Crtp. 1 u32
CEPTU®UKAT AHAJIU3A
IIpenapar: HA3UBUH® CEHCUTUB,

crpeil Ha3aJIbHbINA 103UPOBAHHBI,
11,25 mkr/no3a, 10 ma

Kox SAP: 05503273
Homep cepumu: 365640A
JlaTa Npou3BoaACTBA (MM.ITIT): 01.2026

JlaTa ucTeyeHus cpoka rognoct (Mm.rrrr): 12.2028
IIpou3BoauTeanb corgacHo perucrpamun B Famar Health Care Services Madrid, S.A.U.
Poccun:

IMoxa3zaTean Cnenunduxkanumn Pe3yabTaThl
WNnentudukanus Bpewmst ynepxxuBaHus OCHOBHOTO muka Ha|(COOTBETCTBYET
OKCHMETa30JIMHa XpOMAaTorpaMMe HCITBITYEeMOTO PacTBOpa
TUAPOXJIOPHIA JTOJIXKHO COOTBETCTBOBATh BpPEMCHH
yACp)KWBaHUS ~ OCHOBHOTO  TMKa  Ha
XpoMaTorpaMMe CTaHJapTHOTO pacTBopa
OKCHMETAa30JIMHA THAPOXJIOPHIA,
MOJTy4EeHHOM npu KOJIMYCCTBEHHOM
OTpE/ICTICHUH.
[Ipo3paunocts OnasecrieHius nmpemnapara He JoKHA ObITh | COOTBETCTBYET
OoJIbIIIC OTaJICCICHITNN CYCTICH3UU
cpaBHeHu L.
[{BeTHOCTB pacTBOpa IIBeTHOCTh mpemapaTa He J0JDKHA OBITH | COOTBETCTBYET
00JIbIIIe IBETHOCTH PAcTBOpA CpaBHEHUS Y7
OTHOCHUTENLHAS Ot 1,006 1o 1,010 1,007
miotHocTh (d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJSUIBHOCTD Ot 270 o 330 MOcmoib/Kr 292 MOcMOJIB/KT
Onnopongnocts  Macchel | Cpeansisi Macca A03bL: 45 mr + 15 %. 46,06 mr
BBICBOOOKIaeMO# 10361 | OMHOPOMHOCTh  MacChl  JIO3BI:  JIOJDKHA
COOTBETCTBOBATh.
KonnuectBo 1103 B He menee 143 o3 B ynmakoBke. 163 no3b1
KOHTENHEpe
[Tpumecu [Ipumecs A (mpoaykt ruaponuza) —|0,0%
He 6oiee 0,5 %
ITpumecrk ZP-1 — He 6onee 0,5 % 0,0 %
Enuanunas HenaeHTUGUIIMPOBAHHAS 0,0 %
npumech — He 6onee 0,1 %
Cymma npumeceii — He 6onee 1,2 % 0,0 %




Crtp. 2 u3 2

CEPTUDUKAT AHAJIU3A
IIpenapar: HA3UBHUH® CEHCUTUB,
crpeil Ha3aJIbHbINA 103UPOBAHHBI,
11,25 mkr/no3a, 10 ma
Kon SAP: 05503273
Homep cepumu: 365640A
JlaTa Npou3BoaACTBA (MM.ITIT): 01.2026
JlaTa ucTeyeHus Cpoka roaxgocTu (Mm.rrrr): 12.2028

IIpou3BOaNTENbL COIJIACHO PErucTpamuyu B
Poccum:

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

Mukpob6uonornueckass |O6mee uyuciao a’pobHsix Oaktepuit —|0 KOE/Mn
YHCTOTA ue 6onee 10> KOE/mn
O6mee ymcno ApoxokeBbIXx W TiecHeBbIX |0 KOE/mn
rpu6oB — He 6onee 10! KOE/Mn
OtcyrcrBue Pseudomonas aeruginosa/mn | OtcyrctByIoT B 1,0 M
OtcyrctBue Staphylococcus aureus/mn OtcyrcTByroT B 1,0 M
KoauuectBeHnHoe 237,5-262,5 MKTI' OKCUMETAa30JIMHA 250,3 MKr/ma
orpezeneHue TUIPOXJIOPHIa/ MIT.
OKCUMETA30JIMHA
TUAPOXJIOpHIa

Haumenosanne ADC:

OKcuMeTa30IMHa THAPOXIIOPHU/T

MHH: OKcumeTa3onnH
Howmep cepun npousBoautens ADC: 24272100
Howmep cepun APC npoussoautens ['T1: 2501439

[IpousBonurens u crtpana npoussoacrsa ADC:

Siegfried PharmaChemikalien Minden GmbH,
I'epmanust

Ouenka: Cepus

Hata / Hoanmuch YnoauomMouenuoro guna (YJI):

COOTBCTCTByeT
JITT-Ne(010335)-

crenuuKanuu  COTIACHO

(PT-RU) or 28.05.2025.

HA

17 mapma 2026 2. /noonucano/ KI'B

KJIAPA X. TAPCUA-FEPMEXO JE 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 11,25 pug/dose, 10 ml

05503273
365640A
01.2026

Expiry date (mm.yyyy):

12.2028

Manufacturer according to the

registration in Russia:

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

Total impurities — NMT 1.2 %

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 1.007
pH From 5.6 to 6.1 59
Osmolality From 270 to 330 mOsmol/kg 292 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15 %. 46.06 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 163 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%
0.0%
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CERTIFICATE OF ANALYSIS

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

SAP-Code: 05503273
Batch no.: 365640A
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 102 CFU/ml 0 CFU/ml
TYMC — NMT 10! CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml| Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml
Assay 237.5 — 262.5 ug of oxymetazoline 250.3 pg/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: (Sslegfned PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND JIM-

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

cap
Date / Signature of Qualified Person: Bvacocr e ,[ S:% >

Gl v GRS —BETRESD DE SARC / SNy

FAMAR

Health Care Services

Avda. L

28023 Alcorcon,



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 365640A new format
Ha3BaHue nokymeHTa

This certificate confirms that the document 365640A new format 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 / [laHHbIl cepTuMKaT NoATBEPXKAAET, YTO AOKyMeHT 365640A new format,
W3HaYarnbHO HaNWCaHHBIN Ha aHIMINACKOM A3bike, BblN NepeBeeH B COOTBETCTBUN C AECTBYIOLLUM
cornaiieHnem o6 okasaHWM YCnyr C aHrMUACKOro A3bika Ha PYCCKUN S3bIK cepTMdULMpOBaHHbIM
nepesoauMkoM, o6najalowUM [OCTaTOYHBIMM HaBbIKaMU ANA  OCYLLECTBAEHUS nepesoga wu
NPOBEPKN [OKyMeHTa. [laHHbIN cepTUdhmuKaT Taloke NOATBEPXKAAET, YTO NEPEBOA NPOLLEN NpoBepKy
Ha NPaBWUNLHOCTb W MNONHOTY OTHOCUTENBHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBop BbINOMNHEH:

Date and Signature / Jata u 23.03.26
noanucb
Translation checked for Karim Halida / Hdad

correctness and completeness
by / lepeBog nposBepeH Ha
NPaBWbHOCTb U NOSHOTY:

Date and Signature / Jata u 23.03.26
noanuch

Esnoknmosa Kceruns / Mepesoaumk
7

Quality Control Department

Kapum Xanuaa / Pykosoautefib Otaena KoHtpons KayecTsa




