CEPTUDOUKAT AHAJIN3A
IIpenapar: HA3BUBUH® CEHCUTHUB, cnpeii Ha3a bHbII
A03UPOBAHHBIN, 22,5 MKr/103a, 10 MJI
Kox SAP: 05503274
HomMmep cepun: 367060A
JlaTa npou3BoacTBa (MM.ITIT): 01.2026
JlaTa McTeUYeHus cCpoka romuoct (Mm.rrrr): 12.2028

Crp.1m31

IIpou3BoaNTE L COIJIACHO PETHCTPALIMN B

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

Poccun:
IlokazaTeab Crneuudukanun PesyabTarhl
Wnentudrkanns okcuMeTa3onnHa Bpewmst ynepkuBaHHsI OCHOBHOTO ITHKA Ha CooTBeTCTBYET
THAPOXJIOpUIa XpOMAaTorpaMme HCIBITyeMOTO PacTBOPA TOKHO
COOTBETCTBOBATH BPEMEHH YAEPKHUBAHUS OCHOBHOTO
MHKa Ha XpOMaTorpaMMe CTaHIapTHOTO pacTBopa
OKCHUMETa30JIMHa THAPOXIOPHIA, TOTYYEeHHON Mpu
KOJIMYECTBEHHOM ONpe/IeTIeHHN.
[Ipo3paunocTs OnanecueHuus npenapaTa He JoJKHA ObITh OoJibIle CooTBeTCcTBYeT
OTIAJICCIICHIUY CYCIIEH3HH cpaBHEeHus .
IIBeTHOCTH pacTBOpa I[BeTHOCTH IpemnapaTa He HOJDKHA OBITH OOJIBIIE CooTBeTCTBYET
I[BETHOCTH PACTBOpA CpPaBHEHUS Y7
OTtHOcuTenbHas WI0THOCTH (d 20/20) Ot 1,006 10 1,010 1,007
pH Ot 5,6 10 6,1 5,8
OCMOJIIBHOCTD Ot 270 no 330 MOcmons/Kr 294 MOcMOJIB/KT
OMHOPOJHOCTE Macchl BRICBOOOKIaeMor | Cpemnsis Macca no3bl: 45 mr + 15 %. 46,24 mr
JIO3BI OHOPOIHOCTS MAacChl JO3bI: IOJDKHA COOTBETCTBOBATS.
KonmuecTBo 103 B KOHTeHHEpe He menee 143 103 B ynmakoBke. 189 no3
[Tpumecu ITpumecs A (mpoaykt rugpoiusa) — He 6oxee 0,5 % 0,0 %
[Tpumecs ZP-1 — ne 6o1ee 0,5 % 0,0 %
Enunnanas HenmaeHTHGUIUPOBAaHHAS PUMECh — 0,0 %
ue 6oiee 0,1 %
Cymma npumeceii — He 6oxee 1,2 % 0,0 %
Mukpobuosnorudyeckas 4ucToTa OO011iee uncio adpobHbIX bakTepuil — He Ooee 0 KOE/mn
10> KOE/mn
OO01miee 9NCIIO IPOOKEBBIX U ITIECHEBBIX TPHOOB — 0 KOE/mn
e Gonee 10! KOE/mn
Omcymcmesue Pseudomonas aeruginosa/mn OtcyrerByror B 1,0 M
Omcymcmsue Staphylococcus aureus/mn OtcyrerByiot B 1,0 M
KonuuectBeHHOE onpeneneHue 475-525 MKT OKCUMETa30JIMHA THIPOXIOPHUIA/MIL. 503 MKr/mi
OKCHMETa30JIMHA THAPOXIOpHIA

HaunmenoBanne ADC:

OxcrMeTa30MHa THIPOXIOPUT

MHH: OKCHMeTa30I1H
Howmep cepuu npoussoautenss ADC: 24272100
Howmep cepun APC npoussogurens I'T1: 2501439

[TpousBoaurens u cTpana npousBoacTsa ADC:

Siegfried PharmaChemikalien Minden GmbH, 'epmanus

OueHka:
28.05.2025.

Cepust cootBerctByeT crenudukanuu cormacao HJ[ JIIT-Ne(010335)-(PI'-RU)

Jdara / lloanuch YnoaHoMoyeHHOro jguna (YJI): 16 mapma 2026 2. /noonucamno/

IITamn: FAMAR
Health Care Services

Jhyuc Pamupec / VJI

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



Product:

SAP-Code: 05503274
Batch no.: 367060A
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose, 10 mi

Manufacturing date (mm.yyyy): 01.2026
Expiry date (mm.yyyy): 12.2028
Manufacturer according to the

registration in Russia:

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

than reference suspension |.

Parameter Specifications Results
Identification The retention time of the main peak on the | 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

Color of the solution

The product should be not more colored than
color reference solution Y7

Conforms

Relative density (d 20/20) | From 1.006 to 1.010 1.007
pH From 5.6 to 6.1 5.8
Osmolality From 270 to 330 mOsmol/kg 294 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15%. 46.24 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 189 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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CERTIFICATE OF ANALYSIS

Product: NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose, 10 mi

SAP-Code: 056503274

Batch no.: 367060A

Manufacturing date (mm.yvyy): 01.2026
Expiry date (mm.yyyy): 12.2028
Manufacturer according to the

reqgistration in Russia: Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 102 CFU/ml 0 CFU/mI
TYMC - NMT 10" CFU/ml| 0 CFU/ml
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 475 - 525 pg of oxymetazoline 503 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name: Oxymetazoline hydrochloride
INN: Oxymetazoline
API manufacturer batch number: 24272100
FP Manufacturer AP| Batch number: 2501439
. Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND J1IM-

N2(010335)-(PI-RU) from 28.05.2025.

: . _ /
Date / Signature of Qualified Person: A& PAk 2024 //4

FAMAR ZV@:) Rar<Azs /e

Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOAA

Name of the document / 367060A
Ha3BaHue nokymeHTa

This certificate confirms that the document 367060Aoriginally 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 / [aHHbin cepTuduKkaT noaTBEPXKOAAET, YTO AokyMeHT 367060A, un3HavanbHO
HanucaHHbIA Ha aHrnuMnckoM A3bike, Obln nNepeBeAeH B COOTBETCTBUMM C  AEWCTBYIOLLUM
cornaweHmem o6 okasaHun ycnyr ¢ aHrmnincKoro A3bika Ha PYCCKUA A3blK CepTUULMPOBaHHLIM
nepesoAYMkoM, obnagalwmm [OCTaTOMHbIMU HaBblkaMy AN OCYLECTBMEHWs nepesoja W
NpoBepkW AoKyMeHTa. [laHHbI cepTudmkaT Take NoATBEPXKAAET, YTO NEpeBoy, NpoLLen NPoBepKy
Ha NPaBWbHOCTb W MOSIHOTY OTHOCUTENbHO UCXOAHOM0 AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
lMepeBoA BbINOMHEH:

Date and Signature / [ata u 16.04.26
noanuch

EBaokumosa Kceus / MNepespay

Translation checked for Karim Halida / Head %f
correctness and completeness
by / [llepesog npoBepeH Ha
NpaBWbHOCTb W NOMHOTY:

Date and Signature / Jata u 16.04.26
noanuch
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