FAMAR

Ceprudukart cooTBeTCTBHS

05503273 HABUBUH CEHCHUTMUB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPES HA3AJIBHOT'O (Poccus)

Kon marepuana nocrasmuka: 80819476

Cepusi: 371220A
Jara npomsBoactsa: 17.03.2026
Hcnoan3oBanublie cepun ADC

Brinymennoe xonudectBo: 37 998 wi.
Cpox rogaocTu: ®eppans 2029 r.

Homep Howmep cepun
Kox Omnucanue CEpHUH IIOCTaBIIMKA [IpOM3BOAMTEID Crpana
10501253 OKCUMETA3OJIMHA 2600215 24282037 SIEGFRIED PHARMACHEMIKALIEN TEPMAHUMS
TUAPOXJIOPU/ MINDEN GmbH
PE3YJIBTATBI AHAJIM3A
IMOKA3ATEJIb CIHNEIIMOUKALIUA ITPU PE3YJIbTATHI
BBIITIYCKE

OIIMCAHUME PACTBOPA — IBETHOCTD

PactBop okpaiieH He 0oJiee HHTCHCHBHO,

YeM BOJIa OYUILCHHAS / PACTBOP
cpaBHeHUs Y7

CooTBeTCTBYET

OIINCAHUME PACTBOPA — ITPO3PAUYHOCTbD PactBop He OoJiee OmaeCIUPYOLIHIA, CootBeTcTBYET
YeM BOJIa OYUILCHHAS / CYCIICH3HS
cpaBHeHwUs I
OTHOCUTEJIBHAS TIJNIOTHOCTD (d 20/20) 1,006-1,010 1,007
PH 5,6-6,1 5,9
CPEJIHSSI MACCA BBICBOBOXJIAEMOM JIO3bI 38,25-51,75 mr 46,44 mr
(JIA OAHOI'O ©JTAKOHA)
OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-1 0
OHOI'O ®JIAKOHA) (25 %)
OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-0 0
OJHOI'O ®JIAKOHA) (£35 %)
OCMOJIAJIBHOCTD (MOcMmoib/Kr) 270-330 MOcMmomb/Kr 291
CPEJIHEE KOJIMYECTBO J103 B KOHTEMHEPE  He menee 143 103 191
OBBEM ®ACOBKU > 10 mn 12 mn
NAEHTUDOUKALIMA OKCUMETA3OJIMHA JomxkeH cOOTBETCTBOBATh CootBeTcTBYET
T'MAPOXJIOPUIA
KOJIMYECTBEHHOE OITPEJIEJIEHUE 237,5-262,5 MKr/mn 249.,6
OKCUMETA3OJIMHA TUAPOXJIOPUJA
TTIPOAYKT I'MAPOJIN3A < 0,5 % OTHOCUTEILHO COACPKAHUS 0,0 %
OKCHMETa30JIMHA THAPOXIOpHIa
ZP-1 < 0,5 % OTHOCUTEILHO COACPKAHHS 0,0 %
OKCHMETA30JIMHA THIPOXJIOpHIA
HEUJIEHTU®ULIMPOBAHHBIN [TPOJYKT < 0,1 % OTHOCUTENLHO COAEPKAHUS 0,0 %
JETPAJALINN C HAUBOJIBILIMM OKCHMETA30JIMHA THAPOXJIOpUIa
COAEPXXAHUEM
CYMMA TTPOJAYKTOB JETPAJJALINN <12% 0,0 %
PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrctBHe B 1 Mt OtcyTcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OrcyrtcTBHe B 1 M OrtcyTcTBHE
OBIIEE YNCJIO ASPOBHBIX He 6onee 10> KOE/mn 0 KOE
MUKPOOPTAHMU3MOB (TAMC)
OBIEE YMCJIO JPOXCKEBBIX Y INIECHEBBIX  He 6omee 10! KOE/mi 0 KOE
I'PUBOB (TYMC)
CTEPMJIBHOCTb CooTBeTCTBYET CooTBeTCTBYET

Otknonenns: HET [x] A [ ] Eciu cyniecTBeHHbIE OTKJIIOHEHHS (KOTOpPBIE MOTYT MOBJIMSTH Ha

KauecTBO Ipernapara).

