FAMAR

Ceprudurart cOOTBETCTBHS

05503274 HASUBUH CEHCHUTMUB, 0,05 %, 10 MJI, 1 ®JTAKOH CIIPESA HA3AJIBHOTI'O (Poccus)
Kon marepuana mocrapmuka: 80819477

Cepusi: 369610A Brimymennoe koiaudectBo: 39 427 mT.
Jara npomsBoctsa: 25.02.2026 Cpox rogrocTu: SuBaps 2029 .
Hcnoan3oBanublie cepun ADC
Howmep cepun

Kon Ornucanue Howmep cepun  mocraBuiika [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2600150 24282037 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA

I'MAPOXJIOPU MINDEN GmBH
10501253 OKCHUMETA3OJIMHA 2600151 24272100 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA

TUAPOXJIOPU/L MINDEN GmbH

PE3YJIBTATBI AHAJIN3A
IMOKA3ATEJIb CIIEHM®UKALIUS TPU PE3YJIBTATHI
BBIITYCKE

OIIMCAHUME PACTBOPA — ITPO3PAUHOCTD PactBop He Oosiee onaecupyoIuH, COOTBETCTBYET

YEeM BOZa OUYMIIIEHHAs/CYCIIEH3US
cpaBHeHus |
OIIMCAHUE PACTBOPA - IIBETHOCTb PactBop okpariieH He 6ostee HHTEHCHBHO, COOTBETCTBYET
YeM BOZa OYMIIEHHAs/PacTBOP
cpaBHeHUS Y7

OTHOCUTEJIBHAS TINIOTHOCTD (d 20/20) 1,006-1,010 1,008

PH 5,6-6,1 5,9

CPEJIHSS1 MACCA BBICBOBOXIAEMON JIO3bI 38,25-51,75 mMr 47,76 mMr

(V1A OAHOI'O ©JTAKOHA)

OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-1 0

OHOI'O ®JIAKOHA) (25 %)

OAHOPOAHOCTH AO3MPOBAHUA (JIJIA 0-0 0

OHOI'O ®JIAKOHA) (35 %)

CPEJIHEE KOJIMYECTBO J103 B KOHTEMHEPE > 143 199

OCMOJIAJIBHOCTbD (MOcmonb/kr) 270-330 290

OBBEM ®ACOBKU > 10 mn 12

NAEHTUOUKALIMA OKCUMETA3OJIMHA JloykeH coOTBETCTBOBATh COOTBETCTBYET

T'MAPOXJIOPUIA

KOJIMYECTBEHHOE OITPEJAEJIEHUE 475-525 mMkr/mn 498

OKCUMETA3OJIMHA TUAPOXJIOPUJA

TTIPOAYKT I'MAPOJIN3A < 0,50 % OTHOCHTEIHHO COMEPIKAHUS 0,0 %
OKCHIMETa30JIMHA THAPOXIIOPHIA

ZP-1 < 0,50 % OTHOCHTEIBHO COMEPIKAHUS 0,0 %
OKCHIMETa30JIMHA THAPOXIIOPHIA

HEWJIEHTU®ULIMPOBAHHBIN [TPOJVKT < 0,1 % OTHOCUTENILHO COAEpPKAHUS 0,0 %

JETPAJALINN C HAUBOJIBILIM OKCHMETa30JIMHa THIPOXJIOpUIa

COAEPXXAHUEM

CYMMA TTPOJAYKTOB JETPAJJALINN <1,2% 0,0 %

CTEPMJIBHOCTbD COOTBETCTBYET COOTBETCTBYET

OBILIEE YNCJIO A3POBHbBIX He 60mee 10> KOE/Mn 0

MUKPOOPTAHMU3MOB (TAMC)

OBIEE YMCJIO JPOXCKEBBIX U IJNIECHEBBIX  He Gonee 10! KOE/mn 0

I'PUBOB (TYMC)

PSEUDOMONAS AERUGINOSA B 1 MJI OrcytcrBre B 1 M OrcyTcTBHE

STAPHYLOCOCCUS AUREUS B 1 MJI OrcytcTBre B | M OTcyTcTBHE

Otxnonenus: HET [ | A [ ] Eciu cymiecTBeHHBIE OTKIIOHEHUS (KOTOPBIE MOTYT MOBIUATH Ha
KauecTBO Ipernapara).

