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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Npoavkr

SAP-Code: / Kog SAP:
Baich no.: / Ne napTum:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBUWH® CEHCUTUB,

crnpei HasanbHbIN JO3UpOBaHHbINW, 11,25 MKr/oosa

05502960
294450A

Manufacturing date (mm.yyyy): /

Hata npoussoacrea (MM.ITIT):

06/2023

Expiry date (mm.yyvyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to

06/2026
the

registration in Russia: /

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

lMpousBoauTenb B COOTBETCTBUM

C perucrpauueil B Poccuu:

«®amap Xanc Kea Cepuces Magpua, C.AY.»

Parameter / lapamerp

Specifications / Cneundukaluu

Resuits / PesyneTtathl

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

rarkan havw
LAWY VUA,

o 10 mn npenapata Bo dhriakoH
13 NONUaTUNEHa BbICOKON
NAOTHOCTY C H03UPYIOLLIM
YCTPOWCTBOM 1 C 3aLUTHON
KPbILLKOW N3 NONU3TUNEHA
BbICOKOW NIIOTHOCTM.

1o 1 cdhnakory BmecTe C
WHCTPYKLUMNEN MO NPUMEHEHWIO B

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

rorkar s, /
valwviln VUA, f

Mo 10 mn npenapara B0 drnakoH
13 NONMITUINEHA BbICOKOM
M0THOCTM C JO3VPYIOLAM
YCTPOWCTBOM U C 3aLMUTHOM
KpbILLKOW U3 nonuatuneHa
BbICOKOI NNOTHOCTW.

Mo 1 cbnakoHy BmecTe ¢
WHCTPYKLMER 1O MPUMEHEHNIO B

fauKy KapTOHAYIO.

MaYKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUY C HOPMATUBHOW
LOKYMeHTaumneR.

Complies as prescribed /
CooTBeTCcTBYET NPeanucaHHoMy

Storage conditions /
YcroBust XpaHeHuns

At the temperature not more than 30°C. /

[pu Temneparype He Bhie 30 °C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / TIpogyKTt

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

HA3BVH® CEHCHUTUB,
crnpei HasalbHbIW J03UpoBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 294450A
Manufacturing date (mm.yyyy): /
Darta npoussoactBa (MM.ITIT): 06/2023
Expiry date (mm. 2
CpoK rogHOCTU (MM.TITTT): 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpousBoanTeSlL B COOTBETCTBUU

¢ perucrpanmen B Poccuu:

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

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6Lee yncno a3pobHbIX BakTepuin — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mlI / 0 CFU/ml/
ObLiee YUCITO APOMKEBBIX 1 NIECHEBbIX 0 KOE/mn
rpubos — He Bonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcyrcTBUE Pseudomonas aeruginosa/mn. | Oteytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
Orcyteteue Staphylococcus aureus/mn. Otcytcreyet B 1,0 Mn
Assay 225 - 262 .5 pg of oxymetazoline 248.5 pyg/ml/ 248.5
Oxymetazoline hydrochloride/ml. / MKF/MI
hydrochloride / 225 — 262,5 mKr okcumeTasonnHa
KonunuecTtseHHoe rmgpoxnopugamn.
onpegeneHve
OkcumeTasonuHa
rngpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Npoaykr

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

HA3MBMH® CEHCUTUB,
crnpeit HasanbHbIA OO3UPOBaHHbIK, 11,25 MKr/go3a
SAP-Code: / Kon SAP: 05502960
Batch no.:/ Ne napTuu: 294450A
Manufacturing date {(mm.yyyy): /
Larta npousBoacTBa (MM.ITrr): 06/2023
Expiry date (mm.yyyy):/
CpoK rogHocT# (MM.ITiT): 06/2026

Manufacturer according to the

regisiration in Russia: /

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

lMpouszBoauTenb B COOTBETCTBUU

Cc permcrpauven B Poccuu:

«@®amap Xanc Kea Cepsuces Mapnpupn, C.AY.»

Parameter / NMapameTp Specifications / Cneuudukaumm Results / PeaynbTathi
Mean dose weight and Mean dose weight: 45 mg £15 %. 4542 mg / 45.42 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpenHsist Mmacca 403kl 1 +25 %.
OLHOPOAHOCTb MaCcChi Max. 2 from 10 doses > * 25 % from mean
003kl dose weight. 0

But always = £ 35 % from mean dose

weight. / 0

CpegHsaa macca gossl: 45 mr + 15 %.
OpHopogHOCTb Macehl [03bl: CpegHAs
macca 4osbl £ 25 %.

