FAMAR

Ceprudukar cooTBeTCTBHS

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

Kon marepuana nocrasmuka: 80819476

Cepusi: 371210A
Jara npomsBoactsa: 16.03.2026
Hcnoan3oBanublie cepun ADC

BeimymenHoe konuuecTtBo: 38 874 mT.
Cpox rogaoctu: ®eppans 2029 r.

Homep  Howmep cepum
Kox Omnucanue CEpHUH nmocraBiika IIpoM3BOAMTENH Crpana
10501253 OKCUMETA3OJIMHA 2600215 24282037 SIEGFRIED PHARMACHEMIKALIEN I'EPMAHUSI
TUAPOXJIOPU/ MINDEN GmbH
PE3YJIBTATBI AHAJIM3A
IMOKA3ATEJIb CIHNEIIMOUKALIUA ITPU PE3YJIbTATHI
BBIITIYCKE

OIIMCAHUME PACTBOPA — IBETHOCTD

PactBop okpaiieH He 0oJiee HHTCHCHBHO,

YeM BOJIa OYUILCHHAS / PACTBOP
cpaBHeHUsl Y7

CooTBeTCTBYET

OIIMCAHUE PACTBOPA —TTPO3PAUYHOCTD

OTHOCUTEJIbHAS ITIJIOTHOCTDS (d 20/20)

PH

CPEJIHSISI MACCA BBICBOBOXKJIAEMO JJO3bI

(JUIS OTHOT'O ®JIAKOHA)

OJIHOPOTHOCTD JIO3UPOBAHUS (JIJIA

OJIHOT'O ®JIIAKOHA) (£25 %)

OJIHOPOTHOCTD JIO3UPOBAHUS (JJIA

OJIHOI'O ®JIAKOHA) (+35 %)
OCMOJIAJIBHOCTD (MOcMmoib/Kr)

CPEJHEE KOJIMYECTBO /103 B KOHTEMHEPE

OBBEM ®ACOBKHU

NAEHTUOUKALIA OKCUMETA3OJIMHA

TMAPOXJIOPUA

KOJIMYECTBEHHOE OITPEJIEJIEHUE
OKCHUMETA3OJIMHA TUJIPOXJIOPUJIA

[TPOJTYKT THPOJIN3A

ZP-1

HEUJIEHTU®ULMPOBAHHBIMI [TPOAYKT

JETPAJJALIN C HAWUBOJIBIINM
COAEPXXAHMEM

CYMMA TITPOJAYKTOB JETPAJJALIN
PSEUDOMONAS AERUGINOSA B 1 MJI
STAPHYLOCOCCUS AUREUS B 1 MJI

OBIIEE YNCJIO ADPOBHBIX
MUKPOOPTAHU3MOB (TAMC)

OBIIEE YNCJIO IPOXCKEBBIX 1 IVIECHEBBIX

TPUBOB (TYMC)
CTEPUJIBHOCTD

PactBop He Oosiee onanecuupyoONIn,
YeM BOJIa OUYMIIEHHAs / CyCIIeH3Hs
cpaBHeHwUs I

1,006-1,010
5,6-6,1
38,25-51,75 mr

0-1
0-0

270-330 MOcMOIB/KT

He menecl43 no3

> 10 M

Jlo/mkeH COOTBETCTBOBATh

237,5—262,5 MKr/mi

< 0,5 % OTHOCUTEILHO COACPKAHUS
OKCHMETa30JMHa THAPOXJIOPHIa
< 0,5 % OTHOCUTEILHO COACPKAHHS
OKCHMETA30JIMHA THIPOXJIOpHIA
< 0,1 % OTHOCUTENIBHO COAEPKAHUSL
OKCHMETA30JIMHA THAPOXJIOpHIA

<1,2%

OtcytcrBue B 1 M
OrcytctBHe B 1 M
He 6onee 10> KOE/mn
He 6onee 10! KOE/mn

CooTBeTCTBYET

CooTBeTcTBYET

1,007

5,9

46,25 mr

0

0

289

194

12 ma
CooTBeTcTBYET
248,6

0,0 %

0,0 %

0,0 %

0,0 %
OtcyTcTBUE
OrtcyTcTBHE
0 KOE

0 KOE

CooTBeTCTBYET

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

KauecTBO Ipernapara).

Ornucanue coOOBITUS:
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FAMAR
Ceprudukar cooTBeTCTBHS

05503273 HASUBHUH CEHCHUTUB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPESI HA3SAJIBHOTI'O (Poccust)
Kon marepuana nocrasmuka: 80819476
Cepus: 371210A BeimymenHoe konuuecTtBo: 38 874 mT.
Jara npomsBoactsa: 16.03.2026 Cpox rogaoctu: ®eppans 2029 r.
Hcnoan3oBanublie cepun ADC

Homep  Howmep cepun

Kox Omnucanue CEpHUH nmocraBiika IIpoM3BOAMTENH Crpana
10501253 OKCUMETA3OJIMHA 2600215 24282037 SIEGFRIED PHARMACHEMIKALIEN TTEPMAHUA
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: K/IAPA X. TAPCUA-BEPMEXO JIE CAHJ/[E Iloamuce:
(YnomHOMOYEHHOE JTUIIO) /noonucarno/ 17 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: 371210A
JlaTa mpou3BoacTBa (MM.ITIT): 03.2026
JlaTa ucTeyeHHus CPOKAa rOAHOCTH (MM.ITIT): 02.2029

