IIpenapar:

Koa SAP: 05503274
Cepus Ne: 367450A

Crtp. 1 u32
CEPTU®UKAT AHAJIU3A

HA3BUBUH® CEHCUTUB,

crpeii Ha3aIbHBIA 103MPOBAHHBIN, 22,5 MKI/103a, 10 MJI

JlaTta npousBojacrea (Mm.rrrr): 01.2026

JlaTa ucTedYeHHus CPoOKa

roguoctu (MMm.rrrr): 12.2028
IIpoun3BoauTeah COrJIACHO

perucrpanuu B Poccumn:

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

IMoxka3zaTean Cneuunduxkanumn Pe3yabTaThl
WNnentudukanus Bpewmst ynep:xvBaHus OCHOBHOTO TIHKa Ha CooTBeTCTBYET
OKCHUMETa30JInHA XpoMmaTorpaMMe UCIBITYEMOI0 pacTBOpa
TUAPOXJIOPHIA JOJKHO COOTBETCTBOBATH BPEMEHU
yepKUBaHUSI OCHOBHOTO MUKa Ha
XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa
OKCHMETAa30JIMHa TUAPOXIIOpHUIA, MOITYYEHHON
MIPY KOJIMYECTBEHHOM OIPEICIICHHH.
[Ipo3paunocTs OmnanecueHius npenapara He JOHKHA ObITh CootBeTcTBYET
00JIbI1IE OMANIECIICHIINH CYCTIEH3UU
cpaBHeHu L.
[{BeTHOCTB pacTBOpa |l[BeTHOCTH Mpemapara He JOJKHA OBITH CoOTBETCTBYET
00JIbIIIe IBETHOCTH PAcTBOpA CpaBHEHUS Y7
OTHOCHUTENLHAS Ot 1,006 10 1,010 1,007
miotHOCTh (d 20/20)
pH Ot 5,6 o 6,1 5.9
OCMOJISUTBHOCTD Ot 270 no 330 mOcmomnb/kr 287 MOcMOIIB/KT
OnHopoanocTs macchl | CpenHsisi Macca 103bl: 45 Mr = 15 %. 45,63 mr
BBICBOOOKTaeMOM OmHOPOJHOCTH MAccChl JO3bI: JOJDKHA
JT03BI COOTBETCTBOBATb.
KonuuecTBo 103 B He menee 143 103 B ynmakoBke. 166 no3
KOHTEHHEepe
[Tpumecu [Tpumecs A (mpoaykt ruaponusa) — He 6onee | 0,0 %
0,5 %
ITpumeck ZP-1 — He 6omee 0,5 % 0,0 %
Enunnynas HeuaeHTU(GUIUpOoBaHHAS 0,0 %
npumech — He 6ostee 0,1 %
Cymma npumeceii — He 6onee 1,2 % 0,0 %
Mukpo6uonorudeckas | O01Iee yucio adpoOHbIX OakTepuil — He Oosee
YHUCTOTA 10> KOE/Mn 0 KOE/mn
OO611ee YnCI0 IPOKIKEBBIX U MIIECHEBBIX 0 KOE/mn
rpu6oB — He 6onee 10! KOE/Mn
OtcyrcrBue Pseudomonas aeruginosa/mn OtcyrcTtBytoT B 1,0 M
OtcyrcrBue Staphylococcus aureus/mn OrcyrctByroT B 1,0 M1
KonuuectBenHnoe 475 — 525 MKT OKCUMETa30JI1MHa 497 MKr/mi
orpezeneHue TUIPOXJIOPH 1A/ MIT
OKCUMETA30JINHA

TUAPOXJIOPHAA




Crtp. 2 u3 2
CEPTU®UKAT AHAJIU3A

IIpenapar: HA3BUBUH® CEHCUTUB,
crpeii Ha3aIbHBIA 103MPOBAHHBIN, 22,5 MKI/103a, 10 MJI