Ornucanue coOOBITUS:
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FAMAR

Ceprudurart cOOTBETCTBHS

05503274 HASUBUH CEHCHUTMUB, 0,05 %, 10 MJI, 1 ®JTAKOH CIIPESA HA3AJIBHOTI'O (Poccus)
Kon marepuana mocrapmuka: 80819477

Cepusi: 369610A Brimymennoe koiaudectBo: 39 427 mT.
Jara npomsBoctsa: 25.02.2026 Cpox rogrocTu: SuBaps 2029 .
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Ornucanue Howmep cepun  mocraBuiika [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2600150 24282037 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA
I'MAPOXJIOPU MINDEN GmBH
10501253 OKCHUMETA3OJIMHA 2600151 24272100 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA
TUAPOXJIOPU/L MINDEN GmbH
NPUMEYAHHUE:
Jannplii npenapar Obul mpoananu3upoBaH B coorBercTBuM ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByienne o cepruukanum:

HacrosimuMm ygocToBepsito, YTO BCE ATalbl MPOU3BOJACTBA JAHHOH CEpPUHM TOTOBOTO
JIEKapCTBEHHOT'O MpernapaTa ObUTM BBIMOJHEHBI B IMOJHOM COOTBETCTBUM C TPEOOBaHUSIMU
[paBun Hagnexameit npouszBoactseHHo npaktuku (GMP) EC u (B ciydae mpou3BoacTBa
Ha Tepputopun EC) m TpeGoBaHUSAMH pPETHCTPAIMOHHOTO(-bIX) YAOCTOBEpEHUs(-uii) B
cTpaHe(-ax) Ha3HAuYCHUSI.

Beinymieno: ITonnuce:
(YnomHOMO4YEHHOE JTUIIO)
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Ilpenapart:

Kox SAP:
Howmep cepumn:

[JaTa npou3BojacTBa (MM.ITIT):

Crp.1u32

CEPTU®UKAT AHAJIM3A

HA3UBUH® CEHCUTMUB, cnupeii Ha3aabHbII
JI0O3UPOBAHHBII, 22,5 MKI/m03a, 10 MJ

05503274
369610A
02.2026

gaTa HCTCYCHHUSA CPOKA TOJHOCTH !MM.I'TFF):

01.2029

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn:

