IIpenapar:

Kox SAP:
Homep cepumn:

JlaTa npou3BoacTBa (MM.ITIT):

Crtp. 1 u32

CEPTU®UKAT AHAJIM3A

HAZUBUH® CEHCUTUB,

crpeil  Ha3aJIbHbIH

JM03UPOBaHHbIN, 11,25 Mkr/mo3a, 10 mJu

05503273
367820A
02.2026

JlaTa MCTEYEeHHUS CPOKa

roagaoctu 01.2029

! MML.ITIT !:

IIpousBoauTtenL

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

perucrpanuu B Poccun:

Ioka3aresanb Crnenudpuxanuu Pe3yabTaThl
WNnentudukanus Bpems ynepxkuBaHus 0CHOBHOTO TKa Ha | COOTBETCTBYET
OKCHUMETa30JInHA XpoMaTOrpaMMe HCHBITYEMOTO pacTBOpa
TUAPOXJIOPHIA JTOJKHO ~ COOTBETCTBOBAaThH  BpPEMEHHU
yIEp)KUBaHUs OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe CTaHJApPTHOTO pacTBOpa
OKCHUMETa30JIMHA THIPOXJIOPU/IA,
MOJIyYEHHOW  MPU  KOJIWYECTBEHHOM
oTnpeeseHUH.
[Ipo3paunocts Onanecuenius mpenapara He nopKHA | COOTBETCTBYET
OBITH OOJIBIIIC OIMAJIECICHIINH CYCTICH3UH
cpaBHeHuA [
[{BeTHOCTB pacTBOpa [[BeTHOCTH TpemapaTa He JNOKHA OBITH | COOTBETCTBYET
0OJIbIIIe IIBETHOCTH PACTBOpA CPaBHEHUS
Y7
OTHOCHUTENLHAS Ot 1,006 1o 1,010 1,007
miotHOCTh (d 20/20)
pH Ot 5,6 110 6,1 5,9
OCMOJISITBHOCTD Ot 270 1o 330 MOcm/kr 290 MOcwm/kr
OIHOPOAHOCTH Maccol | Cpegnsis macca 1036l 45 mr £ 15 %. 45,30 mr
BBICBOOOXKJaeMol 036l | OMHOPOAHOCTh MACChI JIO3BI: JOJDKHA
COOTBETCTBOBATb.
KonuuectBo 1103 B|He menee 143 no3 B ynakoBke. 179 no3
KOHTEHHEepe
[Ipumecu [Mpumecy A (mponykt ruaponuza) — He 0,0 %
ooiee 0,5 %
[Mpumecs ZP-1 — ne 6onee 0,5 % 0,0 %
Envnnynas HeuaeHtudunuposannas | 0,0 %
npumech — He 6oree 0,1 %
Cymma npumeceii — He 6oiee 1,2 % 0,0 %




Crtp. 2 u3 2

HABUBUH® CEHCHUTHUB, cnpeii Ha3ajlbHBIH
JM03UPOBaHHbIN, 11,25 Mkr/n03a, 10 mu

CEPTUDUKAT AHAJIU3A
IIpenapar:
Kox SAP: 05503273
HomMmep cepun: 367820A
JlaTa npou3BoacTBa (MM.ITIT): 02.2026
Jlata ucreyeHuss cpoka roaocru 01.2029
(MM.ITIT):
IIpousBoauTtenL

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

perucrpanuu B Poccun:

Mukpobuosornueckas TAMC — ne 6onee 10> KOE/mn 0 KOE/mn

4ICTOTA TYMC — ne 6onee 10! KOE/mn 0 KOE/Mn
Pseudomonas aeruginosa — orcyrcteue B | OTcyTcTBYIOT B 1,0 Mt
1 mi
Staphylococcus aureus — otrcyrcrBue B|OtcyrcTBYIOT B 1,0 M1
1 M

KoauuectBennoe 237,5-262,5 MKT okcumeTaszoymHa | 250,0 MKr/mit

orpezeNieHue TUAPOXJIOPHUAA/ MIT.

OKCHUMETAa30JInHA

TUAPOXJIOpHIa

Haumenosanne ADC:

OkcumeTa30IMHa THIPOXIIOPUT

MHH: OkcumeTa3zonnH
Howmep cepun npousBoautens ADC: 24272100
Howmep cepun APC npoussoautens ['11: 2501783

[IpousBonutens u ctpana npoussoacrsa ADC:

Siegfried PharmaChemikalien Minden GmbH,
I'epmanus

Ouenka: Cepusi cootBercTByeT crenupukanuu cormacHo HJ[ JITI-
Ne(010335)-(PT'-RU) ot 28.05.2025.
Hara / Iloanuch YnoanomoueHnoro juua (YJI): 16 mapma 2026 2. /noonucano/
ramm: Jlyuc Pamupes/VJ1
FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.vvvy):
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

056503273
367820A
02.2026

Expiry date (mm.yyvyy):

01.2029

Manufacturer according to the

registration in Russia:

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

than reference suspension i.

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

Color of the solution

The product should be not more colored than
color reference solution Y-

Conforms

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 290 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 45.30 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 11,25 yg/dose, 10 ml

SAP-Code: 05503273
Batch no.: 367820A
Manufacturing date (mm.yyyy): 02.2026
Expiry date (mm.yyyy): 01.2029
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 Absent in 1.0 ml
Staphylococcus aureus — absence/mi. Absent in 1.0 ml
Assay 237.5 — 262.5 pg of oxymetazoline 250.0 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
API| name: Oxymetazoline hydrochloride
INN: Oxymetazoline
API manufacturer batch number: 24272100
FP Manufacturer API Batch number: 2501783
API Manufactured by & country: (S;egfned PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND II1-

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

Date / Signature of Qualified Person: 16 MOR 2024 //

—~ Lu@; Ram—<acw /Qp

FAMAR

He-alth Care Services

Avda. Leganes, 52
28923 Alcorcon, Madrid, Spain
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