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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTHUB,

cnpen HasanbHbIW AO3UPOBaHHbIW, 11,25 Mkr/go3a

05503228
340560A

Manufacturing date (mm.yyyy): /

Oata npoussoacTea (MM.ITrr):

01.2025

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrT):

12.2027

Manufacturer according to the

reqgistration in Russia: /

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

ﬂpousaonu‘renb_g COOTBETCTBUM

¢ perucrpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauun

Results / PeaynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
MognnHHOCTL
OkcumeTtasonunHa
rmapoxnopvg

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
yAepXusaHwa OCHOBHOMO Nuka Ha
XpomaTorpamme UChbITYEMOro pacTeopa
OOMKHO COOTBETCTBOBATL BPEMEHN
yAEpXKnBaHMA OCHOBHOMO NUKa Ha
XpomaTorpamme ctaHgapTHOro pactsopa
OKCMMeTasonuHa rugpoxnopuaa,
nonyyYeHHoW Npu KONMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / MNpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuUnsa npenapara He 4onKHa
npeBbIWaTh onanecLUeHUMio 3TanoHa
cpaBHEHMS |.

conforms / cootBeTcTBYET

Color of the solution /
LiBeTHoCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / lMpenapat
JorkeH ObiTb oKpalleH He Donee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBETCTBYET

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

(d 20/20)

pH /pH From5.6t06.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr 291mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3SA

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3SMBUH® CEHCUTUB,

cnpewn HasanbHbIX Jo3upoBaHHbIN, 11,25 Mkr/go3a

05503228
340560A

Manufacturing date (mm.yyyy): /

Hara npon3soacTBa (MM.IIIT):

01.2025

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TTTT):

12.2027

Manufacturer according to the

reqistration in Russia: /

MpousBoauTens B COOTBETCTBUU

¢ perucTpauuein B Poccuum:

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

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

Parameter / NapameTp

Specifications / Cneuundukauum

Results / PesynbTathl

Mean dose weight and
uniformity of dose weight /
CpenHsas macca nosbl u
O4HOPOAHOCTb Maccehl
[03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OﬂHOpOﬂHOCTb MaccChbl JO3BbI:

COOTBETCTBOBATH

JIOJDKHA

47.28 mg/47.28 mr

Number of doses per pack
/ KonnyecTtBo o3 B
YMaKoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo hnakoHe

203 doses/ 203 po3

Related substances /
PoacteeHHbIe npumecu

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

0.0 %

Impurity ZP-1 — NMT 1.5 % /
Mpumecb ZP-1 — He Bonee 1,5 %.

0.0%

Single unidentified impurity = NMT 1.0 % /
EanHnyHas HenpgeHTuduumposaHHas
npumeck — He 6onee 1,0 %.

0.0 %

Total impurities — NMT 4.9 % /
Cymma npumecen — He 6ornee 4,9 %.

0.0 %

Microbial purity /
Mukpobuonorudeckas
yucToTa

TAMC - NMT 102 CFU/mlI /
O6uee uncno aspobHbIx 6akTepui — He
6onee 102 KOE/mn

0 CFU/mI/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Npoaykr

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

HA3UBUH® CEHCUTUB,
cnpen HasarnbHbIA O3UPOBaHHbIW, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340560A
Manufacturing date (mm.yyyy): /
Oata npou3soacTea (MM.ITrr): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.TTTT): 12.2027

Manufacturer according to the

registration in Russia: /

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

[pousBoauTensL B COOTBETCTBUU

c peructpauuein B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLee 4MCNo APOACKEBLIX U MECHEeBbIX 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

rnapoxnopua

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcyTecreue Staphylococcus aureus/mn. Ortcytcreyer B 1,0 Mn
Assay 225 — 262.5 g of oxymetazoline 249.6 ug/ml / 249.6
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 MKr okcuMeTa3onuHa
KonuuyectseHHoe rugpoxnopuga/mn.
onpepenexHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

cnpen HasanbHbIM fOo3uMpoBaHHbLIW, 11,25 mKkr/ao3a

05503228
340560A

Manufacturing date (mm.yyyy): /

Qata npoussoacTBa (MM.ITTT):

01.2025

Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.ITTIT):

12.2027

Manufacturer according to the

registration in Russia: /

HDOHQBOAMTEHI: B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneuucukaumnu

Results / Pesynbrtatbl

Packaging / Ynakoeka

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 ¢nakoH
13 NOMNITUNEHAE BbICOKOW
NIOTHOCTW C [O3MPYIOLLUM
YCTPONCTBOM U C 3aLMTHOM
KPBILLKOW U3 NonuaTuneHa
BbICOKOW NNOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKLMEN No NPUMEHEHWIO B
NayKy KaPTOHHYHO.

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 ¢nakoH
13 NONM3TUNEHA BbICOKOW
MNOTHOCTYU C 4O3UPYIOLLUM
YCTPOWCTBOM U € 3aLLUTHON
KPbILLKOW U3 NONMaTUNeHa
BbICOKOW NIIOTHOCTMU.

Mo 1 dnakoHy BmecTe €
WHCTPYKLMENR No NPUMEHEHWIO B
Nayky KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBMM € HOPMATUBHOMN
JOKYMeHTaLuen.

Complies as prescribed /
CooTBETCTBYET NpeAnncaHHoOMYy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpwu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga




CERTIFICATE

Product: / Mpooykr

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

Manufacturing date (mm.yyyy): /
Oarta npoussoAcTBa (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHOCTH (MM.FrTT):

Manufacturer according to the
reqgistration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHAIIN3A

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3SUBUH® CEHCUTUB,

cnpeun HasanbHbIM [O3UPOBaHHbIN, 11,25 MKr/oo3a

056503228
340560A

01.2025
12.2027

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

MpouaBoauTens B COOTBETCTBUM

C peructpauuven B Poccuu:

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonuHa

rmapoxnopuna
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npounsBogutensa A®C: 24252103
FP Manufacturer API Batch number / 2401719

Homep cepuu cybcTaHummu nponssogutens MNd:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens APC, cTpaHa: 3urdpug PapmaXemukanueH MungeHn M'méX,
repmaHus

Assessment: / 3aknrovyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J1I1-
000511-211022 amendment 1 from 03.11 .2023 // MapTus
COOTBETCTBYET cneyudukaLmsm HopMaTuBHOro aokymenTa Jin-
000511-211022 namenerue Ne1 ot 03.11 .2023

AH FED 2025 /

dara / noanucb ynonHOMOYEHHOro nuua:

-

Suc.écxkupc S;qeclbz_t /Clp

FAMAR MANQUN




