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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

crnpei HasanbHbIA [O3UPOBaHHLIN, 22,5 MKr/ao3a

05502959
286850A

Manufacturing date (mm.yyyy): /

gara npoussoacrsa (MM.rIrrr):

Expiry date (mm.yyyy): /
Cpok ronHocTu (MM.ITrT):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

[poussoauTens B COOTBETCTBUM

C perucrpauuent B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukanyumu

Results / Pesynkrarbl

Identification
Oxymetazoline
hydrochloride /
MoanuHHoCTb
OkcumeTtasonuHa
rMapoXnopua

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
yAEPXWUBaHUA OCHOBHOrO NMUKa Ha
XpomaTorpaMmme UCnbITyeMoro pacteopa
AOJHKHO COOTBETCTBOBaTbL BPEMEHMU
YAEPXUBaHWA OCHOBHOrO NWKa Ha
XpomarorpamMmme CTanAapTHOro pacrasopa
OKCUMETa3oNuHa rugpoxnopuaa,
Nony4eHHOM NPN KONMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTcTByeT

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He A0MmKHa
npeBbillaTh ONanecueHUuto 3TanoHa
cpaBHeHus |.

conforms / cootBeTcTByeT

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AomxkeH BbITh OKpalweH He 6Gonee
WUHTEHCUBHO, YeM 3TanoH Yy.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH / pH From 5.6t06.1 /01 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcMonAnbHOCTb Ot 270 go 330 mOcmonb/kr MOcmonb/kr




Page 2 of 5/ Ctpanuua 2 u3 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / [poaykT

metered-dose nasal spray 22,
HA3UBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTum. 286850A
Manufacturing date (mm.yyyy): /
Oara npousBoacTea (mm.rrer): 03/2023
Expiry date (mm. 2/
Cpok roqHocTn (MM.rrrr): 03/2026

NASIVIN® SENSITIVE

5 ug/dose /

cnpeu HasanbHbIN [03MPOBaHHbIN, 22,5 MKr/nosa

Manufacturer according to the

registration in Russia: /

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

MNpoussoaurens B COoOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / Pe3ynbTaThbl

Mean dose weight and
uniformity of dose weight /
CpepaHsaa macca Ao3b! U
OAHOPOAHOCTb MacChl
A03bl

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. /

CpenHss macca Ao3bl: 45 Mr+ 15 %.
OAHOPOAHOCTL MacChl A03bl: CPeAHARA
macca Ao3bl + 25 %.

He Gonee 2 n3 10 o3 > + 25 % OT cpeaHen
Macch! 403bl.

Ho Bceraa < + 35 % OT cpeAHei macchbl
£03bl.

45.0 mg/ 45.0 mr

Related substances /
PopcTteeHHbie npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NPOAYKT rMAPONn3a) — 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 % /
EaunHu4Han HemaeHTuduumpoBaHHas
npumecs — He 6onee 0,1 %.

0.0%

Total impurities = NMT 1.2 % /
Cymma npumecei — He 6onee 1,2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3SUBUH® CEHCUTUB,

cnpeit HasanbHbIN [O3UPOBaHHbLIN, 22,5 MKr/ao3a
05502959

286850A

Manufacturing date (mm.yyyy): /
dara npoussoacrea (Mm.rrrr): 03/2023

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

03/2026

Manufacturer according to the

registration in Russia: /

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

n pou3BoauTesnb B COOTBETCTBUM

C peructpaumeit 8 Poccuu:

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

Microbial purity / TAMC = NMT 102 CFU/mi / 0 CFU/ml/
Mukpo6uonoruueckasn Obwee yncno aspobHbix GakTepuit — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC —= NMT 10! CFU/ml / 0 CFU/ml/
ObLee 4MCNO APOXOKEBBIX U NNECHEBbLIX 0 KOE/mn
rpuéos — He 6onee 10! KOE/Mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcyrereue Pseudomonas aeruginosa/mn. | OtcyTtcrayer B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTctBue Staphylococcus aureus/mn. Otcytcrayer B 1,0 mn
Assay 475 - 525 g of oxymetazoline 497 pg/ml / 497 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 475 - 525 mKkr okcumeTasonuHa
KonuuecrserHoe ruapoxnopugalmn.
onpeaenexue
OxkcumeTasonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Product: / [TpoayKT

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

NASIVIN® SENSITIVE

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

cnpei HaszanbHbI 4O3UPOBaHHbINA, 22,5 MKr/go3a

05502959
286850A

Manufacturing date (mm.yyyy): /

gara npoun3Boacrea !MM.ITIT[:

Expiry date (mm.yyyy): /
Cpok ronHocTu (Mm.rrrr):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoaunTens B COOTBETCTBUN

C perucrpaimvein B Poccun:

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

Parameter / NapameTp

Specifications / Cneuudyukauum

Results / Peaynbrarhl

Packaging / YnakoBka

Per 10 mi 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 (hNakKoH
13 NONUATUIIEHE BbICOKOW
NNOTHOCTU C A03NPYIOLLUM
yCTPOMCTBOM U C 3aLMTHON
KPbILLKOW K3 nonuaTuneHa
BbICOKOM NIIOTHOCTMW.

Mo 1 hnakoHy BMECTE C
WHCTPYKUMEA NO NPUMEHEHUIO B
nayvky 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 8O PNaKoH
13 NONUATUNEHA BbICOKON
NNOTHOCTU C AO3VPYIOLLUM
YCTPOWCTBOM ¥ C 3aLLWUTHO
KPbILLKO M3 nonuaTtunexa
BbICOKOW NNOTHOCTW.

Mo 1 chnakoHy BmecTe €
WHCTPYKLMEN No NPUMEHEHUIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cOOTBETCTBUMN C HOPMAaTWUBHO
[OKYMEHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpeanncaHHomy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

MNpw Temnepatype He Boiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3VBUH® CEHCUTUB,
cnpeil HasanbHbI AO3UPOBaHHbLIN, 22,5 Mkr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napruu: 286850A

Manufacturing date (mm.yyyy): /
Qara npoussoacTea (MM.ITrr): 03/2023

Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.rrrr): 03/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUU
c perucrpauuei 8 Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTasonuHa
ruapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonux
API manufacturer batch number !
Homep cepuu npoussogutens APC: 21382078
FP  Manufacturer APl Batch number / 2202150
Homep cepuu cyGeraHuuu npoussoautens FNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpaHa: 3urcppug PapmaXemukanuer MuHaeH MibX,
Fepmanusa

Assessment: / 3aknoueHue: The batch complies with the specification according to ND M-
000511-211022 / MapTus cooTBETCTBYET Cneuudukaumsam
HopmaTusHoro agokymenTta J1M-000511= 22

C o= 5 O3M202S
—— '

Date / Signature of Qualified Person: /
dara / noanucb YNONHOMOYEHHOro nuua:




