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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNN3A

Product: / Mpoaykt

SAP-Code: / Koa SAP:
Batch no.: / N2 naprtuu:

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

crnpew HasanbHbI AO3UpPOBaHHLIN, 11,25 MKr/go3a

05502960
317640A

Manufacturing date (mm.yyyy): /

Oata npoussoacTea (MM.ITIT):

03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

lMpou3soauTens B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundukauun

Results / PeaynbTaTthl

Identification
Oxymetazoline
hydrochloride /
NopgnuHHOCTL
OkcumeTasonuHa
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
YAEPXUBaHNS OCHOBHOIO NuKa Ha
XpomaTtorpaMmMme UCnbITyEMOro pacTeopa
AOIMKHO COOTBETCTBOBATh BPEMEHM
yAEPXNBaHWA OCHOBHOMO NUKa Ha
XpomaTtorpamme CTaHgapTHOro pacteopa
OKCMMETa30MnHa rMapoXnopuAa,
nornyyYeHHOW NPy KONMYECTBEHHOM
onpeaesieHnu.

conforms / cooTBeTcTBYET

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHunsa npenapaTa He gomkHa
npesbIlaTh OnanecueHLuio aTanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / NMpenapat
AomxkeH ObiTb oKkpalueH He Bornee
WHTEHCMBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnoTtHocTk | OT 1,006 o 1,010

(d 20/20)

pH / pH From 56t06.1/0T1 5,6 go 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr mOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3NBUH® CEHCUTUB,
crnpei HasanbHbIi OO3UPOBaHHbIN, 11,25 Mkr/no3a
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 317640A
Manufacturing date (mm.yyyy): /
Hara npoussoacTBa (MM.ITIT): 03/2024
Expiry date (mm.yyyy): /
CpoK roqHOCTU (MM.rrrT): 02/2027

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTenb B COOTBETCTBUMU

C perucTpauueit B Poccuu:

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

Parameter / NapameTp Specifications / Cneundukaumm Results / PeaynbTaTthbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4598 mg/45.98 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepnHss macca nosbl U + 25 %.
OLHOPOAHOCTL MacChl Max. 2 from 10 doses > + 25 % from mean
[o3bl dose weight. 0

But always = + 35 % from mean dose

weight. / 0

CpeaHsas macca po3bl: 45 Mr+ 15 %.
OpHopoOHOCTb MacChl A03bl: CPeaHAs
macca ao3bl + 25 %.

He 6onee 2 n3 10 no3 >+ 25 % oT cpepHen |
Macchbl J03bl.
Ho Bcerpa < + 35 % ot cpeaHeit macchbl 0
[03bl.

Related substances /
PoacTteeHHble npumeck

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

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

Single unidentified impurity — NMT 0.1 % / 0.0%
EaovHnyHas HenpgeHTudrumpoBaHHas
npumecs — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIN OO03UPOBaHHLIN, 11,25 MKr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317640A
Manufacturing date (mm.yyyy): /
Oara npousBogcTBa (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /
CpokK rogHoCcTH (MM.ITIT): 02/2027

Manufacturer according to the

registration in Russia: /

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

nEOH:!BOQHTEI'II: B COOTBETCTBUM

C peructpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonorvyeckas O6bLee uncno aspobHbix BakTepuii — He 0 KOE/mn
uncToTa 6onee 102 KOE/mn
TYMC — NMT 10! CFU/mlI / 0 CFU/mI/
ObLee YMCno [pOXOKEBLIX U NNECHEBLIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OrtcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OTcytereyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 251.1 yg/ml /251.1
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr okcuMeTa3onuHa
KonuuecteeHHoe rngpoxnopuga/mn.
onpeaenexHve
OkcumeTasonuHa
rMapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3VBUWH® CEHCUTUB,

cnpei HasankbHbIN go3upoBaHHbIW, 11,25 MKr/no3a

05502960
317640A

Manufacturing date (mm.yyyy): /

Oarta npoussogcTea (MM.ITIT):

03/2024

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.FTTT):

02/2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTesnb B COOTBETCTBUMN

c peructpauunen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesynbTtatsl

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 npenapara 8o drakoH
13 NONMaTMNEHa BbICOKON
MAOTHOCTW C AO3UPYIOLLUM
YCTPONCTBOM U C 3aLUTHOW
KPbILLKOW U3 NONMaTUNeHa
BbICOKOW MSIOTHOCTW.

Mo 1 donakoHy BMecTe ¢
WHCTPYKLMEN NO NPUMEHEHUIO 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 donakoH
13 NONM3TUNEHA BLICOKON
NNOTHOCTM C A03UPYOLLM
YCTPOWCTBOM M C 3alLMTHON
KPbILLKOW U3 NoNnaTuneHa
BbICOKOW NAOTHOCTW.

Mo 1 chnakoHy BmecTe C
WHCTPYKLMER NO NPUMEHEHWIO B
nayvky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUMN C HOPMATUBHOW
OOKyMeHTauunen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoOMY

Storage conditions /
YcnoBus XxpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHbIA OO3UPOBaHHLIN, 11,25 MKr/no3a

SAP-Code: / Koa SAP: 05502960
Batch no.: / Ne naptuu: 317640A
Manufacturing date (mm.yyyy): /

Oata npoussogcTsa (MM.rrrr): 03/2024
Expiry date (mm.yyyy): /

Cpok roaHocTH (MM.IrrT): 02/2027

Manufacturer according to the
registration in Russia: /

Mpou3BoauTens B COOTBETCTBUM
c perucTpauuei B Poccuu:

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

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

API name / HaumeHoBaHue A®DC:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussoautens APC: 20D
FP Manufacturer API Batch number / 2400256

Homep cepuu cy6ctanuum npouzsoautena MMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ! Germany /
Mpoussoautens A®C, cTpaHa: 3urcbpua PapmaXemukanmed MungeH MbX,
"epmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JIM-

000511-211022 / MapTus cooTBeTCTBYET cneuundukaumsam
HopmaTueHoro aokymeHTta JIM-000511-211022

Date / Signature of Qualified Person: /
fdaTa / noagnuch YNONHOMOYEHHOro nuua:

A APR A0V

Ko

Suaéc—Lupe— gcmeclcz 7 af

FAM AR MANRAIN




