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CEPTU®UKAT AHAJIU3A
Ilpenapar: HA3BUBHUH® CEHCUTUB, cnpeii Ha3aIbHbII
J03UPOBAHHBIN, 22,5 MKr/103a, 10 M

Kox SAP: 05503274
Homep cepun: 370970A
JlaTta npou3BoacTBa (MM.ITIT): 03.2026
JlaTa ucTeyeHHs CPOKA TOAHOCTH 02.2029
(MML.ITIT):
IIpousBoauTtenb coraacHo perucrpamun Famar Health Care Services Madrid, S.A.U.
B Poccun:
Iloka3areanb Crnenudpuxkanuu Pe3yabTaThl
Wnentudukanus Bpewms yaep:xuBaHus OCHOBHOT'O ITMKA HA CootBeTcTBYET
OKCHMETa30JIMHa XpPOMAaTOrpaMMe HCTIBITYEMOTO pacTBOpa
Truapoxjiiopuaa AOJIKHO COOTBCTCTBOBATH BPCMCHU

yIAEp)KUBAHUS OCHOBHOTO ITHKa Ha

XpPOMATOrpaMMe CTaHIaPTHOTO PacTBOpa

OKCHMETAa30JIMHA TUAPOXJIOPHUAA, TTOTYyIECHHON

MIPU KOJIMYECTBEHHOM ONPEICTICHUN.
[Ipo3pauHocThb OmnanecneHnys npenapara He T0JDKHA OBbITh CoOTBETCTBYET

0oJIblIIe ONaJIeCIIEHIIMH CYCIIeH3UU cpaBHeHus I.

[{BeTHOCTB pacTBOpa

[[BeTHOCTH MpenapaTa He JOJKHA ObITh OoJbIe | COOTBETCTBYET
LIBETHOCTH pacTBOpa CpaBHEHUs Y7

OtHOcHUTEILHAS Ot 1,006 oo 1,010 1,008
riotHocTh (d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJSUIBHOCTD Ot 270 no 330 MOcMmoIIB/KT 292 MOcMOJIB/KT
OaHOPOAHOCTH MacChl Cpennsis macca 103bl: 45 mr + 15 %. 46,73 mr
BBICBOOOKIaeMO# 10361 | OTHOPOTHOCTH MACCHI JTO3bI: JOJIKHA

COOTBETCTBOBATb.
KonnuectBo 1103 B He menee 143 103 B yrakoBKe. 184 no3b1
KOHTENHEpe
[Tpumecu [Tpumech A (IpOAYKT TMIPOIN3a) — 0,0 %

ue 6oiee 0,5 %

ITpumecs ZP-1 — ue 6omee 0,5 % 0,0 %

Ennanynas HewaeHTUUIIUPOBAHHAS 0,0 %

npumech — He 6ozee 0,1 %

Cymma npumeceit — He 6onee 1,2 % 0,0 %
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CEPTUDUKAT AHAJIU3A
Ilpenapar: HA3BUBHUH® CEHCUTUB, cnpeii Ha3aIbHbII
J03UPOBAHHBIN, 22,5 MKr/103a, 10 M
Kox SAP: 05503274
HomMmep cepun: 370970A
JlaTa npou3BoacTBa (MM.ITIT): 03.2026
JlaTa McTeYyeHHus CPOKA FOJTHOCTH 02.2029
(MML.ITIT):

IIpousBoauTtenb coraacHo perucrpamun Famar Health Care Services Madrid, S.A.U.
B Poccun:

