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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoayKkt

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTMUB,

crnpen HasanbHbIX JO3UPOBaHHbLINW, 22,5 MKr/ao3a

05502959
316740A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.Irrr):

03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTenb B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / MNapametp

Specifications / Cneundukaumm

Results / PesynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MopgnuHHOCTL
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
YAEPXKUBAHUS OCHOBHOMO NUWKa Ha
XpomaTorpamme UcnbiTyemoro pacrtsopa
AOIDKHO COOTBETCTBOBATL BpEMEHU
yOepXXvBaHWs OCHOBHOTO NUKa Ha
XpomaTorpamme cTaHAapTHOro pactsopa
OKCMMETa30mMHa rmapoxnopunaa,
nosny4YeHHOW NpU KONUYECTBEHHOM
onpeaeneHuun.

conforms / cooTBeTcTBYET

Clarity / Npo3pa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuUna npenapara He [0MKHA
npesbillaTe onanecueHuuio aTanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y- / Npenapar
BormkeH 6biTb oKkpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From5.6t06.1 /01 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATNU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

HA3UBWUH® CEHCUTUB,

crnpen HaszanbHbIA 4O3UPOBaHHbLIN, 22,5 MKr/go3a

056502959
316740A

Manufacturing date (mm.yyyy): /

daTa npoussoacTea (MM.ITrT):

03/2024

Expiry date (mm.yyyy): /

CpOK rogHOCTU (MM.ITTT):

02/2027

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

c perucrpauuven B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauunn

Results / Peaynbrarthl

Mean dose weight and
uniformity of dose weight /
CpepHss macca [o3bi
OAHOPOAHOCTb Maccehl

Mean dose weight: 45 mg £15 %.

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

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

4514 mg/45.14 mr

Cymma npumeceii — He Gonee 1.2 %.

[o3bl dose weight. 0
But always < + 35 % from mean dose
weight. / 0
CpenHsasa macca gosbl: 45 Mr + 15 %.
OpHopoaHOCTL Macchl A03bl: CPEAHSAN
mMacca gosbl + 25 %.
He 6onee 2 13 10 no3 >+ 25 % oT cpeaHei | (
Maccbl 403bl.
Ho Bceraa < + 35 % ot cpeaHeit Mmacchbl 0
A03bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 0.0%
PopcTeeHHbIe npumeck % / Mpumeck A (NMpoayKT ruaponusa) — He
6onee 0.5 %.
Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumecb ZP-1 — He Gonee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0%
EanHnyHas HemageHTUdMUMpoOBaHHas
npumeck — He 6onee 0.1 %.
Total impurities — NMT 1.2 % / 0.0%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpen Ha3anbHbIA AO3UPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTtuu: 316740A
Manufacturing date (mm.yyyy): /
Dara npou3sogcTea (MM.Irrr): 03/2024
Expiry date (mm.yyyy): /
CpoK roqHOCTU (MM.TTTIT): 02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

c perucrpauueii B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpoburonoruyeckas O6wwee uncno aspobHbix bakTepuii — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
O6Lwee unCcno ApodcKeBbIX U NITECHEBbIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OTtcytcrByeT B 1,0 mn
Assay 450 - 525 pg of oxymetazoline 511,7 pg/ml / 5117
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 450 - 525 MKr okCMMeTas3onuHa
KonuyecrteeHHoe ruapoxropuaa/mn.
onpepeneHve
OxkcumeTasonvHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / lNpoAavkr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3SUWBUH® CEHCUTUB,

cnpein HazanbHbIN 0O3MPOBaHHbIW, 22,5 MKr/oo3a

05502959
316740A

Manufacturing date (mm.yyyy): /

darta npoussoncTea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok roaHoCTU (MM.rrrT):

Manufacturer according to

03/2024

02/2027
the

registration in Russia: /

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

MpoussoauTesib B COOTBETCTBUM

C peructpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumm

Results / Peaynetathi

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 gnakoH
W3 NONW3TUNEHA BbICOKOW
NMOTHOCTY C A03VPYOLLMM
YCTPONCTBOM U C 3aLLMTHOM
KPbILLIKOW U3 NONW3TUneHa
BbICOKOW MIOTHOCTN.

Mo 1 dnakoHy BMecTe ¢
VHCTPYKUMEN 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 npenapaTta Bo ¢s1akoH
13 NONNITUNEHA BbICOKON
NAOTHOCTU C AO3UPYIOLIUM
YCTPOWCTBOM U C 3aLLMTHOWN
KPbILLKOA 13 NONUaTUNEHa
BbICOKOW MMOTHOCTN.

Mo 1 conakoHy BMecTe ¢
VHCTPYKLMEN N0 NPUMEHEHMIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCcTBUM C HOpMaTUBHOM
OOKYMEHTauunewn.

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /

lMpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / [poaykT

SAP-Code: / Kon SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy)

¥ 4

fara npou3soacTBa (MM.rrrr):
Expiry date (mm. A
CpoK rogHoCTH (MM.TTrT):

Manufacturer according to the
reqgistration in Russia: /

MpousBoguTensL B COOTBETCTBUU

c peructpauuei B Poccum:

NASIVIN® SENSITIVE

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

crnpen HasanbHbLIN [O3UPOBaHHLIN, 22,5 MKr/ao3a

05502959
316740A

03/2024
02/2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTas3onunH
API manufacturer batch number I
Homep cepumn npoussogutensa APC: 29202419
FP Manufacturer API Batch number / 2400215

Homep cepumn cy6ctaHuumn nponssoautens MNo:

API Manufactured by & country / Germany /
MpoussoauTens APC, cTtpaHa: 3urdpua PapmaXemukanuen MungeH 'mbX,
epmaHus

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3akniouyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND Jll1-
000511-211022 / MNapTus cooTBETCTBYET cneLmdukaLmam
HopmaTusHoro gokymenTa f1M-000511-211022

Oata / noanvcL ynonHOMOYEHHOIO NUua: AY QN

FAMAR

Health Care Services

Avda. Legangs, 62
28923 Alcorcon, Madrid, Spain



