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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

cnpei HasanbHbI OO3MPOBaAHHbLIN, 22,5 MKr/Oo3a

06503227
323880A

Manufacturing date (mm.yyyy): /

Qara npouasoactea (Mm.rrrr):

06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

NpokaBoguTeNnb B COOTBETCTBUMK

c perucrpauunen B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneuntukauum

Results / Peaynsrarsel

Identification
Oxymetazoline
hydrochloride /
[MoaAnNWHHOCTL
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
YAEPX1UBaHWA OCHOBHOTO NuKa Ha
XpomaTtorpamme UCneITyeMoro pacteopa
AOMKHO COOTBETCTBOBATH BPeMeH!
YAEPXUBAHUA OCHOBHOMO NUKa Ha
XpomaTorpamme CTaHAAPTHOro pacTeopa
OKCUMETasonuHa rugpoxnopuaa,
NonNy4YeHHON NpY KONUYECTBEHHOM
onpeaeneHuu.

conforms / cooTseTcTeyer

Clarity / INpo3payHocTs

The product should be not more opalescent
than reference suspension |. /
OnanecueHuws npenapara He 40MkHa
npesblluaTh 0NanecuUeHUUo aTanoHa
cpaBHeHus |.

conforms / coorseTcTayeT

Color of the solution /
LiseTHocTb pacTeopa

The product should be not more colored than
color reference solution Y; / Mpenapat
AomxeH BbiTb OkpalleH He Goree
MHTEHCUBHO, YeM aTanoH Y7.

conforms / cooteeTcTeyEeT

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.009
OTHocuTensHasa nnotHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From$5.6t06.1/01 5.6 80 6.1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 284 mOsmol/kg /
OcMONAnNBHOCTL Ot 270 no 330 mOcmons/kr 294mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANM3A

Product: / Mpoayxr

SAP-Code: | Kon SAP:
Batch no.: / Ne napTtum:

NASIVIN® SENSITIVE

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

HASWBWUH® CEHCUTUB,

cnpei HasanbHblf AO3MPOBaHHLIN, 22,5 MKr/Qo03a

06503227
323880A

Manufacturing date (mm.yyyy): /

gara npou3soAcTBa ‘MM.I'ITI'II

Expiry date (mm.yyyy): /
Cpok roaHocTH (MMm.rrrr):

06.2024

06.2027

Manufacturer according to the

registration in Russia: /

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

poMaBoauTens B COOTBETCTBUM

C perucrpauynen B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundukauun

Results / PeaynbraTtsl

Mean dose weight and
uniformity of dose weight /
CpegHas macca gosbl 1
0OHOPOAHOCTL MacChl
4o3bl

Mean dose weight: 45 mg £15 %.
Uniformity of dose weight: must

comply.CpeaHsan macca 4o3bl: 45 Mr + 15 %.

OﬂHOpO,ClHOCTb MAacCbl 403bl. O0NMXKHA
COOTBETCTBOBATH. :

47.00mg/ 47.00 mr

conforms / cooteeTcTeyeT

rpubos — He 6onee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) = NMT 2.0 0.0%
PopcteeHHble Npumeck % / Mpymecs A (NpogykT rugponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 %/ 0.0 %
MNpumecs ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0 %
EauvHuyHas HengenTudrumposaHHas
npumech — He 6onee 1,0 %.
Total impurities —= NMT 4.9 % / 0.0%
CymMa npumecei — He bonee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml| / 0 CFU/ml/
Muxpobuonoruyeckas ObLwee yncno aapobHbix GakTepuii — He OKOE/Mn
yucToTa Bonee 102 KOE/mn
TYMC — NMT 10" CFU/mI / 0 CFU/mI/
ObLuee uucno apoxckesbix v NNECHEBbLIX OKOE/mn

Pseudomonas aeruginosa — absence/m| /

Orvcytcraue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
Orcytcteyer B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OrcyrcTeue Staphylococcus aureusimn.