Mukpobuosornueckas O6miee uncno adpoOHbIx O6akTepuit — He 6osee |0 KOE/mn
YUCTOTA 10 KOE/mn
OO6r1ee YncIo IPOKIKEBBIX U TUIECHEBBIX 0 KOE/mn
rpu6oB — He 6onee 10! KOE/mn
OrcyrctBue Pseudomonas aeruginosa/mn OTCYTCTBYIOT B
1,0 mn
OrcytctBue Staphylococcus aureus/mn OTCYTCTBYIOT B
1,0 mn
KonuuectBenHnoe 475525 MKT OKCUMETa30JIMHa 505 MKr/™mMa
orpezeneHue TUAPOXJIOPHUAA/ MIT.
OKCUMETA30JIMHA
TUAPOXJIOpHIa
Haumenosanne ADC: OKCHMeTa30JIMHA THIPOXIIOPHU
MHH: OKcumeTa3onnH
Howmep cepun npousBoautens ADC: 24282037
Howmep cepun APC npoussoautens ['T1: 2600215
[IpousBoautens u crpana npousBojacTBa ADC: |Siegfried PharmaChemikalien Minden GmbH,
I'epmanust
Ouenka: Cepus cootBerctByet crienupukanuu cornacHo HJI JITI-Ne(010335)-

(PT-RU) or 28.05.2025.

Hdara / Iloanuch YnoaHoMoyeHHOro jguna (YJI): 21 anpens 2026 2. /noonucano/
Mrammn: Jlyuc Pamupec / YII
FAMAR FAMAR MADRID

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 ug/dose, 10 mi

05503274
370970A
03.2026

Expiry date (mm.yyyy):

02.2029

Manufacturer according to the

registration in Russia:

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

color reference solution Y-

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

Relative density (d 20/20) [ From 1.006 to 1.010 1.008
pH From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 292 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 46.73 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 184 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 22,5 ug/dose, 10 mi

SAP-Code: 05503274
Batch no.: 370970A
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yyyy): 02.2029
Manufacturer according to the
registration in Russia: Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 102 CFU/ml 0 CFU/ml
TYMC — NMT 10" CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/m. Absentin 1.0 ml
Assay 475 — 525 ug of oxymetazoline 505 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride

APl nhame : Oxymetazoline hydrochloride
INN: Oxymetazoline

API manufacturer batch number : 24282037

FP Manufacturer AP| Batch number: 2600215

API| Manufactured by & country:

Siegfried PharmaChemikalien Minden GmbH,
Germany

Assessment: The batch complies with the specification according to ND J11-
N2(010335)-(PI'-RU) from 28.05.2025.

Date / Signature of Qualified Person:

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain

24 APR2a72 ¢ //

L s RAMItee /op

Faral naocwun




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOAA

Name of the document / 370970A new version
HasBaHue noKyMeHTa

This certificate confirms that the document 370970A new version originally written in English was
translated in accordance with service agreement in force from English into Russian by certified
interpreter, who has sufficient experience to perform translation and verify the document. This
certificate also confirms that translation was checked for correctness and completeness against the
source document / [JaHHbl cepTuduKkaT NoaTBEPXAAET, YTO AOKYyMeHT 370970A new version,
M3Ha4yanbHO HaNUCaHHbIA Ha aHrMUICKOM A3bike, BblN NepeBeAeH B COOTBETCTBUU C AENCTBYIOLLUM
cornaiwleHvem o6 oKasaHUW YCRyr C aHrMWACKOro A3biKa Ha pPYycCKuil si3bik CepTUULNPOBAHHBLIM
nepesoaYvkom, obnagalowMMm [OCTaTOYHbIMA HaBblkaMyW AONA  OCYLUECTBMNEHUA nepesoAa U
NpoBepKu AoKyMeHTa. [laHHbIN cepTudmKaT Takke NoATBEpXKAAEeT, YTO NEPEBOL NpoLUen NpoBepKy
Ha NPaBUNILHOCTb U NOMHOTY OTHOCUTENbHO UCXOAHOro AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBos BbINOMHEH:

Date and Signature / Jata n 12.05.26

NoAnNuCh 7(
Translation checked for Karim Halida / Head ( uali

correctness and completeness
by / [NepeBoa nposBepeH Ha
NPaBWNbHOCTbL U NOMHOTY:

Date and Signature / Jdata n 12.0526
nognuce

Espnokumosa Kecenns / Meperoad

Control Department

Kapum Xanupa / Pykosogirens Otaena Kontpons KavecTtsa



