IIpenapat:

Kox SAP:
Homep cepuu:

JlaTa mpou3BoACTBA (MM.ITIT):

Ctp.1u32

CEPTUDUKAT AHAJIN3A

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBbI
J03UPOBAHHBIM, 22,5 MKr/n03a, 10 Ma

05503274
367460A
01.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

12.2028

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn:

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

Iloka3aTtenn Crnennpukanuu PesyabTaThl
Unentudukanms Bpewms ynepuBaHUsI OCHOBHOTO TTHKA Ha CooTBeTCTBYET
OKCHMETA30JIHHA XpOMaTOrpaMMe UCTIBITYEMOT0 PacTBOpa JOKHO
TUAPOXJIOPHIA COOTBETCTBOBATh BPEMEHH YACPKUBAHHS OCHOBHOTO
MUKa Ha XpOMaTOTpaMMe CTaHapTHOTO pacTBOpa
OKCHMETAa30JIMHA THIPOXIIOPH/IA, IOTYICHHOH MpH
KOJINYECTBEHHOM OTIPE/ICIICHHH.
[Ipo3paunocTs OnatecrieHIMsI TIpernapaTa He T0JDKHA ObITh 0osbiine | COOTBETCTBYET
OTIAJIECIICHITUH CYCIICH3MH CpaBHEHHS [.
[[BeTHOCTB pacTBOpa [[BeTHOCTH TIpeniapara He JOJDKHA OBITh OOJBIIE CooTBeTCTBYET
IBETHOCTH PacTBOpa CpaBHEHUS Y7
OtHocurenbHas maoTHOCTH | OT 1,006 10 1,010 1,006
(d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJISIIIBHOCTD Ot 270 1o 330 MOcMOJIB/KT 288 MOcMOJTB/KT
OaHOPOAHOCTH MacChl Cpennsist Macca 03bL: 45 Mr £ 15 %. 45,56 mr
BBICBOOOKIAEMOH JT03bI OmHOPOAHOCTH MACCHI JIO3bI: JOJKHA
COOTBETCTBOBATh.
KommgecTBo 103 B He Menee 143 103 B ymakoBKe. 176 nos
KOHTEeHHepe
[Ipumecn [Tpumecs A (mpoaykT rumgposusa) — e 6oaee 0,5 % 0,0 %
[Tpumecs ZP-1 — me 6onee 0,5 % 0,0 %
Envanunas HewneHTHOUIMPOBaHHAS TPUMECH — 0,0 %
He 6onee 0,1 %
CymmMa npumeceii — He 6onee 1,2 % 0,0 %
MuxkpoOuojioruueckas Oo1ee unciio a3poOHbBIX OakTepuil — He OoJtee 0 KOE/mn
4UCTOTA 10> KOE/mn
OO01ee YnCio APORHOKEBBIX U TUIeCHEBBIX rpuboB — | 0 KOE/Mna
ne Gonee 10! KOE/mn
OtcyrctBue Pseudomonas aeruginosa/mi OTCyTCTBYIOT B
1,0 M
OtcyrctBue Staphylococcus aureus/mn OTCyTCTBYIOT B
1,0 mn
KonngecTrennoe 475-525 MKI OKCUMETAa30JIMHA THApOXIopyuaa/Mi. | 498 MKr/mi
orpeJieNieHue
OKCUMETA30JIMHA
THJIPOXIIOPHIA

Haumenosanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU A

MHH: OxcnumMeTraszonvs
Howmep cepun npoussogutens APC: 24282037
Howmep cepun APC npoussoautens ['T1: 2600150

[IpousBoauTens u crpana npousBoacTsa ADC:

I'epmanus

Siegfried PharmaChemikalien Minden GmbH,




Ctp.2u32

CEPTUDPUKAT AHAJIN3A
IIpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBbI
J03UPOBAHHBIM, 22,5 MKr/n03a, 10 Ma
Kon SAP: 05503274
Howmep cepum: 367460A
JlaTa mpou3BoacTBa (MM.ITIT): 01.2026
JlaTa ucTeyeHHus CPOKA rOAHOCTH (MM.ITIT): 12.2028

IIpousBoauTen corjgacuo perucrpamun B Poccmu: Famar Health Care Services Madrid, S.A.U.

Ouenka: Cepuss  coorBerctByeT  crneuudukanmuun  cormacHo  HJI
JITT-Ne(010335)-(PT'-RU) ot 28.05.2025.

Hata / Iloanuch YnoanomoueHnoro juua (YJI): 18 mapma 2026 2. /noonucano/

KJVIAPA X. TAPCUA-BEPMEXO JIE CAH/IE / VJI

MlTamn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose, 10 ml

05503274
367460A
01.2026

Expiry date (mm.yyyy):

12.2028

Manufacturer according to the

registration in Russia:

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

Parameter Specifications Results
Identification The retention time of the main peak onthe | Conforms
Oxymetazoline chromatogram of the tested solution is
hydrochloride required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing.
Clarity The product should be not more opalescent | Conforms
than reference suspension |.
Color of the solution The product should be not more colored than | Conforms
color reference solution Y7
Relative density (d 20/20) |From 1.006 to 1.010 1.006
pH From 5.6 t0 6.1 59
Osmoilality From 270 to 330 mOsmol/kg 288 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15%. 45.56 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 176 doses
container
Impurities Impurity A (Hydrolysis product) — NMT 0.5 0.0%
%
Impurity ZP-1 — NMT 0.5 % 0.0%
Single unidentified impurity — NMT 0.1 % 0.0%
Total impurities — NMT 1.2 % 0.0%
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SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):
Expiry date (mm.yyyy):

Manufacturer according to the
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose, 10 ml

05503274
367460A
01.2026
12.2028

registration in Russia:

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

Microbial purity TAMC — NMT 10?2 CFU/ml 0 CFU/mI
TYMC — NMT 10" CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml

Assay 475 — 525 pg of oxymetazoline 498 ug/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name : Oxymetazoline hydrochloride

INN: Oxymetazoline

API manufacturer batch number : 24272100

FP Manufacturer API Batch number: 2501439

API Manufactured by & country:

Siegfried PharmaChemikalien Minden GmbH,
Germany

Assessment:

The batch complies with the specification according to ND JII1-
N2(010335)-(PIr-RU) from 28.05.2025.

Date / Signature of Qualified Person:
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Avda. Legangs, 562
28923 Alcoreon, Madrid. Spain
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