Absentin 1.0 ml/
OrcyTeteyer B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / NMpogykr

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

HASUBUH® CEHCUTUB,
cnpew HasanbHbIN QO3UPOBaHHbINK, 22,5 MKr/ao3a
SAP-Code:/ Kog SAP: 05503227
Batch no.: / Ne naptuu: 323880A
Manufacturing date (mm.yyyy): /
Qarva npouasoacraa (Mm.rrrr): 06.2024
Expiry date (mm.yyyy): /
Cpok rogHocTr (MM.rrrr): 05.2027

Manufacturer according to the

reqistration in Russia: /

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

MpouasoauTeNb B COOTBETCTBMM

C perucrpauuen 8 Poccuu:

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

Assay
Oxymetazoline
hydrochloride /
KonuuyecrteeHHoe
onpegenenue
OxkcvmeTasonuHa
rmapoxnopva

450 — 525 pg of oxymetazoline : 504 pg/ml / 504 mkr/mn
hydrochleride/ml. /
450 - 525 MKr okcumeTasonuHa
ruapoxnopuaa/mn.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3WUBWH® CEHCUTUB,

cnpei Ha3anbHbIA AO3UPOBaHHbIN, 22,5 MKr/ao3a

056503227
323880A

Manufacturing date (mm.yyyy): /

Oara npoussoactea (MMm.rrir):

06.2024

Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.rrrr):

Manufacturer according to the

05.2027

registration in Russia: /

npousagnn'ren b B COOTBETCTBHH

C perucrpaumren B Poccum:

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

«®amap Xanc Kea Cepeuces Magpug, C.AY.»

Parameter / NapameTp

Specifications / Cneuntukaumnm

Results / Peaynbrarthi

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 npenapara Bo dhnakoH
M3 NONUaTUNEHA BbICOKOW
NMOTHOCTA € A03UPYHOLLMM
YCTPOWCTBOM W C 3aLLIMTHOM
KpbILLKOW U3 nonuaTuneda
BbICOKOW NNOTHOCTH.

Mo 1 chnakoHy BMecTe ¢
WHCTPYKLMEN NO NPUMEHEHMNIO B
NaYky KapTOHHYH.

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 Bo hnakoH
W3 NONAUATUNEHA BbLICOKOM
NIOTHOCTW C A03NPYHILLIUM
YCTPORCTBOM W € 3aLMTHON
KPbILLKOW U3 NONUaTUNeHa
BbICOKOW NNOTHOCTMW.

Mo 1 dnakoHy BMecTe ¢
UHCTPYKUMER NO NpUMEHEHNI0 B
NaYKy KaPTOHHYHO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBMA C HOPMaTUBHOWM
AOKyMeHTauuen.

Compilies as prescribed /
CooTsetcTByeT npeanucaHHoMy

Storage conditions /
YcnoBua xpaHeHus

At the temperature not more than 25°C. /

MNpu TemnepaType He Bobiwe 25 °C.

Sheif-life / Cpok xpaHeHua

3 years / 3roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpogykr

SAP-Code: / Kog SAP:
Batch no.: / N2 naptuu:

Manufacturing date (mm.yyyy): /

Hata npoussogcTea (MM.rrrr):

Expiry date {mm.yyvyy): /

Cpok rogHoCTH (Mm.rrrT):
Manufacturer according to the
registration in Russia: /
Mpou3BoanTenb B COOTBETCTBUM
C perucrpaumeit B Poccuu:

—

APl name / HaumeHoBaHue ADC:
i
|
. INN / MHH:
|

APl manufacturer batch
; Homep cepun npoussogutens A®C:

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBWUH® CEHCUTUB,

cnpew HasanbHbIK 0O3MPOBaHHbLIN, 22,5 MKr/oo3a

05503227
323880A

06.2024

05.2027

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

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

number

FP Manufacturer API Batch

number

[ Homep cepuu cyBcranymu nponssogutens Mo:

API Manufactured by
1 MNpoussogurens A®C, crpana:

&

Assessment: / 3aknioyeHue:

country

/

!

!

-

Oxymetazoline Hydrochloride ! OkecumeTasonuua
. _Twapoxnopua

Oxymetazoline / OkcumetasonuH

23202119

2400608

Siegfried PharmaChemikalien Minden GmbH,
Germany /

3urppug dapmaXemukanuer MuHgeH M6X,

. Tepmaring

The batch complies with the specification according to ND JI1-

000511-211022 amendement Ne1 from 03.11.2023 / Naprus
COOTBETCTBYET cneLudukaumMam HopMaTBHOro AokymeHTa J1I-
000511-211022 uam. Ne1 o1 03.11.2023

Date / Signature of Qualified Person: /

gaTaI noanucbk YNONHOMOYEHHOro nuua.

A7 BULACIN S @/‘

g_x)uc;émkum che_c;(f_a sar

FAMAR HARRUN

f
I