IIpou3BoauTEIb COIIACHO perucTpanuu 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 mo 1,010 1,007
riotHocTh (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 103b1: 45 mr + 15 %. 46,25 mr
BBICBOOOXIAEMON JO3BI OIHOPOIHOCTH MacChl JO3bI: TOKHA
COOTBETCTBOBATb.
KonuuecTBo 103 B He menee 143 no3 B ynakoBke. 194 nos
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 OKCUMETa30JIMHa 248,6 MKI/MII
onpeieNeHue TUAPOXIIOPHUIA/MIT.
OKCHUMETAa30JIMHA

TUPOXJIOpUAA
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CEPTUD®UKAT AHAJIN3A

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

Koja SAP: 05503273

Howmep cepumn: 371210A

JlaTa npou3BoaCTBAa (MM.ITIT): 03.2026

JlaTa ucTeyeHusi CPOKa rogHOCTH (MM.ITIT): 02.2029

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccun: Famar Health Care Services Madrid, S.A.U.

Haumenosanue ADC: OKcuMeTa30aMHa THIPOXIIOPUT

MHH: OxcuMeTa30InH

Howmep cepun npoussogutens APC: 24282037

Howmep cepun ADC npoussoaurens ['T1: 2600215

[TpousBoautens u crpana mpousBoacTBa ADC: |Siegfried PharmaChemikalien Minden GmbH,
I'epmanus

Ouenka: Cepusi COOTBETCTBYET CHEIIU(PUKAIIUU COTIIACHO

HJT JITT-Ne(010335)-(PT-RU) ot 28.05.2025.

Hata / Iloanuch YnoanoMmoueHnoro juua (YJI): 17 anpens 2026 2. /noonucano/

KJVIAPA X. TAPCUA-BEPMEXO JIE CAH/IE / VJI

MITamn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain




FAMAR

Certificate of Conformity

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

Customer material code: 80819476

Batch: 371210A

Date of manufacture: 16.03.2026

API Batches used

Quantity released: 38.874 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 59
AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 46,25 mg
INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0
INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0
OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 289
AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 194
FILLING VOLUME >= 10 ml 12ml
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/m! 2486
HYDROLISIS PRODUCT <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride
ZP-1 <= 0,5% related to the content of 0,0%
Oxymethazoline hydrochloride
LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 0.0 %
Oxymethazoline hydrochloride
TOTAL DEGRADATION PRODUCTS <=1,2% 0,0%
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mI 0 cfu
Microbial Contamination FUNGI (TYMC) <= 10" CFU/mi 0 cfu
STERILITY TEST Complies Conforms
Neviatinns: NQ [¢] YES [ 1 Ifsignificant deviations (which may have an impart on the quality of pradunt)
Description of the event:
1/2
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Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24




FAMAR

Certificate of Conformity

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

Customer material code: 80819476
Batch: 371210A Quantity released: 38.874 UN

Date of manufacture: 16.03.2026 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: ChAeA W\ CARSA- BLRN &C be SawudC Signature:
(Qualified person)

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2/2

Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24




Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Expiry date (mm.yyyy):

Manufacturer according to the

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

05503273
371210A
03.2026
02.2029

reqgistration in Russia:

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

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
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 t0 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 289 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg 15 %. 46.25 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 194 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.: 371210A
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/mI 0 CFU/ml
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/mi. Absentin 1.0 ml
Assay 237.5 - 262.5 ug of oxymetazoline 248.6 ug/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl hame : Oxymetazoline hydrochloride
INN: Oxymetazoline
AP| manufacturer batch number : 24282037
FP Manufacturer APl Batch number: 2600215
AP Manufactured by & country: (S;egfned PharmaChemikalien Minden GmbH,
ermany
Assessment: The batch complies with the specification according to ND J1I1-

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

Date / Signature of Qualified Person: e 2ot /

] —_—

CinRA M. C\AQC}I&-- ceness e sans

StS
FAMAR

Health Care Services

Avda. Leganés, 82 ‘
28923 Alcorcon, Madrid, Spain




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 371210A
HasBaHue gokymenTa

This certificate confirms that the document 371210A 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 / [aHHbi ceptudmkaT noATBEPXKAAET, uTO OOKyMeHT 371210A, wun3HayanbHoO
HaMMCaHHbIN  Ha  aHrWACKOM si3bike, GblN NepeBedeH B COOTBETCTBUAN G AEeNCTBYIOLMM
cornaieHvem o6 okasaHWW YCRyr ¢ aHrnuiAcKoro A3bika Ha PYCCKUIA A3bIK CepTUDULMPOBAHHBIM
NEPEBOAYMKOM, 0bNafaloLMM [AOCTaTOYHBIMKU HaBblkamMu Ans OCyLlecTBMneHus nepesofa u
NPOBEPkN AOoKyMeHTa. [laHHbIN cepTudmKkaT Takke NOATBEPXKAAET, YTO nepesof NpoLuen NnpoBepky
Ha NPaBNNbHOCTbL W NONHOTY OTHOCUTENLHO UCXOAHOIO [OKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MNepeBopa BbINOMHEH:

Date and Signature / [lata u 20.05.26
noanuce

Esaokumosa KceHus / Mepesoaunk

Translation checked for Karim Halida / Head
correctness and completeness
by / TMepesos nposepeH Ha
NPaBUNbHOCTb U MOSHOTY:

Date and Signature / Jata u 20.05.26
noanuce

lity Control Department

Kapum Xanuga / PykoBoautefs Otnena KoHTpons KauecTtsa