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

Iloka3aTtenn Crnenunpukanuu PesyabTaThl
Unentudukanmys Bpewms ynepuBaHUsI OCHOBHOTO TTHKA HA CooTBeTCTBYET
OKCHMETA30JIHMHA XpOMaTOrpaMMe UCTIBITYEMOT0 PacTBOpa JOIKHO
TUAPOXJIOPHIIA COOTBETCTBOBATh BPEMEHH YACPKUBAHHUS OCHOBHOTO
MUKa Ha XpOMaTOTpaMMe CTaHJIAPTHOTO pacTBoOpa
OKCHMETAa30JIMHA THIPOXIIOPH/IA, IOTYICHHOH MpH
KOJMYECTBEHHOM OIPEJICIICHUH.
[Ipo3paunocTs OnatecrieHIMsI IIpernapara He I0JDKHA OBITh OOJIbIIIe CooTBeTCTBYyET
OTIAJIECIICHITUY CYCIICH3UH CpaBHEHHS [.
[[BeTHOCTB pacTBOpa [[BeTHOCTH TIpeniapara He J0JDKHA OBITh OOJIbIIE CooTBeTCTBYET
IBETHOCTHU PacTBOpa CpaBHEHUS Y7
OtHocurenbHas mioTHocTh | OT 1,006 10 1,010 1,008
(d 20/20)
pH Ot 5,6 10 6,1 5,9
OcMOIISIIBHOCTD Ot 270 1o 330 MOcMOTB/KT 290 MOcMoub/KT
OaHOPOAHOCTH MacChl Cpennsis Macca 03bL: 45 mr £ 15 %. 47,76 mr
BBICBOOOKIaeMOH JIO3BI OJHOPOJTHOCTH MacChl JIO3bI: JJOJKHA COOTBETCTBOBATD.
KommgecTBo 103 B He Menee 143 103 B ymakoBKe. 199 nos
KOHTEHHEepe
[Ipumecn [Tpumecs A (mpoaykT ruzpponusa) — e 6onee 0,5 % 0,0 %
[Tpumecs ZP-1 — me Gonee 0,5 % 0,0 %
Envanunas HenneHTHOUIIMPOBAaHHAS TPUMECH — 0,0 %
He Oonee 0,1 %
CymmMa npumeceii — He 6onee 1,2 % 0,0 %
Muxkpobuonoruyeckas O6miee uncio adpoOHBIX OakTepuii — He Oonee 0 KOE/mn
4UCTOTA 10> KOE/mn
OO111ee YMCIIO APONKIKEBBIX U INIECHEBBIX IPHOOB — 0 KOE/mn
e Gonee 10! KOE/mn
OtcytcTBue Pseudomonas aeruginosa/Mi OTcyTCTBYIOT B
1,0 M
OtcyrctBue Staphylococcus aureus/mi OTCYTCTBYIOT B
1,0 mn
KonnuectBenHnoe 475-525 MKT OKCUMETa30JIMHA THPOXIIOPUIa/MII. 498 MKT/MI
orpeJieNieHIe
OKCUMETA30JIMHA
TUAPOXJIOPHJIA

HaumenoBanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU L

MHH:

OKCcHUMETA30JIUH

Howmep cepun npousBoautens ADC:

24272100 / 24282037

Howmep cepun ADC npoussoautens I'T1:

2600151 /2600150

[IpousBoauTens u crpana npousBoacTsa ADC:

I'epmanus

Siegfried PharmaChemikalien Minden GmbH,




Crp.2u32

CEPTUD®UKAT AHAJIU3A
IIpenapat: HA3UBUH® CEHCUTMUB, cnupeii Ha3aabHbII
JI0O3UPOBAHHBII, 22,5 MKI/m03a, 10 MJ
Kon SAP: 05503274
Howmep cepumn: 369610A
[JaTa npou3BojacTBa (MM.ITIT): 02.2026
JaTa ucrevyeHusi CpoKa roAHOCTH (MM.ITIT): 01.2029
IIpou3BoauTEIb COIIACHO perucrpanuu B Poccun: Famar Health Care Services Madrid, S.A.U.
OuneHka: Cepus COOTBETCTBYET cnenudukanun COTJIacHO HJI

JITI-Ne(010335)-(PT-RU) ot 28.05.2025.

