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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAINTIU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIN A03MPOBaHHbIN, 11,25 MKr/no3a

05502960
285650A

Manufacturing date (mm.yvyy): /

Oara Npou3BoACTBA ( MM.ITIT):

Expiry date (mm.yyyy): /
Cpok roaHocTy (MM.FriT):

04/2023

04/2026

Manufacturer according to the

registration in Russia: /

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

n20M3BOBMTeﬂb B COOTBETCTBUM

c perucrpauueir B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneuudukaumm

Results / Pesynwrarsi

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa
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
YAEPXVNBaHUA OCHOBHOMO NuKa Ha
XpomaTtorpamMmme UCnbITYeMoro pacTsopa
AOSMKHO COOTBETCTBOBATL BPEMEHU
yAEpXVBaHWA OCHOBHOrO Nuka Ha
XpomaTorpamme CTaHAapTHOrO pacrsopa
OKCUMeTasonuHa ruapoxnopuaa,

nony4eHHon NPy _KONMYECTBEHHOM

onpegenesun.

conforms / cooTeeTCTBYET

Clarity / Mpo3spa4HocTb

The product should be not more opalescent
than reference suspension |. /
Onanecueruyis npenapaTta He foMmKHa
npesbllaTh ONanecueHuUmio aTanoHa
cpasHeHus |.

conforms / cooTseTcTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH BbiTh okpalueH He Gonee
UHTEHCWBHO, YeM 3TanoH Y.

conforms / cooTseTcTayeT

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008

OTHocuTenbHas nnotHocts | OT 1,006 go 1,010

(d 20/20)

pH/ pH From 56.6t06.1/0T1 5,6 o 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg / 288

QcmonAnbHOCTL Ot 270 no 330 mOcmonb/Kr mble
DZ - ALTFELD

1L M7 03

EINGANG
WA[G;c ael Fuchs
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [IpoaykT

metered-dose nasal spray 11,
HA3UBWH® CEHCUTUB,
SAP-Code: / Koa SAP: 05502960
Batch no.: / N2 naptuu: 285650A
Manufacturing date (mm.yyyy): /
[Oara npou3BoAcTBa (MM.ITIT): 04/2023
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 04/2026

NASIVIN® SENSITIVE

25 ug/dose /

cnpen HasanbHbIW AO3MpPOBaHHbINA, 11,25 Mkr/go3a

Manufacturer according to the

reqistration in Russia: /

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

MNpouzsoauTenb B COOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundgunkauum

Results / Pe3ynbTarbl

Mean dose weight and
uniformity of dose weight /
CpepaHsf macca Aosbl 1
0ZIHOPOAHOCTbL Macehl
03b!

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. /

CpenHsisi Macca [o3bl: 45 Mr + 15 %.
OpHOPOAHOCTb Macchl A03bl: CpeaHAs
macca fo3sbl + 25 %.

He 6onee 2 u3 10 o3 > + 25 % oT cpegHen
macchbl J03bl.

Ho Bcerpa < + 35 % oOT cpegHen macchl
403bl.

44 97 mg/ 44.97 mr

0

Related substances /
PopacTBeHHbIE NpUMecK

Impurity A (Hydrolysis product) = NMT 0.5
% I/ Mpumech A (MPOAYKT rmaponnsa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 = NMT 0.5 % /
MNpumect ZP-1 — He 6onee 0.5 %.

0.0 %

Single unidentified impurity — NMT 0.1 % /
EanHuyHas HenaeHTuduumposaHHasn
npumech — 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 / CEPTUOUKAT AHANUSA

Product: / Mpoaykr

SAP-Code: / Kon SAP:
Batch no.: / Ne napruu:

NASIVIN® SENSITIVE

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

cnpei HasanbHbIN [4O3MPOBaHHbLIN, 11,25 Mkr/gos3a
05502960

285650A

Manufacturing date (mm.yyyy): /
dara npoussoacrea (MM.rrrr): 04/2023

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

04/2026

Manufacturer according to the

registration in Russia: /

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

I'lgouseogm'e; 1b B COOTBETCTBUMU

C perucrtpauuei B Poccum:

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

Microbial purity / TAMC = NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruieckas O6liee yrcno aspobHbIX GakTepuit — He 0 KOE/mn
yuerToTa G6onee 102 KOE/mn
TYMC - NMT 10' CFU/ml/ 0 CFU/mlI/
O6uiee Yncno SPOXCKEBbIX U MNecHeBbIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 mi/
OrtcytctBue Pseudomonas aeruginosa/mn. | Otcyrcrayer B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTcTeue Staphylococcus aureus/mn. OtcytcrByet B 1,0 Mn
Assay 225 ~ 262.5 pg of oxymetazoline 250.4 pyg/ml / 250.4
Oxymetazoline hydrochloride/mi. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonuyecrBeHHoe mapoxnopupa/min,
onpeaenexve
OxkcumeTasonuHa
rmapoxnopua,
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / [IpoayKT

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.

Oarta npon3BoAcTBa ‘MM.I’I‘I‘I’!:

Expiry date (mm.yyyy): /

Cpok ronHoCT! (MM.rrrr):

NASIVIN® SENSITIVE

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

crnpei HasanbHbIN [03upoBaHHbIi, 11,25 Mkr/ao3sa

05502960
285650A

04/2023

04/2026

Manufacturer according to the

registration in Russia: /

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

[ponsBogurenb B COOTBETCTBUN

c gemcrpagueﬁ 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaunu

Results / Pe3ynbTaThb!

Packaging / Ynakoska

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 pottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata 80 pnakoH
13 NONUATUMEHA BbICOKOV
NAOTHOCTW C AO3UpYloWUM
yCTPOVCTBOM W C 3aL4UTHOI
KpblLLKOW U3 NONNITUNEHA
BbICOKOW NMOTHOCTU.

Mo 1 cdonakoHy BmecTe C
VHCTPYKLMEN N0 NPUMEHEHWIO B
navky KAapTOHHYIO.

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 iaKoH
13 NONWUATUNIEHA BbICOKO
NNOTHOCTK C AO3UPYIOWNM
YCTPOMCTBOM U C 3aLUMTHON
KPbILLKOIA 13 nonuaTuneHxa
BbICOKON NNOTHOCTH.

Mo 1 cnakoHy BmecTe €
WHCTPYKUWE NO NPUMEHEHWIO B
navky KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cOOTBETCTBUM C HOPMATUBHON
DOKyMEeHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpeanucadHomy

Storage conditions /
Ycnosug XpaHeHus

At the temperature not more than 30°C. /

[Mpwn Temnepartype He Bbille 30 °C.

Shelf-life / Cpok xpaHeHuna

3 years/ 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HASUBUH® CEHCUTUB,
cnpei HasanbHbIW AO3UPOBaHHLINR, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 285650A

Manufacturing date (mm.yyyy): /

Oara npoussoacrea (MM.Irrr): 04/2023

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITIT): 04/2026

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

n poussoauTesib B COOTBETCTBUU

C perncrpauuesi B Poccuu: «®amap Xanc Kea Cepsuces Maapug, C.A.Y.»

Assessment: / 3aknio4yeHue: The batch complies with the specification according to ND M-
000511-211022 / MapTua cOOTBETCTBYET CneunduKkaumam
HOopMaTuBHOro fokymeHta J1M-000511-211022

Date / Signature of Qualified Person: / OY MAY 257272 /

Oara / noanuch yNoNHOMOYEHHOro auua:

Lwlj L nnt~ane / Qe

FA—aL waoes (Seat~ )



