IIpenapat:

Kox SAP:
Homep cepuu:
JlaTa nmpou3BoACTBA (MM.ITIT):

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

Crp.1u32

CEPTUDUKAT AHAJIN3A

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBII
Ja03upoBaHHbI, 11,25 Mkr/n03a, 10 mu

05503273
367760A
02.2026
01.2029

IIpou3BoauTEIb COIIACHO perucTpanuu B Poccumn:

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

ITokazaTenb Crnenunduxkannu PesyibTaTsl
Nnentndukanus Bpewms yaepkuBaHus OCHOBHOT'O MTMKA Ha CooTBeTCTBYET
OKCUMETA30JIMHA XpOMaTOrpaMMe UCIBITYEMOTO pacTBOpa
TUAPOXJIOpHIA JOJI’KHO COOTBETCTBOBATH BPEMEHU
yIIep>KUBaHMS OCHOBHOTO MHKA Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
OKCUMETA30JIMHA TUIPOXIIOPUIA, TOTYICHHON
IPpU KOJIMYECTBEHHOM ONPEIEICHUN.
[Ipo3paunocts OnanecueHnus npenapaTa He T0JKHA ObITH CootBercTBYET
00JIbIIIEe OMAJIECIIEHIINH CYCTIEH3UU cpaBHeHus |.
[IBeTHOCTH pacTBOpa [IBeTHOCTH Mpenapara He MoJKHA ObITh Oobiie | COOTBETCTBYET
IIBETHOCTH PacTBOpa cpaBHEHUS Y7
OtHOocHUTEILHAS Ot 1,006 oo 1,010 1,007
rmiotHOCTh (d 20/20)
pH Ot 5,6 110 6,1 5,9
OCMOJISUTBHOCTD Ot 270 no 330 MOcmons/kr 289 MOcMoB/KT
OIHOPOAHOCTH MaCChl Cpennsist macca 10361 45 mr = 15 %. 45,13 mr
BBICBOOOIAEMON JO3BI OIHOPOAHOCTH MacChl JO3bI: TOKHA
COOTBETCTBOBATb.
KonuuecTtBo 103 B He menee 143 no3 B ynakoBke. 172 no3
KOHTEHHEepe
[Ipumecu [Ipumech A (IpoAYKT rUApONIN3a) — HE Oosee 0,0 %
0,5 %
[Tpumecs ZP-1 — ne 6onee 0,5 % 0,0 %
Ennanynas HewaeHtudunupoBannas npumech — | 0,0 %
ue 6oiee 0,1 %
Cymma npumeceii — He 6outee 1,2 % 0,0 %
Mukpobuosornueckas O6miee uncio adpoOHbIX OakTepuii — He 6onee |0 KOE/mn
YUCTOTA 10 KOE/mn
OO0r11ee YnCIo IPOKIKEBBIX U TUIECHEBBIX 1 KOE/mn
rpu6oB — He 6onee 10! KOE/mn
OrcyrctBue Pseudomonas aeruginosa/mn OTCyTCTBYIOT B
1,0 M
OrcytctBue Staphylococcus aureus/mn OTCyTCTBYIOT B
1,0 M
KonnaecTBeHHOE 237,5-262,5 MKT OKCHMETa30JInHA 251,0 MKr/mi
onpeieseHue TUAPOXIIOPHIA/MIT.
OKCUMETa30JInHA

TUIPOXJIOpUAA
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CEPTUDUKAT AHAJIN3A

IIpenapat:

Kox SAP:
Homep cepuu:
JlaTa nmpou3BoACTBA (MM.ITIT):

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):
IIpou3BoauTEIb COIIACHO perucrpanuu B Poccun:

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBII
Ja03upoBaHHbI, 11,25 Mkr/n03a, 10 mu

05503273

367760A

02.2026

01.2029

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

HaumenoBanne ADC:

OKcuMeTa30aMHa THIPOXIIOPU/T

MHH: OKcumeTa30nnH
Howmep cepun npoussogutens APC: 24272100
Howmep cepun ADC npoussoaurens ['T1: 2501439 /2501783

[TpousBoauTens u crpana npousBoacTsa ADC:

Siegfried PharmaChemikalien Minden GmbH,

I'epmanus

Ouenka: Cepusi COOTBETCTBYET CHEIIU(PUKAIIUU COTIIACHO
HJI JITT-Ne(010335)-(PT-RU) ot 28.05.2025.

Hata / Iloanuch YnoanomoueHnoro juua (YJI): 18 Mapma 2026 2. /noonucano/

Knapa X. I'apcusi-bBepmexo /e Canoe

A\

Iramm:
FAMAR
Health Care Services

Avda. Leganés, 62

28923 Alcorcon, Madrid, Spain




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyvy):
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

05503273
367760A
02.2026
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 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 | 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 5.9
Osmolality From 270 to 330 mOsmol/kg 289 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15 %. 45.13 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 172 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.yvyy):
Expiry date (mm.yyyy):

Manufacturer according to the
registration in Russia:

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

05503273
367760A
02.2026
01.2029

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

Microbial purity TAMC — NMT 10? CFU/ml 0 CFU/ml
TYMC — NMT 10! CFU/ml 1 CFU/mi
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml

Assay 237.5 — 262.5 ug of oxymetazoline 251.0 pg/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name : Oxymetazoline hydrochloride

INN: Oxymetazoline

API| manufacturer batch number : 24272100

FP Manufacturer AP| Batch number: 2501439 / 2501783

APl Manufactured by & country: gegfned PharmaChemikalien Minden GmbH,
ermany

Assessment: The batch complies with the specification according to ND JII-

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

Date / Signature of Qualified Person:
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