Crtp. 1 u32

CEPTU®UKAT AHAJIU3A
IIpenapar: HA3UBUH® CEHCUTUB,
cnpeil Ha3aJbLHbIH 103UPOBAHHBIH,
22,5 mkr/mo3a, 10 mu

Kox SAP: 05503274
Homep cepun: 370980A
JdaTa npou3BoacTBa (MM.ITIT): 03.2026
Jara ucreyeHusi CpoOKa roJIHOCTH 02.2029
(MM.ITIT):
IIpou3BoauTteb coraacHo perucrpauun Famar Health Care Services Madrid, S.A.U.
B Poccuu:
Iloka3zaTenb Cnenndukanun PesyabTaTsl
Nnentndukanus Bpewmst yaep>xuBaHusi OCHOBHOTO ITMKa Ha CooTBeTCTBYET
OKCHUMETAa30JInHA XPOMAaTOrpaMMe UCTIBITYEMOTO pacTBOpa
TUAPOXJIOpHIA JOJKHO COOTBETCTBOBATh BPEMEHU

yAep>KUBaHUsI OCHOBHOTO MHKa Ha

XpomaTorpaMMe CTaHJIapTHOT'O pacTBOpa

OKCHMETAa30JIMHA TUAPOXJIOPHIA, TOTYIEHHOM

MIPU KOJMYECTBEHHOM OIPEICTICHHH.
[Ipo3paunoctsb OmnastecrieHIus Ipernapara He JI0JKHA OBITh CooTBeTcTBYET

00JIbI1Ie ONANIECIICHIINH CYCTIeH3UU CpaBHEHNUS |.
LBeTHOCTH pacTBOpa [[BeTHOCTH Mpenapata He JoJKHA ObITh OoJbie | COOTBETCTBYET

I[BETHOCTH pacTBOpa cpaBHEHUS Y7
OTHOCHUTENLHAS Ot 1,006 10 1,010 1,008
miotHOCTh (d 20/20)
pH Ot 5,6 0 6,1 5,9
OCMOJISITIBHOCTh Ot 270 no 330 mOcMoIIB/KT 291 MOcMOJIB/KT
OIHOPOAHOCTH MaCChl Cpennsist Macca 103bl: 45 mMr = 15 %. 4598 mr
BBICBOOOKJaeMOM 710361 | OTHOPOTHOCTH MACCHI JIO3bI: TOJDKHA

COOTBETCTBOBATb.
KonuuecTtBo 103 B He menee 143 103 B ynmakoBke. 180 no3
KOHTEHHEepe
[Ipumecn [Tpumecs A (IPOYKT THAPOIH3A) — 0,0 %

He 6onee 0,5 %

ITpumecs ZP-1 — we 6omnee 0,5 % 0,0 %

Enunnynas HeuaeHTU(UIUpoBaHHAS 0,0 %

npumech — He 6ostee 0,1 %

Cymma npumeceii — He 6onee 1,2 % 0,0 %
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CEPTU®UKAT AHAJIU3A
IIpenapar: HA3BUBUH® CEHCUTUB,
cnpeil Ha3aJbLHbIH 103UPOBAHHBIH,
22,5 mkr/mo3a, 10 mu

Kon SAP: 05503274
Howmep cepumu: 370980A
JlaTta mpou3BoacTBa (MM.ITIT): 03.2026
JlaTa McTeyeHHs CPOKA TOAHOCTH 02.2029
(MM.ITIT):
IIpou3BoauTteb coraacHo perucrpauun Famar Health Care Services Madrid, S.A.U.
B Poccum:
Muxkpobuonorndeckas | O61ee yucio adpoOHbIx O6akrepuii — He Oonee |0 KOE/mMn
qUCTOTA 10> KOE/Mn

OO111ee 9ncIo APOXKIKEBBIX U TUIECHEBBIX 0 KOE/mn

rpu6oB — He Gonee 10! KOE/Mn

OtcyrcTBue Pseudomonas aeruginosa/mi OTCYTCTBYIOT B

1,0 M
OtcyrctBue Staphylococcus aureus/mn OTCYyTCTBYIOT B
1,0 M

KonnuectBennoe 475525 MKT OKCHMETa30I1MHa 498 MKr/MIT
onpeieseHue THIPOXJIOPHIa/MIT.
OKCHMETa30JIMHA
TUAPOXJIOPHIA

Haumenosanne ADC:

OKcuMeTa30aMHa THIPOXIIOPUT

MHH: OKcumeTa30nnH
Howmep cepun npoussogutens APC: 24282037
Howmep cepun ADC npoussoaurens ['T1: 2600215

[IpousBoauTens u crpana npousBoacTsa ADC:

Siegfried PharmaChemikalien Minden GmbH,
I'epmanus

OueHka:
(PT-RU) ot 28.05.2025.

Jara / Hoanuch Ynoauomodenuoro guna (YJI):

Cepus cootBercTByeT crienudukanmu cormacHo HJI JITT-Ne(010335)-

21 anpens 2026 2. /noonucano/

MITamn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain

Jhyuc Pamupec / VII
FAMAR MADRID




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):
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CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose, 10 ml

05503274
370980A
03.2026

Expiry date (mm.yyyy):

02.2029

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 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
than reference suspension |.
Color of the solution The product should be not more colored than | Conforms
color reference solution Y5
Relative density (d 20/20) |From 1.006 to 1.010 1.008
H From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 291 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 45.98 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 ug/dose, 10 mi
SAP-Code: 05503274
Batch no.: 370980A
Manufacturing date (mm.yyyy): 03.2026
Expiry date (mm.yyyy): 02.2029
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 aeruiginosa — absence/ml| Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 475 - 525 pg of oxymetazoline 498 ug/mil
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24282037
FP Manufacturer API Batch number: 2600215
. Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND Ni-

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

Date / Signature of Qualified Person:

FAMAR

Health Care Services

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

79 APR 2o7 € //

Luwr, MAMtaz / QP

Fana MA & @
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 370980A new version
Ha3BaHue noKyMeHTa

This certificate confirms that the document 370980A new version 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 / [aHHbii cepTudUukaT NoATBEpPXAAET, YTO AOKyMeHT 370980A new version,
U3Ha4yanbHO HaNWUCaHHbIA Ha aHruicKom ssbike, Bbln NepeseAeH B COOTBETCTBUMN C AEUCTBYOLWUM
cornaweHvem o6 oKasaHuW YCnyr C aHrfMACcKoro A3bika Ha PYCcCkui A3bik cepTUduULMpoBaHHbIM
nepeBoaYMkoM, obnagarowmm [JOCTaTOYHLIMU HaBblkaMW ANSA  OCYLECTBMeHWa nepesoja U
NPOBEpKN AOKYMeHTa. [laHHbI cepTudmkaT Takke NoATBEPXAAaET, YTO NepeBoj NpoLuen NpoBepky
Ha NPaBWIbHOCTb M NONHOTY OTHOCUTENbHO UCXOAHOro AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopn BbINOSTHEH:

Date and Signature / Jata n 12.05.26
noanuch

Espokumona Kcernun / MNepepogumnk

Translation checked for Karim Halida / Head 6§/
correctness and completeness
by / TlepeBon npoBepeH Ha
NpaBUNbHOCTL U NOMHOTY:

Date and Signature / Jata n 12.05.26
nognuce

ality Control Department

Kapum Xanuna / Pykospanpens Otnena Kodtponsa Kadecrsa

{
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