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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNTIU3A

Product: / Npoaykt

SAP-Code: [ Kong SAP:
Baich no.: / N° naptuu:

NASIVIN® SENSITIVE

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

HA3VBWH® CEHCNTHB,

crnpei HasanbHbIV O3UPOBaHHbIN, 22,5 MKr/gosa

05502959
295700A

Manufacturing date (mm.yyyv): /

Darta npouzBoncTea (MM.ITIT):

06/2023

Expiry date (mm.yvyy): /
Cpok rooHoct# (MM.ITIT):

06/2026

Manufacturer according to the

reqaistration in Russia: /

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

ipousBoauTenib B COOTBETCTBUM

C perircipailiiei B PoCcuia:

«®amap Xarnc Kea Cepsuces Miagpua, C.AY.»

Parameter / MapawmieTp

Specifications / Cneundukauymuu

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MognnHHoCTL

OkcumeTasonuHa
rmnnoxnonun
rmaboxnopun

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 hydrochioride standard
solution, received at assay testing. / Bpems
YAEPKUBAHNA OCHOBHOIO NMuKa Ha
XpomaTtorpamme UCnbITYeMoro pactsopa
[OMMKHO COOTBETCTBOBATE BPEMEHM
YAEPKUBEHNA OCHOBHOIO MiiKa Ha

XpomaTorpaMme CTan4apTHOro pactesopa

| okeumeTasonuHa rugpoxnopuga; - |

NMoNy4YeHHoM fpun KONNYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / I'pospauHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHumns npenapaTta He JormkHa
npesblilaTs onanecusHUMic aTancHa
cpaBHeHus 1.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHoCTb pacTteopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
[omkeH ObITh OKpaLLeH He Gorsee
WNHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From5.6t06.1/01 5,6 00 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonanbHOCTb Ot 270 no 330 mOcmonb/Kr MOCMOnb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / FipoaykT

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

HA3UWBUH® CEHCUTUB,
crnpei HasanbHbIN A03UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: /| Kog SAP: 05502959
Batch no.: / Ne naptuu: 295700A
Manufacturing date (mm.yyyy): /
[NaTta npousBoAcTBa (MM.ITIT): 06/2023
. Expiry date (mm. 1l
CpoK rogHocT (MM.TTIT): 06/2026

- Manufacturer according to the

registration in Russia: /

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

fpouaBoguTesib B COOTBETCTBUU

¢ peructpauuen B Poccuu;

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

Parameter / NapameTp Specifications / Cneuyndukauum Results / Pe3synbTaThl
Mean dose weight and Mean dose weight: 45 mg £15 %. 42.70 mg/42.70 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
= CpepaHas macca 403bl U + 25 %.
OAHOPOLHOCTb MacChl Max. 2 from 10 doses > + 25 % from mean
[,03bl dose weight. 0
But always < + 35 % from mean dose
weight. / 0

CpegHsasa macca gosbl: 45 mr+ 15 %.
OaHOpOAHOCTE Macchl J03bl: CpeAHsAn
Macca A03bl 25 %.

He Gonee 2 n3 10 o3 > + 25 % oT cpepHen | ()
Macchl A03bl.
Ho Bcerpa < + 35 % oT cpeaHeln macchl 0
J03bl.

Related substances /
PoacteeHHbIE NpuMecHh

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% I Tpumechb A (NPOAYKT rMaponuaa) — He
Oonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EnvHuuHas HenpgeHTuduumposarHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [lpoaykT

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:

Manufacturing date {imm

NASIVIN® SENSITIVE

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

HA3WBKH® CEHCWTIAB,

cnpei Ha3anbHbIA 4O3MPOBaHHLIN, 22,5 MKr/no3a

05502959
295700A
yyyv):/

fara npousBoacTea (MM.ITIT):

06/2023

Expiry date (mm.yyvy): /

Cpok roaHocTH (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

[pousBoanTess B COOTBETCTBUHU

C peruvcrpauueii B Pocchu:

«®amap Xaric Kea Cepsiices Magpug, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpoburonoruueckas Obuee uncno aspobHbix GakTepuii — He 0 KOE/mn
yuctoTa Bornee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFUIml/
OBulee uMCro APOXCKEBLIX Y NITECHEBbLIX 0 KOE/mn
rpubos — He Bonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml/ Absentin 1.0ml/
OtcyrctBue Pseudomonas aeruginosa/mn. | Oteyrtersyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcyTterBue Staphylococcus aureus/mn. Otcytctavet B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 505.7 ug/mi/ 505.7
Oxymetazoline hydrochloride/ml. / MKT/MI
hydrochloride / 1450=525 MKr okcumeTasonuHa e "
KonuyecteeHHoe rugpoxrnopugal/msn.
onpegenexvie
OxcumeTasonuHa
rmapoxnopug,
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [TpoayKT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3NBMH® CEHCUTUB,

cnpen HasanbHbIi O3UpOBaHHbIN, 22,5 MKr/ao3a

05502959
295700A

Manufacturing date (mm.yyyy): /

Hata npon3BoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
Cpok rogHocTn (MM.ITrr):

06/2026

Manufacturer according to the

registration in Russia: /

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

[TponsBoguTesib B COOTBETCTBUU

¢ perncrpaumneinn B Poccuu:

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

Parameter / [MapameTp

Specifications / Cneuundukaumn

Results / PesynbTaTthl

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 (hNakoH
N3 NONN3TUNEHA BbICOKON
MSIOTHOCTN C SO3UPYIOLLUM
YCTPOWCTBOM W C 3aLUNTHOWM
KpbILLKOU U3 nonuaTunexa
BbICOKOW MNOTHOCTK.

Mo 1 chnakoHy BmecTe ¢
WHCTPYKUMER O NIPUMEHEHUIO B
na4ky 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 npenapara Bo hnakoH
3 NONUATUINEHa BbICOKOW
MNOTHOCTW C AO3UPYIOLLUM
YCTPOCTBOM U C 3aLLUUTHON
KPBILLIKOW N3 NONMaTUNEHa
BbICOKOW MAOTHOCTN.

Mo 1 pnakoHy BmecTe ¢
NHCTPYKUMER NO NPUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / MapkupoBska

In accordance with ND. /
B cOOTBETCTBUU C HOPMAaTUBHON
IOKYMEHTaLMen.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHomy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Mpn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHuna

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

Product: / Mpoaykr

SAP-Code: /| Kon SAP:

Baich no.: / Ne naptuiu:
Manufacturing date (mm.yyyv): /
dara nipousBogcrea (MM.ITrr):

Expirv date (mm.vvvy): /
CpoK rogHoCTH (MM.ITIT):

Manufaciurer according to the
reqgistration in Russia: /

[Mpon3BoaNTesib B COOTBETCTBUU

¢ peryvcipaiiie 8 Poccuia:

Assessment: / 3axnoveHKe:

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

1/l A T 180

HASWUBWH® CEHCWTWVIB,

crnpeu HasanbHLIM AO03UPOBaHHLIN, 22,5 MKr/go3a
05502959

295700A

06/2023
06/2026

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

«Pamap Xanc Kea Cepsuces Magpug, C.AY.»

The batch complies with the specification according to ND JI1-

000511-211022 / MNapTua cooTeeTCTBYST CReuudukalmuam

VL [SACAV R RS A S iy

HopmaTusHoro fgokymeHTta J1M-000511-211022 /
Date / Signature of Qualified Person: / /lci :) “\7 %’Lé /

Harta / nognuck yiiofiHOMOYEeHHOTOo fnuua:

% N

Luds Rarmcoae 2 /&

FAmaL naoars






