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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIM OO3UPOBaHHbLIN, 11,25 MKr/no3a

05502960
317510A

Manufacturing date (mm.yyyy): /

Oara npousBogcrTea (MM.I‘TFF!Z

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

03/2024

02/2027

Manufacturer according to the

reqistration in Russia: /

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

MNpousBoauTeNnL B COOTBETCTBUMU

C peructpauuein B Poccum:

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

Parameter / NapameTp

Specifications / Cneundpukaumm

Results / Pesynbtarthi

Identification
Oxymetazoline
hydrochloride /
MoanunHHoCTL
OkcumeTasonuHa
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
YAepXKMBaHWA OCHOBHOrO NKa Ha
XpomartorpammMe UCrnbITyeMoro pacteopa
AOIMKHO COOTBETCTBOBATL BpeMeHu
yAepXuBaHUs OCHOBHOIO NUKa Ha
XpoMarorpaMmme cTaHAapTHOro pacTeopa
OKCMMETAa30MnHa rmapoxnopuaa,
nony4YeHHoW Npu KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He fomkHa
rMpeBbilaTh onanecueHUno 3aTanoHa
CpaBHEHMS |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHocTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AormkeH BbITb okpalleH He Gonee
WHTEHCUBHO, YeM 3TarnoH Yz.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010 / 1.007
OTHocuTenbHas nnoTHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From 561t06.1 /0T 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonsAnbHoOCTb Ot 270 go 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoaykT

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

HA3UBUH® CEHCUTUB,
crnpei HaszanbHbIN [O3MpoBaHHbIK, 11,25 Mkr/no3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / No naptuu: 317510A
Manufacturing date (mm.yyyy): /
Harta npoussoAcTea (MM.FITT): 03/2024
Expiry date (mm.yyyy): /
CpoK rooHocTu (MM.Irrr): 02/2027

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoauTenb B COOTBETCTBUMU

c peructpauuei B Poccuu:

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

Parameter / NapameTp Specifications / Cneundunkaumnm Results / PesynbTarthbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 4479 mg/44.79 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpenHsa macca [o3sbl 1 + 25 %.
OQHOPOAHOCTL MacChl Max. 2 from 10 doses > + 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpenHsst macca posbl: 45 mr £ 15 %.
OpHOPOAHOCTE Macchl A03bl: CPeAHARA
macca o3bl + 25 %.

He Bonee 2 u3 10 o3 >+ 25 % ot cpeaHen |
Macchl 403bi.
Ho Bcerpa < + 35 % oT cpefHeil macchl 0
003bl.

Related substances /
PoncTteeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (NPOAYKT rMaponusa) — He
6onee 0.5 %.

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

Single unidentified impurity - NMT 0.1 %/ |0.0%
EavHuyHas HempeHTUULMpOBaHHas
npumecs — He Gonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He bonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

crnpen HasanbHbIA AO3UPOBaHHbLIN, 11,25 MKkr/go3a
05502960

317510A

Manufacturing date (mm.yyyy): /

fdarta npousBoacrea (Mm.rrrr): 03/2024

Expiry date (mm.yyvyy): /
CpoK rogqHOCTH (MM.FITT):

02/2027

Manufacturer according to the

registration in Russia: /

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

lMNpoussoauTens B COOTBETCTBUM

C perucrtpauuen B Poccum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6bLee uncno aapobHbix Gakrepuin — He 0 KOE/mn
uucToTa 6onee 102 KOE/Mn
TYMC — NMT 10' CFU/ml / 0 CFU/mI/
ObLLee YNCnO APONCKEBBIX U NNECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTcTBUE Pseudomonas aeruginosa/mn. | Otcytctayer 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Ortcytcreue Staphylococcus aureus/imn. Otcytctayet B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 249.2 ug/ml /249.2
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 - 262,5 MKr okcumeTasonuHa
KonuuyectBeHHoe rmgpoxnopuaa/mn.
oripefeneHue
OkcumeTasonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,

cnpen HasanbHbIW A03UpoBaHHbIN, 11,25 MKr/go3a

05502960
317510A

Manufacturing date (mm.yyyy): /

Oara npousgoacTea (MM.ITIT):

03/2024

Expiry date (mm. |
Cpok rogHoCTH (MM.rrrT):

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTEBMMU

c peructpauuei B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukaumum

Results / Peaynbtathl

Packaging / Ynakoska

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 bnakoH
13 NOMNM3TUIIEHA BbICOKOW
NIIOTHOCTM C [O3UPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHON
KPbILKOW 13 NoNuaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 pnakoHy BmecTe C
WHCTPYKLUWEN NO NPUMEHEHUIO B
Nayky KapTOHHY!O.

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
13 NONMaTUIEHa BbICOKON
NIIOTHOCTW C AO3MPYIOLLIUM
YCTPOWCTBOM ¥ C 3aLUTHON
KPbILLKOA 13 NOMNNaTUNEHa
BbICOKOW MIOTHOCTH.

Mo 1 dnakoHy BMecTe C
WHCTPYKLMER NO MPUMEHEHNIO B
NayKy KapTOHHYIO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBeTcTBUM C HOPMATUBHOW
OOKYMeHTauuen.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoMy

Storage conditions /
YcrnoBua xpaHeHus

At the temperature not more than 30°C. /

Mpwn Temnepatype He Boie 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cnpeu HasanbHbIA 4O3UPOBaHHbLIN, 11,25 MKr/aosa

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptum: 317510A
Manufacturing date (mm.yyyy): /

Qata npoussoacTBa (MM.ITrT): 03/2024
Expiry date (mm.yyyy): /

Cpok roaHocTU (MM.FrTT): 02/2027

Manufacturer according to the

reqistration in Russia: /
lMpoussoauTens B COOTBETCTBUM
C perucTpauuen B Poccuu:

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

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

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTazonuH
API manufacturer batch number /
Homep cepum npoussogutensa ADC: 202024il0
FP Manufacturer API! Batch number / 2400215

Homep cepuu cy6cTaHuun npounssoautens [Td:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpoussoaurens APC, cTpaHa: 3urcppug PapmaXemukanueH MuHgeH MubX,
epmaHusa

Assessment: / 3aknioyeHume:

The batch complies with the specification according to ND M-
000511-211022 / MapTna cooTBETCTBYET cneuudukaumnsam

HopMaTtusHoro aokymeHTa J1M-000511-211022

Date / Signature of Qualified Person: /
fara / nognuckb YNONHOMOYEHHOrO nuua:

2aAPz20z2uU [/ MOPO

NAL Cen

FAMAR

Health Care Services

anes, 62
Avda. Leganes, ! '
28923 Alcorcon, Madrid, Spain