Kox SAP: 05503274

Cepus Ne: 367450A

JlaTa mpou3BoacTBa (Mmm.rrrr): 01.2026
JlaTa ucTeyeHUus cCpoKa

rogHocTu (Mm.rrrr): 12.2028
IIpou3BoaUTEdb COIJIACHO

perucrpanuu B Poccun: Famar Health Care Services Madrid, S.A.U.
Haumenosanne ADC: OKCHMeTa30JIMHA THIPOXIIOPHU
MHH: OKcumeTa3onnH
Howmep cepun npoussogutens APC: 24272100
Howmep cepun ADC npoussoaurens ['T1: 2501439

| Siegfried PharmaChemikalien Minden GmbH,
[IpousBoauTens u crpana npousBoacTsa ADC: Germany

Ouenka: Cepus coorBercTByeT crnenudukanuu cormacHo HJ[ JIIT-Ne(010335)-(PT-RU)
ot 28.05.2025.

Jdara / lloanuch YnoaHoMoyeHHOro jguna (YJI): 5 mapma 2026 2. /noonucarno/
ramm:
FAMAR _ /noonucano/
Health Care Services JIyuc Pamupes
Avda. Leganés, 62 Famar MADRID / YJI

28923 Alcorcon, Madrid, Spain




Product:

SAP-Code: 05503274
Batch no.: 367450A

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

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.

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
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 t0 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 287 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 45.63 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 166 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 pg/dose, 10 mi

SAP-Code: 05503274

Batch no.: 367450A

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.

Microbial purity TAMC — NMT 10% CFU/ml 0 CFU/ml
TYMC — NMT 10! CFU/ml 0 CFU/ml
Pseudomonas aeruginosa — absence/ml Absentin 1.0 ml
Staphylococcus aureus — absence/ml, Absent in 1.0 ml

Assay 475 — 525 ug of oxymetazoline 497 pg/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name : Oxymetazoline hydrochloride

INN: Oxymetazoline

API manufacturer batch number : 24272100

FP Manufacturer API Batch number: 2501439

APl Manufactured by & country: glegfrled PharmaChemikalien Minden GmbH,

ermany
Assessment: The batch complies with the specification according to ND J1IM-

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

Date / Signature of Qualified Person: O E; M A RZO 2‘5///

FAMAR
Health Care Services Z\ P S LA [V\,f =2

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain

F/l\m,qr( Ao /A& e



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOLA

Name of the document / New template Nasivin RU 367450A
HassaHue gokymeHTa

This certificate confirms that the document New template Nasivin RU 367450A 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 / laHHbIin cepTudmKaT noaTeepxaaeT, 4To gokymeHT New template
Nasivin RU 367450A, W3HayanbHO HanUCaHHbIA Ha aHIMACKOM A3bike, Obin nepeseaeH B
COOTBETCTBUM C ASNCTBYIOLUMM COrMalLEHNEM 06 OKa3aHUmM yCIyr ¢ aHrUincKoro S3bika Ha pyccKuia
A3bIK  CEPTUDULMPOBAHHLIM NEPEBOAYMKOM, O06NafalowmUM [OCTAaTOYHBIMU  HABbLIKAMM ans
OCYLLECTBNEHNA Nepesoaa M NpoBepkn AoKyMeHTa. [laHHbiii cepTudukaT Takke NoaTBEpKaaeT,
4TO nepesoj npowen npoBepky Ha npaBUMbHOCTb W MOMHOTY OTHOCUTENBHO WCXOAHOMO
OOKYMeHTa.

Evdokimova Ksenia / Translator
Translation performed by /
Mepesopn BbINOMHEH:

Date and Signature / Jata u 23.03.26 /
noanuce é

EspoknmoBa KceHug / ﬂepe/eo,qu}mx

4

Translation checked for Karim Halida / Head of
correctness and completeness
by / MNepeBos nposepeH Ha
NPaBWUNbHOCTb U NOMHOTY:

Date and Signature / [ata u 23.03.26
noanuce

ontrol Department
Kapum Xannaa / PykoBoantens Otgena Kontponsi KauecTsa