Ornucanue coOOBITUS:
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FAMAR

Ceprudukart cooTBeTCTBHS

05503273 HASUBHUH CEHCHUTUB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPESI HA3BAJIBHOT'O (Poccust)

Kon marepuana nocrasmuka: 80819476

Cepust: 371220A Brinymennoe xonudectBo: 37 998 wi.
Jara npomsBoactsa: 17.03.2026 Cpox rogaocTu: ®eppans 2029 r.
Hcnoan3oBanublie cepun ADC

Homep  Howmep cepun

Kox Omnucanue CEpHUH IIOCTaBIIMKA [IpOM3BOAMTEID Crpana
10501253 OKCUMETA3OJIMHA 2600215 24282037 SIEGFRIED PHARMACHEMIKALIEN TEPMAHUA
T'MAPOXJIOPU/] MINDEN GmbH
INPUMEYAHHUE:
Jannplii npenapar Obul mpoananuzupoBaH B coorBercTBuM ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByienne o cepruukanum:

HacrosimmuM ygocToBepsito, YTO BCE ATalbl MPOU3BOJACTBA JAaHHOH CEpPUHM TOTOBOTO
JIEKapCTBEHHOT'O MpernapaTa ObUTM BBIMOJHEHBI B MMOJHOM COOTBETCTBUH C TPEOOBaHUSIMU
[IpaBun Hagnexameit npousBoacteeHHol npaktuku (GMP) EC u (B ciydyae mpou3BoacTBa
Ha Tepputopun EC) m TpeGoBaHUAMH pPETUCTPAIMOHHOTO(-bIX) YIAOCTOBEpEHUs(-uii) B
cTpaHe(-ax) Ha3HAuYCHUSI.

Beinymeno: JIVIC PAMUPEC ITognuce:
(YnomHOMOYEHHOE JTUIIO) /noonucarno/ 16 anpens 2026 2.
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Ctp.1u32

CEPTUDPUKAT AHAJIN3A
IIpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHbII
J103upoBaHHbI, 11,25 Mmkr/103a, 10 mu
Kon SAP: 05503273
Howmep cepumn: 371220A
JlaTa mpou3BoacTBa (MM.ITIT): 03.2026
JlaTa ucTeyeHHus CPOKAa rOAHOCTH (MM.ITIT): 02.2029

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn:

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

Iloka3zaTenb Cnenunduxannu PesyibTaTsl
Nnentndukanus Bpewms yaep:kuBaHusi OCHOBHOT'O MMKA Ha CooTBeTCTBYET
OKCUMETA30JIMHA XpOMaTOrpaMMe UCIBITYEMOTO pacTBopa
TUAPOXJIOpHIA JOJI’KHO COOTBETCTBOBATh BPEMEHU
yIIep>KUBaHHS OCHOBHOTO MUKA Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBopa
OKCUMETA30JIMHA TUPOXIIOPUIA, TOTYICHHON
IPU KOJIMYECTBEHHOM ONPEIEICHUN.
[Ipo3paunocTs OmnanecueHuus npenapaTa He T0JKHA OBITH CootBercTBYET
00JIbIIIe OMaJIECIIEHIINH CYCIIeH3UU cpaBHeHus |.
LIBeTHOCTH pacTBOpa [IBeTHOCTH Mpenapara He M1oJKHA ObITh Oobie | COOTBETCTBYET
I[BETHOCTH pacTBOpa cpaBHEHUS Y7
OtHOocHUTEILHAS Ot 1,006 oo 1,010 1,007
riotHocTh (d 20/20)
pH Ot 5,6 110 6,1 5.9
OCMOJISUTBHOCTD Ot 270 no 330 MOcmons/kr 291 MmOcMonb/KT
OIHOPOAHOCTH MACChl Cpennsist macca 103b1: 45 mr + 15 %. 46,44 mr
BBICBOOOXIAEMON JO3BI OIHOPOIHOCTH MacChl JO3bI: TOKHA
COOTBETCTBOBATb.
KonuuecTBo 103 B He menee 143 no3 B ynakoBke. 191 no3
KOHTEHHEepe
[Ipumecu [Ipumech A (IpoAYKT rUApONIN3a) — HE Oosee 0,0 %
0,5 %
ITpumecs ZP-1 — ne 6onee 0,5 % 0,0 %
Ennanunas HemaentudunupoBannas npumech — | 0,0 %
ue 6oiee 0,1 %
Cymma npumeceii — He 6oiee 1,2 % 0,0 %
Mukpobuosornueckas O6miee uncio adpoOHbIX OakTepuii — He 6onee |0 KOE/mn
YUCTOTA 10 KOE/mn
OO6r11ee YnCo IPOXKIKEBBIX U TUIECHEBBIX 0 KOE/Mmn
rpu6oB — He 6onee 10! KOE/mn
OrcyrctBue Pseudomonas aeruginosa/mn OTCYTCTBYIOT B
1,0 M
OrcytctBue Staphylococcus aureus/mMn OTCyTCTBYIOT B
1,0 M
KonnaecTBeHHOE 237,5-262,5 MKT OKCHMETa30JInHA 249,6 MKI/MI
onpeieNeHue TUAPOXIIOPHUIA/MIT.
OKCHUMETAa30JIMHA

TUPOXJIOpUAA




Ctp.2u32

CEPTUDUKAT AHAJIN3A

IIpenapat:

Kox SAP:
Homep cepuu:
JlaTa nmpou3BoACTBAa (MM.ITIT):

