IIpenapar:

Kon SAP:
Homep cepumu:

JlaTa Npou3BoaACTBA (MM.ITIT):

Crtp. 1 u32

CEPTUO®UKAT AHAJIM3A

HA3UBHUH® CEHCUTHMB, cupeii
Ha3aJbLHbINA 103UPOBaHHbIN, 11,25 MKI/103a,

10 M1

05503273
367490A
01.2026

JlaTa HCTeYEeHHUsI CPOKa roAHOCTH (MM.ITIT):

12.2028

IIpou3BoauTeanb corgacHo perucrpamun B Famar Health Care Services Madrid, S.A.U.

Poccun:
Ioka3arennb Crnenudpuxkanuu Pe3yabTaThl
Wnentudukanus Bpems ynepkuBaHus oCHOBHOro nuka Ha | COOTBETCTBYET
OKCHMETa30JIMHa XpOMAaTOrpaMMe HCIBITYEMOTO pacTBOpa
TUAPOXJIOpHIA JOJDKHO ~ COOTBETCTBOBaTb  BPEMEHHU
yIEp>KUBaHUsI ~OCHOBHOIO IIMKa Ha
XpoMaTorpaMMe CTaHIApTHOTO pacTBOpa
OKCHMETa30JIMHa THJIPOXJIOPH A,
IOJIyUEHHOM  HpU  KOJIMYECTBEHHOM
OIIpE/IeICHUH.
[Ipo3paunocTs Onanecuenuus npemnapara He A0KHA| COOTBETCTBYET

OBITH OOJIBIIE OIMAJIECIEHIIMA CYCIICH3UH
cpaBHeHuA L.

[{BeTHOCTB pacTBOpa

[{BeTHOCTH mpemapara HE JOJKHA OBITH
0OJIbIIE [BETHOCTH PACTBOpPA CPABHEHUS
Y7

CooTBeTCTBYET

OTHOCHUTENLHAS Ot 1,006 1o 1,010 1,007
m1otHOCTh (d 20/20)
pH Ot 5,6 o 6,1 5,9
OCMOJISUTBHOCTD Ot 270 no 330 MOcmons/Kr 292 MOcMOob/KT
OIHOPOAHOCTH Maccol | Cpegnsis macca 1036l 45 mr £ 15 %. 43,77 mr
BBICBOOOXK1aeMOl 1036l | OMHOPOAHOCTh MacChl J03bI:  JTOJDKHA
COOTBETCTBOBATb.
KonuuecTBo 103 B He menee 143 no3 B ynakoBke. 184 no3sl
KOHTEHHEepe
[Ipumecu [Ipumecs A (mponykt ruaponusa) — ue|0,0 %
ooiree 0,5 %
ITpumecs ZP-1 — ne 6onee 0,5 % 0,0 %
Enunuunas HenneHtuduuuposannas | 0,0 %
npumech — He 6onee 0,1 %
Cymma npumeceii — He 6ouee 1,2 % 0,0 %




Crtp. 2 u3 2

CEPTUO®UKAT AHAJIM3A

IIpenapar:

Kon SAP:
Homep cepumu:

JlaTa mpon3BojacTBa (MM.ITIT):

JlaTa ucTeYeHHs1 CPOKA rOAHOCTH (MM.ITIT):
IIpou3BOANTENb COIJACHO PErHCTPAIIMH B
Poccun:

HA3UBHUH® CEHCUTHMB, cupeii
Ha3aJbLHbINA 103UPOBaHHbIN, 11,25 MKI/103a,
10 ma

05503273

367490A

01.2026

12.2028

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

Mukpobuosornueckas O6miee yucio adpobOubix Oaktepuit — He |0 KOE/Mn
YHCTOTA 6onee 102 KOE/mn
Ob6miee uncio npoxokeBbIX U TuiecHEeBBIX | 0 KOE/Mn
rpu6oB — He 6onee 10! KOE/Mn
Omcymcmeue Pseudomonas OtcyrcrByioT B 1,0 M
aeruginosa/ma
Omcymcmeue Staphylococcus aureus/mn | OtcyTcTByroT B 1,0 Mt
KonnaecTBeHHOE 237,5-262,5 MKT oxcuMeTazonuHa | 251,1 MKr/mi
onpeieNeHue THIPOXJIOPHIA/MIT.
OKCHUMETAa30JInHA
TUAPOXJIOPHIA

HaumenoBanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU L

MHH: OKcumeTa3onnH
Howmep cepun npoussogutens APC: 24272100
Howmep cepun ADC npoussoaurens ['T1: 2501439

[IpousBoauTens u crpana npousBoacTsa ADC:

Siegfried PharmaChemikalien Minden GmbH,
I'epmanus

OueHka:

Cepust cootBercTBYeT cnenudukaruu cormacao HJI JIII-

Ne(010335)-(PT-RU) ot 28.05.2025.

JHata / Hoanmuch YnoauomMouenuoro jguna (YJI):

16 mapma 2026 2. /noonucano/

ITammn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain

JIyuc Pamupes/VJI




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose, 10 mi

05503273
367490A
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 | Cenforme
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 t0 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 292 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 43.77 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 184 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:

SAP-Code:

Batch no.:

Manufacturing date (mm.yyyy):
Expiry date (mm.yyyy):

Manufacturer according to the
registration in Russia:

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose, 10 ml

05503273
367490A
01.2026
12.2028

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

Microbial purity TAMC — NMT 10? CFU/mi 0 CFU/ml
TYMC — NMT 10" CFU/mi 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 237.5 — 262.5 ug of oxymetazoline 251.1 pg/ml
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name: Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number: 24272100
FP Manufacturer API Batch number: 2501439
API Manufactured by & country: (Ssiegfried PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND J1I1-

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

Date / Signature of Qualified Person:

CANAR
FAMAIKR

Avda. Leganés, 62 _
28923 Alcorcon, Madrid, Spain

16 MAR 2= )/

[y RArmAs /g0




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 367490A new format
HasBaHnue nokymenra

Evdokimova Ksenia / Translator
Translation performed by
lMepeBopa BbINOMHEH:

Date and Signature / Adata n 18.03.26
nognuce

Esnokumosa Kcenug / Mepeso

Translation checked for Karim Halida / Head o Quélity Control Department

corectness and completeness Kapum Xanupa / Pykosogutens Othen K(/)IHTpOﬂH KauecTtsa
by / Mepesop npoBepeH Ha 7 / /

NPaBUMbHOCTL U MOMHOTY:

Date and Signature / HAdata n 18.03.26
noanuce




