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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpeu HasanbHbIN JO03MPOBaHHbIN, 11,25 MKr/no3a

05502960
311370A

Manufacturing date (mm.yyyy): /

Hata npoussoacTea (MM.rrrr):

12/2023

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.ITIT):

12/2026

Manufacturer according to the

registration in Russia: /

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

lMpou3ssoauTenk B COOTBETCTBUM

¢ perucrpauuven B Poccuu:

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

Parameter / Napametp

Specifications / Cneundnkaumnm

Results / PeaynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHocTL
OkcumeTasonunHa
ruapoxnopug

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
YAepXMBaHUS OCHOBHOIO Nuka Ha
XpomaTtorpaMmmMme UCnbITyeEMOro pacTeopa
AIOMDKHO COOTBETCTBOBaTL BPEMEHU
yAep>XnBaHus OCHOBHOIO NuKa Ha
XpomaTtorpaMmMme CTaHAapTHOro pactesopa
OKCUMMETAa30NnHa rmapoxopuaa,
NOMy4YeHHOW NPU KONMNYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHuns npenaparta He AoMKHa
npesblLLaTh onanecueHUMIo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
AomkeH 6blTh OKpalueH He bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHasa nnotHocTb [ OT 1,006 oo 1,010

(d 20/20)

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

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcmMmonanbHOCTL 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 /

crnpen HaszanbHbIA 0O3UPOBaHHbIA, 11,25 MKr/ao3a

HA3WBUH® CEHCUTUB,
SAP-Code: /| Kog SAP: 05502960
Batch no.: / Ne napTtuu: 311370A
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.rrrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.Frrr): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUM

c perncrpauveu 8 Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundomkauum

Results / PesynbTtathl

Mean dose weight and
uniformity of dose weight /
CpenHsis macca 0osbl U
O4HOPOAHOCTD MacChbi
A03bl

Mean dose weight: 45 mg £15 %.

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

Max. 2 from 10 doses > 1 25 % from mean
dose weight.

But always = + 35 % from mean dose
weight. /

CpeaHssa macca gosbl: 45 mr + 15 %.
OpaHOpOOHOCTb Macchl [03bl: CPEQHAA
macca fo3bl £ 25 %.

He 6onee 2 n3 10 o3 > + 25 % oT cpegHei
Maccbl 4o3bl.

Ho Bcerpa < + 35 % oT cpegHeih macchbl
003bl.

44.32 mg/44.32 mr

Related substances /
PoacTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeckb A (npodyKT rugponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 - NMT 0.5 % /
Mpumeck ZP-1 — He Bonee 0.5 %.

0.0%

Single unidentified impurity — NMT 0.1 % /
EAvHWYHas HemaeHTUdMUMpPOBaHHasA
npumeck — He 6onee 0.1 %.

0.0%

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

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / Mpoaykr

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

HA3SWBUH® CEHCUTUB,
cnpei HaszanbHbIX 0O3UPOBaHHbINA, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311370A
Manufacturing date (mm.yyyy): /
fdara npoussonacTea (MM.rrrr): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 12/2026

Manufacturer according to the

reqistration in Russia: /

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

[MpousBoauTens B COOTBETCTBUMU

C perucrtpauvei B Poccuum:

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

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
Mukpobuonorvyeckas O6Lyee yncno aspobHbix GakTepuii — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/mlt/
O6Lee YMCno APOXOKEBLIX Y NNECHEBLIX 0 KOE/n
rpubos — He 6oree 10! KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 ml/
OtcyTcTBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcteue Staphylococcus aureus/imn. OTcytcreyer B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 254.4 ug/ml /254 .4
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr okcumMeTasonuHa
KonvnuecTtseHHoe rmapoxnopuga/mn.
onpepeneHve
OxkcumeTtasonuHa
rmapoxnopna
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SUBUH® CEHCUTUB,

cnpeu HasanbHbIA [4O3UpPOBaHHbINX, 11,25 MKr/go3a

05502960
311370A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.ITIT):

12/2023

Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.rrrT):

12/2026

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTens B COOTBETCTBUMN

C peructpauuen B Poccuum:

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

Parameter / NapameTp

Specifications / Cneuudukaumm

Results / PeaynbTaThl

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 rnakoH
13 NONM3TUIIEHa BbICOKOW
FINOTHOCTM C AO3VPYIOLLUM
YCTPOWCTBOM ¥ C 3aLMTHOW
KPBILLKOW U3 NONMaTusieHa
BbICOKOM MIOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKLIMEA NO NPUMEHEHUIO B
nayky KapTOHHY!O.

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 80 thnakoH
13 NONNITUNEHA BLICOKOW
NNOTHOCTU C AO3VPYOLLIUM
YCTPOWCTBOM W C 3aLLMUTHOWM
KPbILLKON 13 NonuaTuneHa
BbICOKOW NAOTHOCTM.

Mo 1 hnakoHy BMmecTe C
VHCTPYKUVEN NO NPUMEHEHUIO B
nayKy KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOW

OOKYMEHTauuen.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHOMyY

Storage conditions /
Ycnoeus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3UNBUH® CEHCUTUB,
crnpeu HasanbHbIA AO3UpPOBaHHLIN, 11,25 MKrInosa
SAP-Code: / Kon SAP: 05502960
Batch no.: / Ne naptuu: 311370A

Manufacturing date (mm.yyyy): /
Hara npoussoacTsa (MM.rrrr): 12/2023

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr): 12/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpoussoauTeNnsL B COOTBETCTBUM
C perucrtpauuven B Poccuu: «®amap Xanc Kea Cepsuces Magpun, C.A.Y.»
APl name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTazonuxa
rmgpoxnopug
INN / MHH: Oxymetazoline / OkcmmeTasonuH
API manufacturer batch number /
Homep cepumn npounssoautensa A®C: 23202115
FP Manufacturer  API Batch number / 2301269
Homep cepum cy6cTaHuuu npouzsoautens MNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
MpouzBoautens ADC, cTpaHa: 3urcopua PapmaXemukanmeH MMH,qu MBX,
'epmaHus

Assessment: / 3akntoyeHue: The batch complies with the specification according to ND J1I1-
000511-211022 / NapTus cooTBETCTBYET creuudukaLmam

HopmatumeHoro gokymexta J1M-000511-211022
Date / Signature of Qualified Person: / 19 Do~ 252y / ,—,4

farta / noanuch YNONHOMOYEHHOro nuua:

[ uxs Rarfac/@w
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