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Kox SAP:
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JlaTa npou3BoacTBa (MM.ITIT):
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CEPTUO®UKAT AHAJIM3A

HA3BUBUH® CEHCUTHUB, cnpeii Ha3aabHbII
JA03UPOBAHHBIN, 22,5 MKr/103a, 10 MJI

05503274
367270A
01.2026

JlaTa ucTeYeHHs1 CPOKA FOJHOCTH

12.2028

! MML.ITIT !:

IIpon3BoauTe b COrJIACHO
perucrpanuu B Poccumn:

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

Iloka3aTean Crnenudukanun Pe3ysbTaThl
Wnentudukaims okcuMeTa3onuHa | Bpemst ynep>KuBaHus OCHOBHOTO IHKa Ha CooTBeTCcTBYET
THUIPOXIIOPHUIA XpOMAaTOTpaMME HCIBITYEMOT0 PacTBoOpa

JIOJDKHO COOTBETCTBOBATH BPEMEHHU

yAep>KUBaHH OCHOBHOTO TIMKa Ha

XpOMaTorpaMMe CTaHAAPTHOTO PacTBOpa

OKCHMETa30JIMHA THIPOXIIOPHIA,

MTOJTyICHHOM MTPH KOJINIECTBEHHOM

OTIpe/IeIICHUN.
IIpo3paunocTsb OnanecmeHnys npemnapara He JoJbkHa ObITh | COOTBETCTBYET

OOJIBIIIC OMANICCICHIINH CYCIICH3UN

cpaBHeHwUs 1.
IlBeTHOCTH pacTBOpa I[BeTHOCTB mpemapaTa He JT0JIKHA OBITh CooTBeTCTBYET

0oJIBIIIE BETHOCTH PAcTBOpA CPaBHEHUS Y7
OtrocurenbHas mwiotHocTs (d 20/20) | Ot 1,006 mo 1,010 1,007
pH Ot 5,6 10 6,1 5,9
OCMOJISIIIBHOCTD Ot 270 o 330 MOcMmob/KT 289 MOcMmob/Kr
OIHOPOIHOCTD MACCHI Cpennsist macca 103bl: 45 Mr + 15 %. 45,19 mr
BBICBOOOKIAEMOI JTO3BI OIHOPOIHOCTH MACCHI JO3bI: TOJDKHA

COOTBETCTBOBATE.
KonngecTBo 103 B KOHTelHEpe He menee 143 no3 B ynakoBke. 179 no3
IIpumecu IIpumecs A (IPOIYKT THAPOIIHA3A) — 0,0 %

He 6oiee 0,5 %

ITpumecn ZP-1 — He 6oiee 0,5 % 0,0 %

Enuanynas HemaeHTH(HUIPOBaHHAS 0,0 %

npuMech — He 6oee 0,1 %

Cymma npumeceii — He Oomee 1,2 % 0,0 %
Mukpobuosornueckas YuCToTa Oo6mree 9uciio adpoOHBIX OaKTepuit — 0 KOE/mn

ne G6onee 10 KOE/mn

OO6mIee 9rcio TPONOKEBBIX U IIICCHEBBIX 0 KOE/mn

rpubos — He 6onee 10! KOE/mn

Omcymcemaue Pseudomonas aeruginosa/mn

OtcyteTBYIOT B 1,0 Mt

Omcymcmaue Staphylococcus aureus/mn

OrcyTteTByIOT B 1,0 Mt

KonnuectBennoe onpenenenue
OKCHMETa30JIMHA THAPOXJIOpH I

475-525 MKT OKCHMETA30JIMHA
THIAPOXJIOPHIA/ MIT.

501 mMxr/mn

Haumenosanne ADC:

OKkcuMeTa30IMHa THAPOXIIOPHU/T

MHH: OKcumeTa3onnH
Howmep cepun npousBogutens ADC: 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: HA3BUBUH® CEHCUTHUB, cnpeii Ha3aabHbII
JA03UPOBAHHBIN, 22,5 MKr/103a, 10 MJI
Kox SAP: 05503274
Homep cepun: 367270A
JlaTa mpou3BojacTBa (MM.ITIT): 01.2026
JlaTa HcTeYeHHsI CPOKA FOJTHOCTH 12.2028
(MML.ITIT):
IIpou3BOANTEIDL COTJIACHO Famar Health Care Services Madrid, S.A.U.

perucrpanuu B Poccumn:

OueHka: Cepusi cootrBercTByeT creuupukanuu cormacHo HJ[ JIII-
Ne(010335)-(PI'-RU) ot 28.05.2025.

Hdara / lloanuch YnoaHoMoyeHHOro jguna (YJI): 18 mapma 2026 2. /noonucano/
Mramm: Knapa X. I'apcus-Bepunexo /e Cayoe
FAMAR 'y

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



Product:

SAP-Code: 05503274
Batch no.: 367270A
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/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.
Ciarity The product shouid be not more opaiescent |Conforms
than reference suspension I.
Color of the solution The product should be not more colored than | Conforms
color reference solution Y-
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 289 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 45.19 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 179 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: 05503274

Batch no.: 367270A

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/mI
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 475 - 525 pg of oxymetazoline 501 pg/ml
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24272100
FP Manufacturer API Batch number: 2501439
. Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND JI1-

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

Date / Signature of Qualified Person: - A

Clhaes §. geRa ~BERNESS DE  SHIDC

<8

FAMAR

Health Care Services

Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 367270A new format
Ha3saHue nokymeHTa

This certificate confirms that the document 367270A 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 / [laHHbl cepTudmKkaT noaTBepxAaeT, YTO BOoKyMeHT 367270A new format,
W3Ha4arnbHO HaNUCaHHbIA Ha aHrINACKOM si3bike, Obin NepeBefieH B COOTBETCTBUM C AeCTBYIOLLNM
cornalueHnem o6 okasaHuM yCryr ¢ aHrnuiAcKoro si3bika Ha PyCCKuii A3biK CepTUULIMPOBAHHBIM
nepesoA4MkoM, 06nafalwyM A0CTaTOYHLIMU HaBblkaMu 4SS OCYLIECTBNEHUS nepeBoja W
NPOBEPKUN AoKyMeHTa. [laHHbI cepTudumKaT Taioke NOATBEPXKAAET, YTO NEpeBoA NpoLUuen npoBepKy
Ha NPaBWUNbHOCTb U MOMHOTY OTHOCUTENbHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopa, BbINOMHEH:

Date and Signature / Oata u 19.03.26
noanucb

EBpnokumoa KceHus / MNepepaaumk

2 7
/'/ ' / //

Translation checked for Karim Halida / Head of Ht;/ Control Department
correctness and completeness
by / lepeBon npoBepeH Ha
NpPaBuMbHOCTb U NOMHOTY:

Date and Signature / Odata n 19.03.26
noanuce

Kapum Xanuaa / Pykoggautens OTagna JkoHtpons KayecTsa




