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CEPTUDUKAT AHAJIU3A
Ilpenapar: HA3BUBUH® CEHCUTHUB, cnpeii Ha3aabHbII
JA03UPOBAHHBIN, 22,5 MKr/103a, 10 MJI
Kox SAP: 05503274
HomMmep cepun: 367050A
JlaTa npou3BoacTBa (MM.ITIT): 01.2026
JlaTa McTeYyeHUus CPOKA FOJTHOCTH 12.2028

! MML.ITIT !:

IIpou3BoauTeah COrJIACHO
perucrpanuu B Poccumn:

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

Iloka3aTean Crnenudukanun PesyabTarsl
Wnentudukanys OKCUMETa30JIMHA Bpewms ynep:xuBanus ocHOBHOTO nka | COOTBETCTBYET
THUIPOXIIOPHUIA Ha XpOMAaTorpaMMe UCIIBITYEMOT O

pacTBOpa JI0JHKHO COOTBETCTBOBATH

BPEMEHH YA >KUBaHUS OCHOBHOTO MTHKA

Ha XpoMaTorpaMMe CTaHAapPTHOTO

pacTBOpa OKCHMETa30JIMHA

THIPOXJIOPHIA, OTYICHHOH pH

KOJIMYECTBEHHOM OMPEICIICHHH.
IIpo3pagnocts OmnarnecreHnus npemnapara He JOJDKHA CoOTBETCTBYET

OBITH OOJIBIIC ONAJICCIICHITUH CYCIICH3UU

cpaBHeHwUs 1.
IlBeTHOCTH pacTBOpa I[BeTHOCTB Mpemnapata He A0JKHA ObITh | COOTBETCTBYET

0OJIBIIIC IBETHOCTH PACTBOPA CPABHCHUS

Y
OtHocurenbHas miotHocTs (d 20/20) Ot 1,006 1o 1,010 1,008
pH Ot 5,6 10 6,1 5,8
OcMOJISIIIBHOCTD Ot 270 o 330 MOcMmoIB/KT 290 MOcMOJTIB/KT
OIHOPOIHOCTD MACCHI Cpennsist macca 103bl: 45 Mr + 15 %. 46,13 mr
BBICBOOOKIAEMOI JTO3BI OIHOPOIHOCTH MACCHI JO3bI: TOJDKHA

COOTBETCTBOBATE.
KonngectBo 103 B KOHTelHEpe He menee 143 no3 B ynakoBke. 180 no3
ITpumecu [Ipumecs A (IPOIYKT THAPONIH3A) — 0,0 %

He 6oiee 0,5 %

ITpumecn ZP-1 — He 6oiee 0,5 % 0,0 %

Enuanynas HemaeHTH(HUINPOBaHHAS 0,0 %

npuMech — He 6onee 0,1 %

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

ne Gonee 10 KOE/mn

O6mree grciio mpoxokeBbix U miecHeBbIX | 0 KOE/Mn

rpu6os — He 6onee 10! KOE/mn

Omcymcmaue Pseudomonas
aeruginosa/ma

OrcyteTByIOT B 1,0 Mt

Omcymcmaue Staphylococcus aureus/mn

OrcyteTByIOT B 1,0 Mt

KonuuectBennoe onpenenenue
OKCHUMETA30JIMHA THIPOXJIOpUIa

475-525 MKT OKCHMETA30JIMHA
THIPOXJIOPHIA/MIT.

501 mMxr/mn

Haumenosanne ADC:

OKkcuMeTa30IMHa THAPOXIIOPHU/T

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

[IpousBoauTens u crpana npousBoacTtsa ADC:

I'epmanus

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: 367050A
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:

Ouenka: Cepust cootBercTBYyeT crnemudukanuu cornacio HJ JITI-
Ne(010335)-(PI'-RU) ot 28.05.2025.

Hata / Iloanuch YnoanomoueHnoro juua (YJI): 18 mapma 2026 2. /noonucano/
Iramm: Knapa X. I'apcus-Bepuexo /e Cayoe
FAMAR Iy

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



Product:

SAP-Code: 05503274
Batch no.: 367050A
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/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 opaiesceint | Conforimns
than reference suspension I.
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 1.008
pH From 5.6 t0 6.1 5.8
Osmolality From 270 to 330 mOsmol/kg 290 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 46.13 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 180 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 pug/dose, 10 mi

SAP-Code: 05503274
Batch no.: 367050A
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/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 ug of oxymetazoline 501 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
API name: Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number: 24272100
FP Manufacturer AP] Batch number: 2501439
; Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND JM-

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

Date / Signature of Qualified Person: mm;‘% <

Clara N, ks —Berneso Bl SHODE

¥

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 367050A new format
Haseanue gokymenTa

This certificate confirms that the document 367050A 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 / [laHHbI cepTudmkaT NoATBepXAaeT, YTo AOKyMeHT 367050A new format,
W3Ha4anbHO HaNMCaHHbIA Ha aHrMNACKOM si3bike, BbiN NepeBeaeH B COOTBETCTBUMN C AencTeyoLWUm
cornalieHmem ob okasaHUW YCryr C aHrmuIACKOro A3bika Ha PYCCKUi A3bIK cepTULUMpPOBaHHbIM
NepeBoAYMKoM, obnajalwym [OCTaTOYHLIMM HaBblkaMu  Ans OCyLecTBMneHuss nepesoga u
NPOBEpKW AOKyMeHTa. [laHHbIN cepTudMKaT Takke NOATBEPXKAAET, UTo nepesoA npoLuen NpoBepKy
Ha NPaBWNbHOCTbL U NONHOTY OTHOCUTENbHO UCXOAHOrO LOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MNepeBog BbINONHEH:

Date and Signature / Jata u 19.03.26
nognucb

Translation checked for Karim Halida / Head
correctness and completeness
by / TepeBoa nposepeH Ha
NpaBUNbLHOCTL U NOMHOTY:

Date and Signature / Jata n 19.03.26
noanuch
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