauuen B Poccum:

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

Parameter / [MapameTtp

Specifications / Cneuudukarum

Results / PeaynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
loanuHHOCTL
OkcumeTasonvHa
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
yAEpPKNBaHWA OCHOBHOMO NUKa Ha
XpomaTorpaMmMe NCnbiTyemoro pacTeopa
AOSMKHO COOTBETCTBOBATL BPEMEHN
YAEPXKNBAHUA OCHOBHOMO NUKa Ha
Xpomartorpamme CTangapTHOro pacteopa
OKCMMETa30nNuHa rmapoxnopuaa,
MOMyYEeHHOW NPW KONMNYECTBEHHOM
onpegesieruu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapaTta He AoMmMKHa
npeBbIWaTh OnanecueHUMo STanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoOCTb pacTsopa

The product should be not more colored than
color reference solution Y7 / Npenapat
nomkeH BbITb okpalweH He Bonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTensHas nnotHocTs | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56t06.1 /0T 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonsanbHOCTb Ot 270 go 330 mOcmone/kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / NMpooykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA O3MpoBaHHbINA, 11,25 mKr/no3a

05503228
340500A

Manufacturing date (mm.yyvy): /

Oara npousBogcTBa (MM.ITTT):

01.2025

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

12.2027

Manufacturer according to the

registration in Russia: /

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

NMpouaBoauTenbL B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTraTthl

Mean dose weight and
uniformity of dose weight /
CpeaHsas macca [osbl 1
O4HOPOAHOCTb Macchl
A03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OIIHOpOZlHOCTb MacCChIl JO3BbI:

COOTBECTCTBOBATH

JOJIDKHa

46.31 mg/46.31 mr

Number of doses per pack
/ Konunyectso o3 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 o3 Bo chnakoHe

209 doses/ 209 gos

Related substances /
PopcTteeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeckb A (NpoayKT rugponusa) — He
6onee 2,0 %.

0.0%

Impurity ZP-1 — NMT 1.5 % /
Mpvmeck ZP-1 — He Gonee 1,5 %.

0.0%

Single unidentified impurity -~ NMT 1.0 % /
EAvHMYHaa HempeHTMhOULUMpOBaHHas
npumeck — He Gonee 1,0 %.

0.0 %

Total impurities — NMT 4.9 % /
Cymma npumecen — He 6onee 4,9 %.

0.0%

Microbial purity /
MukpoGuronormnyeckas
yucroTa

TAMC — NMT 102 CFU/ml /
O6wee uncno aspobHuix GakTepuit — He
oonee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / [IpoayKr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3SUBUH® CEHCUTWUB,

cnpeu HasanbHbIW AO3UMPOBaHHLIN, 11,25 MKr/no3a
05503228

340500A

Manufacturing date (mm.vvvy): /

Hata npou3ssofacTBa (MM.ITTT): 01.2025

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

12.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3sBoauTen B COOTBETCTBUM

c peructpauuen B Poccuu:

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

TYMC — NMT 10! CFU/mlI / 0 CFU/mI/
O6Lee YMCcno [poXOKeBbIX U NNECHEBbIX OKOE/mn
rombos — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Otcytctane Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn

rnapoxsiopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OTcytetBue Staphylococcus aureus/mn. Orcyrcrayetr B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 251.5 pg/ml / 251.5
Oxymetazoline hydrochloride/ml. / MKF/MI
hydrochloride / 225 — 262,5 MKr oKCMeTa3onvHa
KonuuyecteeHHoe rmgpoxnopuga/mn.
onpepereHve
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / MpoaykTr

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

NASIVIN® SENSITIVE

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

cnpem HasanbHbIW go3MpoBaHHbIX, 11,25 MKr/go3a

05503228
340500A

Manufacturing date (mm.yyvyy): /

fara npou3BoAcTBa (MM.ITTT):

01.2025

Expiry date (mm.yyyy): /
CpoK roaHoCTH (MM.rrrr):

12.2027

Manufacturer according to the

registration in Russia: /

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

MpouzsoauTensb B COOTBETCTBUMN

c perucrpauuei B Poccum:

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

Parameter / NapameTtp

Specifications / Cneuucukaumum

Results / PesynbTarbl

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 NONU3TUNEHa BbICOKON
NAOTHOCTU C [O3MPYIOLLUM
YCTPOWACTBOM U C 3aLLMTHOWM
KPBILLKOM U3 NONMaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 donakoHy BmecTe C
WHCTPYKUWENA No NPUMEHEHNIO B
nNayky 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 BO nakoH
N3 NONNITUNEHA BbICOKON
NAOTHOCTM C A03VIPYHOLLIUM
YCTPOWCTBOM U C 3aLMTHON
KpPbILLKOW U3 NONN3TUIEHa
BbICOKOM MIOTHOCTW.

Mo 1 dnakoHy BMecTe C
WMHCTPYKUMEN Mo NPpUMEHEHUIO B
NayKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOW
DOKYMEHTaUWen.

Complies as prescribed /
CooTBeTCTBYET NPeAnMcaHHoMy

Storage conditions /
YcnoBua xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roaa




Page 5 of 5/ Ctpanuuya 5 us 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoavKT

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIK 4O3UPOBaHHLINW, 11,25 MKr/nosa

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340500A
Manufacturing date (mm.yyyy): /

Oara npoussogcTBa (MM.ITrr): 01.2025
Expiry date (mm.yyyy): /

CpoK rogHOCTU (MM.ITTT): 12.2027

Manufacturer according to the
registration in Russia: /

lMpoussoauTens B COOTBETCTBUM
C peructpauuvein B Poccuum:

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochioride / OkcumeTasonuna

rngpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number !
Homep cepuun npousBogutensa ADC: 2A252H03
FP Manufacturer API Batch number / 2401719

Homep cepuu cy6cTaHumuu npounssoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ) Germany /
Mpoussoautens APC, cTpaHa: 3urcpus PapmaXemukanued MuHaeH MbX,
repmaHus

Assessment: / 3aknyeHue:

The batch complies with the specification according to ND J1IM-

000511-211022 amendment 1 from 03.11 .2023 // MNapTua
COOTBETCTBYET crneuuduKkaumsam HopmaTuBHoro gokymerta Jiln-
000511-211022 nameHenue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
fdara / noanuck yNnonHOMOYEeHHOro nuua:

—u MR 202¢
\

A\