He 6onee 2 n3 10 go3 >+ 25 % ot cpeaHen | ()
Macchbl 403bl.
Ho Bcerga < + 35 % oT cpenHen macchl 0
[03bl.

Related substances /
PoacreeHHble npuvecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% [ Ipumecs A (NpoayKT rmgponusa) ~ He
Gonee 0.5 %.

Impurity ZP-1 —NMT 0.5 % / 0.0%
lMprmeck ZP-1 — He Bonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EnvHnyHasn HengeHtuguumpoBaHHas
npumecsk — He Gonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceh — He Bonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoOykKT

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

NASIVIN® SENSITIVE

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

HA3UBUAH® CEHCUTUB,

crnpei HasanbHbIi [O3UPOBaHHbLIN, 11,25 mkr/aosa

05502960
294450A

Manufacturing date (mm.yyyy): /

[aTa npousBoAcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
Cpok rogHoCcT! (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

MpouszBoguTtesfib B COOTBETCTBUU

¢ perucrpaunen 8 Poccuu;

«®amap Xanc Kea CepBuces Magpua, C.AY.»

Parameter / NapameTp

Specifications / Cneuudmkaumm

Results / PesynbTtaTthl

|dentification
Oxymetazoline
hydrochloride /
[MopnuHHOCTL
OKcumeTasonnHa
TUAPOXNopnS,

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
yAEepXKnBaHNs OCHOBHOIO MNuka Ha
XpomarorpaMme UCrbITYeMOoro pactsopa
LOJPKHO COOTBETCTBOBATL BpeMeHU
yaepKnBaHna OCHOBHOFO MKa Ha
XpomaTtorpamme CTaHAapTHOro pacTtsopa
OoKCUMETa3oNuHa ruapoxnopuaa,
MOSyYEHHON MPU KONNYECTBEHHOM
ornpegeneHunn.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns NpenapaTa He JomkHa
NnpeBbillaTh ONanecUeHLmnio aTanoHa
cpaBHeHusA |.

conforms / cooTBETCTBYET

Color of the solution /
LlseTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
JormkeH ObiTk OKpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008
OTHocuTensHas nnoTHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From56t06.1/0T 5,6 80 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcMonsAnbHOCTb Ot 270 pgo 330 mOcmonb/Kr MmOcmonk/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3BWH® CEHCUTHB,
crnpen HasasnbHbIA JO3UPOBaHHbIN, 11,25 MKr/nosa

SAP-Code: / Kon SAP: 05502960
Baici no.: / Ne napTuu: 294450A
Manufacturing date (mm.yyvyy):/
Oara npousBocTsBa (MM.TTIT): 06/2023
Expiry date (mm.yyyy): /
CpoK reAHOCTU (MM.ITIT): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
fpou3BoaAUTesib B COOTBETCTBUM
C pervicTpauyiei B Poccuu: «@amap Xanc Kea Cepeuces Magpug, C.A.Y.»
APl name / HawnimieHoBaHve ADC: Oxymetazoline hydrochioride / OkcumeTasonura
rmapoxnopug
INN / MHH: Oxymetazoline / OkcrmeTazonuH
API manufacturer batch number / h1209028
Homep cepuu npouspoaureris A®C: coTEeEy
FP Manufacturer API Batch number / 2300648
Homep cepuu cyberaHuuu npoussogutens MNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpouzeoautenn A®C, crpaHa: 3urdppug PapmaXemukanven MuHges MibX,
lepmanus
Assessment: / 3aknoyeHue; The batch complies with the specification according to ND JI1-
000511-211022 / MapT1a cooTBETCTBYET crneunduKaumam
LIAMRAIATTIAmIIATA Fetrvnansces T NANEAA4 DA4NNDND
FIU'JI\IIG vibDouvi v HUI\yIVlCI‘I 121 1=UUUQ L I~£ | 1L 4
Date / Signature of Qualified Person: / <. 'D\:\\ 7 2o /
Darta / noanychk vIONHOMOUYSHHOIO Nuua: d SN

L in LA lacys /s