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

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHbII
J103upoBaHHbI, 11,25 Mmkr/103a, 10 mu

05503273

371220A

03.2026

02.2029

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

Haumenosanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU A

MHH: OKcumeTa30nH
Howmep cepun npoussogutens APC: 24282037
Howmep cepun ADC npoussoaurens ['T1: 2600215

[IpousBoauTens 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 YnoanoMmoueHnoro juua (YJI): 17 anpens 2026 2. /noonucano/

JIVUC PAMUPEC / VJI
FAMAR MADRID

ITamm:
FAMAR
Health Care Services

Avda. Leganés, 62

28923 Alcorcén, Madrid, Spain




FAMAR

Certificate of Conformity

05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU)

Customer material code: 80819476

Batch: 371220A

Date of manufacture: 17.03.2026

API Batches used

Quantity released: 37.998 UN
Expiry Date: 02.2029

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600215 24282037 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
ANALYTICAL RESULTS

TEST RELEASE RESULTS
SPECIFICATIONS

APPEARANCE OF SOLUTION COLOR Not more colored than purified Conforms
water/reference solution Y7

APPEARANCE OF SOLUTION CLARITY Not more opalescent than purified Conforms
water/reference suspension |

RELATIVE DENSITY d 20/20 1,006 - 1,010 1,007

PH 5,6-6,1 5,9

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 46,44 mg

INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0

INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 291

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 191

FILLING VOLUME >=10 ml 12 mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 249,6

HYDROLISIS PRODUCT <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride

ZP-1 <= 0,5% related to the content of 00%
Oxymethazoline hydrochloride

LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0,0 %
Oxymethazoline hydrochloride

TOTAL DEGRADATION PRODUCTS <=12% 0,0%

PSEUDOMONA AERUGINOSA IN 1 ML Absence/m| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <= 102 CFU/mI 0 cfu

Microbial Contamination FUNGI (TYMC) <= 10" CFU/mi 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO [&1 YES [ 1 If significant deviations (which may have an impact on the quality of product).

Description of e event:
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FAMAR

Certificate of Conformity

05503273 NASIVIN SENS. 0,025% 10ML 1INH (RU)

Customer material code: 80819476
Batch: 371220A Quantity released: 37.998 UN

Date of manufacture: 17.03.2026 Expiry Date: 02.2029

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600215 24282037 SIEGFRIED PHARMACHEM  DE

IKALIEN MINDEN GmBH

PNT:
This product has been analized by SOP: WIN-0000677 / WIN-0009323

Certification statement:
| hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP
requirements of the EU and (when within the EU) with the requirements of the Marketing Authorization(s) of the destination

country/countries.

Released by: Signature:
(Qualified person)

W? MI"\{AE/L
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NEAPR2oTE
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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
371220A
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 Y7
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 291 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15 %. 46.44 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 191 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.: 371220A
Manufacturing date (mm. : 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 10? CFU/ml 0 CFU/ml
TYMC — NMT 10" CFU/ml 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 237.5 — 262.5 ug of oxymetazoline 249.6 ug/ml
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24282037
FP Manufacturer APl Batch number: 2600215
) Siegfried PharmaChemikalien Minden GmbH,
AP| Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND J1I1-
Ne(010335)-(Pr-RU) from 28.05.2025. -
A>xnern [

-

Date / Signature of Qualified Person:

Lu@; famiacet sy Qe
FAMAR PAViaR MasCs
Heallh Care Services

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




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 371220A
HasBaHue gokymeHTa

This certificate confirms that the document 371220A 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 / [laHHbii cepTudmkaT noareepxpaeT, 4Yto AokymeHT 371220A, w3HauanbHo
HaMUCaHHLIN Ha aHrWiAckoM si3bike, ObIN NepeBeaeH B COOTBETCTBUAM G AencTByoWNM
cornaiieHnem o6 okasaHuW YCryr C aHrmMACKOro A3bIka Ha PycCKMil A3bik cepTMdULMPOBAHHLIM
NepesoAYMkoM, obnagalolmUm [OCTaTOYHLIMKU HaBblkamMmu Ans OCylLecTBMNeHuss nepesoa W
NPOBEPKN AOKYMEHTa. [laHHbIV cepTudUKaT Takke NOATBEPXAAET, YTO NEePEBOA, NPOLLEN NPOBEPKy
Ha NPaB1NbHOCTb W NONHOTY OTHOCUTENbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBos BbINOMHEH:

Date and Signature / [lata u 20.05.26
noanuce

Esnokumosa Kcenns / Mepegaypk

Translation checked for Karim Halida / Head of; Iity Control Department
correctness and completeness
by / MMepeBoa nposepeH Ha

NPaBUIbHOCTb U NOSMHOTY:

Date and Signature / [lata u 20.05.26
noanuce

Kapum Xanuaa / PykoBdfutesib Otaena KoHTpons KauecTsa




