IIpenapar:

Kox SAP:
Homep cepumn:

JlaTa npou3BoacTBa (MM.ITIT):

Crtp. 1 u32

CEPTUO®UKAT AHAJIM3A

HABUBHUH® CEHCHUTUB, cnpeii Ha3aIbHbI
JM03UpOBaHHbIN, 11,25 Mkr/no3a, 10 mu

05503273
367480A
01.2026

JdaTra __mncredyeHuss __cpoka _ roaHocTu 12.2028
(MML.ITIT):
IIpousBoaurtensb coriaacHo perucrpauun Famar Health Care Services Madrid, S.A.U.
B Poccum:
Iloka3areanb Crnenudpuxkanuu Pe3yabTaThl
WNnentudukanus Bpewms ynepxxuBanusi ocHOBHOTO mHka Ha | COOTBETCTBYET
OKCHMETa30JIMHa XpOMaTorpamMMe HCHBITYEMOTO pPacTBOpa
TUAPOXJIOPHIA JIOJDKHO COOTBETCTBOBATh  BpPEMEHU
YVACp)KUBAHUS  OCHOBHOTO  THKa  Ha
XpOMaTOrpaMMe CTAaHJAPTHOTO pacTBOpa
OKCHMETa30JIMHa THAPOXJIOPHIA,
MOJTy4YEeHHOM npu KOJIMYCCTBEHHOM
OTIPEJICTICHUH.
[Ipo3paunocTs OnanecueHuus npenapara He JojkHa | COOTBETCTBYET
OBITH OOJIBIIIE OMAJCCICHIIUU CYCIICH3UU
cpaBHeHus L.
[{BeTHOCTB pacTBOpa [IBeTHOCTH mpemapaTra He AO0DKHA OBITH | COOTBETCTBYET
0OJbIIIe I[BETHOCTU PACTBOPA CPABHECHHUS
Y7
OTHOCHUTENLHAS Ot 1,006 1o 1,010 1,007
m1otHOCTh (d 20/20)
pH Ot 5,6 no 6,1 5,9
OCMOIAIBHOCTD Ot 270 no 330 MOcMmonb/Kr 288 MOcMOIB/KT
OIHOPOAHOCTH Maccol | Cpegnsis macca 1036l 45 mr + 15 %. 46,58 mr
BBICBOOOKIaeMoM 0361 | OMHOPOAHOCTh MAacChl  JO3BI:  JOJDKHA
COOTBETCTBOBATb.
KonuuecTBo 103 B He menee 143 no3 B ynakoBke. 178 no3
KOHTEHHEepe
[Ipumecu [Ipumecs A (mpoaykt rugponuza) — ue|0,0 %
ooiee 0,5 %
ITpumecs 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 %
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CEPTUDUKAT AHAJIU3A
Ilpenapar: HABUBHUH® CEHCHUTUB, cnpeii Ha3aIbHbI
JM03UpOBaHHbIN, 11,25 Mkr/no3a, 10 mu
Kox SAP: 05503273
HomMmep cepun: 367480A
JlaTa npou3BoacTBa (MM.ITIT): 01.2026
Jlata wucreyeHusi cpoka roguoctu 12.2028
(MML.ITIT):

IIpousBoaurtensb coriaacHo perucrpauun Famar Health Care Services Madrid, S.A.U.
B Poccun:

Mukpobuosornueckas O6mee uncno a’podubix OakTepuit — He |0 KOE/mMn
YHCTOTA 6onee 10 KOE/Mn
O6miee yncino apoxokeBbIXx U TiecHeBbIX |0 KOE/mn
rpu6oB — He 6onee 10! KOE/Mn
Omcymcmeue Pseudomonas OrcyrerBytoT B 1,0 Mot
aeruginosa/min
Omcymcmeue Staphylococcus aureus/mn | OrcyrcTByrOT B 1,0 M1
KonnaecTBeHHOE 237,5-262,5 MKT okcuMeTaszonuHa | 250,9 MKr/mi
onpeieNeHue TUAPOXIIOPHIA/MIT.
OKCHUMETAa30JInHA
TUAPOXJIOPHIA
Haumenosanue ADC: OKcuMeTa30aMHa THAPOXIIOPUT
MHH: OKcumeTa3onnH
Howmep cepun npoussogutens APC: 24272100
Howmep cepun ADC npoussoaurens ['T1: 2501439
[TpousBoautens u crpana mpousBoacTBa ADC: | Siegfried PharmaChemikalien Minden GmbH,
I'epmanus
OneHka: Cepust cootrBercTByeT creuupukanuu cormacHo HJ[ JIII-
Ne(010335)-(PI'-RU) ot 28.05.2025.
Jara / Iloamuch YnoanomMo4yennoro juua (YJI): 16 mapma 2026 2. /noonucano/
Mrammn: Jlyuc Pamupes/VJ1
FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain
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SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyvyy):
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

056503273
367480A
01.2026
12.2028

Manufacturer according to the

reqgistration in Russia:

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

than reference suspension |.

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 nct more opalescent | Conforms

Color of the solution

The product should be not more colored than
color reference solution Y7

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 288 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 46.58 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 178 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 mli

05503273
367480A
01.2026
12.2028

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/ml
Pseudomonas aeruginosa — absence/ml Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 237.5 - 262.5 ug of oxymetazoline 250.9 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
API name: |Oxymetazoline hydrochloride
INN: Oxymetazoline
API| manufacturer batch number: 24272100
FP Manufacturer AP| Batch number: 2501439
API Manufactured by & country: giegfried PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND JIM-

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

Date / Signature of Qualified Person:

MAR

Care Services

da. Leganés, 62 .
25925 Slecorcon, Madrid, Spain
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOLA

Name of the document / 367480A new format
HasBaHue AOKyMeHTa

Evdokimova Ksenia / Translator
Translation performed by /

MepeBon BbINOAHeK: EBnokumosa Kcenuns / Mepesogun

Date and Signature / Hata wu
noanuce

Translation checked for
correctness and completeness
by / MNepesogy nposepeH Ha
NPaBWUNbLHOCTL U MOMHOTY:

Date and Signature / flata u 18.03.26
noanucb
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