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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpen HasanbHbIM [O3UpPOBaHHbLIN, 11,25 Mkr/ao3a

056503228
340550A

Manufacturing date (mm.yyyy): /

Oara npousBoAcTBa (MM.ITTT):

01.2025

Expiry date (mm.yyyy): /
CpoK roqHOCTH (MM.TITIT):

12.2027

Manufacturer according to the

registration in Russia: /

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

MponsBoauTensb B COOTBETCTBUM

Cc perucrpauuein B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneundoumkaumm

Results / PesynkTathl

Identification
Oxymetazoline
hydrochloride /
NoanuHHOCTL
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. / Bpemsa
YAEPXUBaAHUS OCHOBHOIO MWKa Ha
XpomMaTorpaMmme UCnbITyemoro pacreopa
[JOMMKHO COOTBETCTBOBATL BPEMEHU
yAepXuMBaHUsi OCHOBHOrO nuka Ha
XpomaTorpamme CTaHAapTHOro pacteopa
oKcuMeTasonuHa rmapoxnopuaa,
NONy4YeHHOW MpU KONNYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTcTBYET

Clarity / Mpo3spa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapaTta He A4OMKHa
NpeBbIWaTh onanecueHunio aTanoHa
cpaBHeHus I.

conforms / cooTBeTCTBYET

Color of the solution /
LieeTHocTb pacTteopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
ponxeH BbiTb okpaleH He 6onee
WHTEHCWUBHO, YEeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56to6.1/0T 56 006,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcMonsnbHOCTb Ot 270 po 330 mOcmonb/kr 291mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASNBUH® CEHCUTUB,

Ccrnpew Ha3anbHbIA 4O3MPOBaHHbINW, 11,25 MKr/oo3a

05503228
340550A

Manufacturing date (mm.yyyy): /

fata npoussogcTea (MM.rrrT):

01.2025

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT):

12.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTens B COOTBETCTBUMU

C peructpauuen B Poccuu:

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

Parameter / Napametp

Specifications / Cneuudukauum

Results / PesynbTrarthl

Mean dose weight and
uniformity of dose weight /
CpepHsas macca fo3bl u
0AHOPOAHOCTL Maccehl
Ao3bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

OI[HOpOIIHOCTb MacChl JO3bI:

COOTBECTCTBOBATH

JOJIKHa

4472 mg/ 44.72 mr

Number of doses per pack
/ KonnyecTtso o3 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 pos Bo thnakoHe

209 doses/ 209 pgos

Related substances /
PoacteeHHble npumecy

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeckb A (NpoayKT rugponusa) — He
6onee 2,0 %.

0.0%

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5 %.

0.0%

Single unidentified impurity — NMT 1.0 % /
EavHudHas HemaeHTudLmMpoBaHHas
npumeck — He Bonee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceii — He 6onee 4,9 %.

0.0%

Microbial purity /
Mukpobuonoruueckas
yucToTa

TAMC - NMT 102 CFU/ml /
O6Lwee uncno aspobHbix BakTepuit — He
6onee 102 KOE/mn

0 CFU/mI/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / NpoAaykrt

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

HA3UBUH® CEHCUTUB,
crpeu HasanbHbIX Oo3UpoBaHHbIN, 11,25 mkr/no3a
SAP-Code: / Koa SAP: 05503228
Batch no.: / Ne naptum: 340550A
Manufacturing date (mm.yyyy): /
Oata npousBoacTea (MM.Irrr): 01.2025
Expiry date (mm.yyvyy): /
Cpok roaHocTH (MM.rrrr): 12.2027

Manufacturer according to the

registration in Russia: /

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

MNpou3eoauTens B COOTBETCTBUMU

¢ perucrpauuven B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/mI/
O6Lee uncno gpoieKeBbIX U NNecHeBbIX OKOE/mn
rpubos — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn

rmgpoxnopua

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OTceytcrBue Staphylococcus aureus/mn. OTcytcteyeT B 1,0 mn
Assay 225 - 262.5 pg of oxymetazoline 252.0 ug/ml /1 252.0
Oxymetazoline hydrochloride/ml. / MKr/mMn
hydrochloride / 225 — 262,5 MKr okcuMeTasonHa
KonuuecreeHHoe ruapoxnopwuga/mn.
onpepeneHve
OkcumeTasonuHa




Page 4 of 5/ CtpaHuua 4 na 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

Cnpeun Ha3anbHbIN JO03UPOBaHHbLIW, 11,25 MKr/no3a

05503228
340550A

Manufacturing date (mm.yyyy): /

Oata npou3BoacTBa (MM.IIIT):

01.2025

Expiry date (mm.yyvy): /

CpoK rogHocTH (MM.rrrr):

12.2027

Manufacturer according to the

registration in Russia: /

nQOM3BOﬂMTeﬂb B COOTBETCTBUU

c perucTpauuei B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneundukauun

Results / PesynbTaThbl

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 npenaparta Bo ¢riakoH
13 NONWaTUNEHA BbICOKOW
NNOTHOCTMU C [O3MPYOLLUM
YCTPOWCTBOM U C 3aLUTHON
KPbILLKOW U3 NONMaTUneHa
BbICOKOM NMOTHOCTMK.

Mo 1 cbnakoHy BmecTe ¢
WHCTPYKLMEA MO NPUMEHEHMIO B
nayKy 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 npenapata Bo ¢riakoH
13 NONUITUNEHE BLICOKOW
NNOTHOCTMK C AO3MPYIOLLUM
YCTPOACTBOM U C 3aLLUTHOA
KPbILLKOW U3 NOoNMaTuneHa
BbICOKOW MIOTHOCTMU.

Mo 1 dnakoHy BMmecTe €
WHCTPYKUMEN NO NPUMEHEHMUIO B
nayky KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBMM C HOPMATUBHOM
OOKYMEHTaLMEN.

Complies as prescribed /
CooTBeTCcTBYET NPeanUcaHHoMy

Storage conditions /
Ycnosusa xpaHeHns

At the temperature not more than 25°C. /

Mpn Temnepartype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UWBUH® CEHCUTUB,
cnpen HasanbHbIA O3UPOBaHHbIN, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340550A
Manufacturing date (mm.yyyy): /
Hata npoussogcrTea (MM.rrrr): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TrrT): 12.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoaunTtesnb B COOTBETCTBUMN
C perucrTpauuei B Poccuu: «®amap Xanc Kea Cepsuces Mapgpua, C.A.Y.»
APl name / HaumeHoBaHue A®DC: Oxymetazoline hydrochloride / OkcumeTaszonuHa
rmapoxJsiopua,
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number I
Homep cepuu npoussogutens A®C: 24252103
FP Manufacturer  API Batch number / 2401719
Homep cepuu cy6cTaHummu npousBogutens MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpouzsoautens A®C, cTpaHa: 3urdopug PapmaxXemukanueH MuHaeH MvéX,
repmaHnsg
Assessment: / 3akiroyeHue: The batch complies with the specification according to ND JM-

000511-211022 amendment 1 from 03.11 .2023 // NapTna
COOTBETCTBYET crieundukaumam HopMaTueHoro aokymeHta J1IM-
000511-211022 nsmeHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /

Oata / noanucbL yNnonHOMOYEHHOro nNuua: A FER 2025 /S

Sugéclupc gcneéle:e /S ar

FAMAR MANRIN




