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Kox SAP:
Homep cepumn:

JlaTa npou3BoacTBa (MM.ITIT):
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CEPTU®UKAT AHAJIM3A

HA3BUBHUH® CEHCUTUB, cnpeii Ha3aIbHbII
J03UPOBaHHbIN, 11,25 Mkr/mo3a, 10 mJu

05503273
367750A
02.2026

JlaTa ucTeYeHHsl CPOKA FOTHOCTH

01.2029

! MML.ITIT !:

IIpousBoauTtenab coraacHo perucrpamuu Famar Health Care Services Madrid, S.A.U.

B Poccun:
Iloka3aTean Crnenuduxanun PesyabTarsl
Wnentudukaims okcuMeTa3onuHa | BpeMs ynepKuBaHUs OCHOBHOTO IUKa Ha CoOTBETCTBYET
THUIPOXIIOPHUIA XpOMAaTOTrpaMMe HCIBITYEMOTO PacTBOPa TOJKHO
COOTBETCTBOBATH BPEMEHH yIEPKUBAHUS
OCHOBHOTO ITHKa Ha XpOMAaToOTrpaMMe
CTaHJAPTHOTO PAacTBOPa OKCMMETA30JIMHA
THIPOXJIOPH/IA, TOTyICHHOH IpH
KOJIMYECTBEHHOM ONPEICIICHHH.
IIpo3paunocTsb OnanecmeHnus mpemnapara He JOJHKHA OBITh COOTBETCTBYET
OoJpIIIe OmajeCeHIINY CYCIICH3UH CpaBHEHHS [.
IIBeTHOCTH pacTBOpa [IBeTHOCTH Mpemnapata He oJKHa ObITh OoJbiie | COOTBETCTBYET
LBETHOCTH PacTBOpa CPaBHECHUS Y7
OTHOCHUTEIbHAS IJIOTHOCTD Ot 1,006 oo 1,010 1,007
(d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJISITILHOCTD Ot 270 o 330 MOcMmob/KT 293 MOcMOJIB/KT
OIHOPOIHOCTD MACCHI Cpennsist macca 103bl: 45 Mr + 15 %. 43,41 mr
BBICBOOOKIaEMOI JTO3BI OIHOPOIHOCTH MACCHI JO3bI: TOJDKHA
COOTBETCTBOBATH.
KonngectBo 103 B KOHTelHEpe He menee 143 no3 B ynakoBke. 170 no3
IIpumecu [Ipumeck A (IpoayKT ruapoIn3a) — HE Ooee 0,0 %
0,5 %
IIpumecs ZP-1 — ue 6onee 0,5 % 0,0 %
Enunnunas vemnentuduuuposannas npumecs — | 0,0 %
ue 6oiee 0,1 %
Cymma npumeceii — He Oomee 1,2 % 0,0 %
Mukpobuonornueckas YuCToTa O6mree grciio adpoOHBIX OakTepuit — He OoJee 0 KOE/mn
102 KOE/Mn
OO6mIee 9rciio IPOXOKEBHIX | IiecHEeBBIX TproOoB | 0 KOE/mi

— ge 6omee 10! KOE/Ma

OtcyrctBue Pseudomonas aeruginosa/mn

OrcyteTByIOT B 1,0 Mt

OrcyterBue Staphylococcus aureus/mi

OrcyteTByIOT B 1,0 Mt

KonuuectBennoe onpenenexnue
OKCHMETa30JIMHA THAPOXJIOpH I

237,5-262,5 MK OKCHUMETa30I1MHA
THIPOXJIOPHIA/ MIT.

250,2 mMKr/mn

Haumenosanne ADC:

OKkcuMeTa30IMHa THAPOXIIOPHU/T

MHH: OKcumeTa30nnH
Howmep cepun npoussogutens APC: 24272100
Howmep cepun ADC npoussoaurens ['T1: 2501439

[IpousBonurens u crtpana npoussoacrsa ADC:

I'epmanust

Siegfried PharmaChemikalien Minden GmbH,
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CEPTUDUKAT AHAJIU3A
Ilpenapar: HA3BUBHUH® CEHCUTUB, cnpeii Ha3aIbHbII
JM03UPOBaHHbIN, 11,25 Mkr/n03a, 10 mu
Kox SAP: 05503273
HomMmep cepun: 367750A
JlaTa npou3BoacTBa (MM.ITIT): 02.2026
JlaTa McTeuyeHHus CPOKA FrOJTHOCTH 01.2029
(MM.ITIT):

IIpousBoauTtenab coraacHo perucrpamuu Famar Health Care Services Madrid, S.A.U.
B Poccum:

Ouenka: Cepus cootBercTtByeT crienupukanuu cornacHo HJI JITT-Ne(010335)-
(PT-RU) ot 28.05.2025.

Hdara / lloanuch YnoaHoMoyeHHOro jguna (YJI): 18 mapma 2026 2. /noonucano/
Mramm: Knapa X. I'apcus-bepmexo /le Canoe
FAMAR \/4

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 11,25 uyg/dose, 10 mi

05503273
367750A
02.2026

Expiry date (mm.yyyy):

01.2029

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 Yz
Relative density (d 20/20) |From 1.006 to 1.010 1.007
pH From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmoi/kg 293 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg 15 %. 43.41 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 170 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%




Page 2 of 2

CERTIFICATE OF ANALYSIS

Product: NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose, 10 mi

SAP-Code: 05503273
Batch no.: 367750A
Manufacturing date (mm.yyyy): 02.2026
Expiry date (mm.yyyy): 01.2029
Manufacturer according to the
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. Absentin 1.0 ml
Assay 237.5 - 262.5 ug of oxymetazoline 250.2 ug/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24272100
FP Manufacturer APl Batch number: 2501439
AP Manufactured by & country: gegfned PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND J1M-
N¢(010335)-(PIr-RU) from 28.05.2025.
(PoYe
Date / Signature of Qualified Person: l& vaorozg 1{ %—,
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