Hdara / lloanuch YnoaHoMo4YeHHOro jguna (YJI): 17 mapma 2026 2. /noonucano/

KJVIAPA X. TAPCHA-BEPMEXO JJE CAHE / YJI

MITamn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



FAMAR

Certificate of Conformity

05503274 NASIVIN SENS. 0,05% 10ML 1INH (RU)

Customer material code: 80819477

Batch: 369610A Quantity released: 39.427 UN
Date of manufacture: 25.02.2026 Expiry Date: 01.2029
API| Batches used
Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600150 24282037 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
10501253 OXIMETAZOLINA CLORHIDRATO 2600151 24272100 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION CLARITY Not more opalescent than purified Conforms
water/reference solution |
APPEARANCE OF SOLUTION COLOR Not more colored than purified Conforms
water/reference solution Y7
RELATIVE DENSITY d 20/20 1,006-1,010 1,008
PH 5,6-6,1 59
AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 47,76 mg
INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0
INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0
AVERAGE NUMBER OF DOSES PER CONTAINER >= 143 199
OSMOLALITY (mosm/kg) 270-330 290
FILLING VOLUME >=10 ml 12
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 498
HYDROLISIS PRODUCT <= 0,50% related to the content of 0,0 %
Oxymethazolyne hydrochloride
ZP-1 <= 0,50% related to the content of 0,0%
Oxymethazoiyne hydrochioride
LARGEST UNIDENTIFIED DEGRADATION PRODUCT <= 0,1% related to the content of 00%
Oxymethazolyne hydrochloride
TOTAL DEGRADATION PRODUCTS <=1,2% 0,0 %
STERILITY TEST Complies Conforms
CONTAMINATION TOTAL AEROBIC (TAMC) Max. 10*2 CFU/mi 0
Microbial Contamination FUNGI (TYMC) Max. 10 CFU/ml 0
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence

Deviations: NO [ ] YES
Description of the event:

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

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

[ 1 'fsignificant deviations (which may have an impact on the quality of product).



FAMAR

Certificate of Conformity

05503274 NASIVIN SENS. 0,05% 10ML 1INH (RU)

Customer material code: 80819477

Batch: 369610A Quantity released: 39.427 UN
Date of manufacture: 25.02.2026 Expiry Date: 01.2029

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600150 24282037 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
10501253 OXIMETAZOLINA CLORHIDRATO 2600151 24272100 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)
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Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24



Product:

SAP-Code:
Batch no.:

Manufacturing date (mm.yyyy):

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

05503274
369610A
02.2026

Expiry date (mm.yyyy):

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 mere 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 1.008
pH From 5.6 to 6.1 5.9
Osmolality From 270 to 330 mOsmol/kg 290 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 47.76 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 199 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 22,5 yg/dose, 10 mi

05503274
369610A
02.2026
01.2029

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 aeruginosa — absence/ml Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml

Assay 475 — 525 ug of oxymetazoline 498 ug/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name :

Oxymetazoline hydrochloride

INN:

Oxymetazoline

API| manufacturer batch number :

24272100 / 24282037

FP Manufacturer AP Batch number:

2600151 /2600150

APl Manufactured by & country:

Siegfried PharmaChemikalien Minden GmbH,
Germany

Assessment: The batch complies with the specification according to ND J11-
N¢(010335)-(PI'-RU) from 28.05.2025.

Date / Signature of Qualified Person:

o2y W, g.m,cm _BEINETSO DE SASTC
1 SUg

A A A F')
E: rVA'E! !/_K ;L‘%.

Health Care Services

Aoda. Loganss, A7 .
28923 Alcorcon, Madrid, Spair:



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOAA

Name of the document / 369610A
HasBaHue nokymeHTa

This certificate confirms that the document 369610A 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 / [aHHbIn cepTuduKkaT noaTBEPXKAAeT, YTO A[OoKyMeHT 369610A, wu3HayanbHO
HanucaHHbIA Ha aHrnuMinckoM s3bike, Obln nNepeBefeH B COOTBETCTBMM C  AEWCTBYIOLLUM
cornaweHmem o6 okasaHun YCryr C aHrmUACKOro A3bika Ha PYCCKUN A3biK CEPTUUUNPOBaHHBLIM
nepeBoAYMKOM, ob6najarowmmMm OOCTaTOMHLIMW HaBblkaMu ANs OCYLUECTBNEHWA nepesoAa W
NpoBepKku AOKyMeHTa. [laHHbI cepTudukaT Takke NoATBEPXKAAET, YTO Nepesoa nNpoLuen NpoBepky
Ha NPaBWbHOCTb U NOMHOTY OTHOCUTENbHO UCXOAHOMO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

. EspokumoBa KceHus / MNepeso
MepeBopa BbINOMHEH: f

Date and Signature / Jata u 16.04.26
noanuch

Translation checked for Karim Halida / Head of
correctness and completeness
by / [llepeBoa npoBepeH Ha
NpaBUNbHOCTb W NOSHOTY:

Date and Signature / Jata un 16.04.26
noanucb




