FAMAR

Cepruduxkar cooTBeTCTBHUS
05503273 — HABHMBHUH CEHCHUTHUB, CIIPEH HA3AJIbHBIA JO3UPOBAHHBINA, 0,025 %, 10 MT,
1 ®JIAKOH (Poccust)
Kon marepuana nocrasmuka: 80819476
Cepus:375670A
Jara npomsBoactsa: 11.05.2026

®opma Beimycka: CTEPUJIBHAS dKUIKOCTD

Tun ynaxosku: ITACTUKOBBINA ®JIAKOH C JJO3UPYIOIIUM YCTPOHCTBOM
Pa3smep ynaxoBku: 1

Buyrpennue crienndukanny u crangaptsl npoussoautens: SPE-0006739

VYcnoBust xpanenust: ot +2 go +25 °C

Brinymennoe xonudectBo: 37 589 mrr.
Cpox rogaOCTH: anpeab 2029 r.

Hcnonb3oBannbie cepuu ADC

Howmep Howmep cepun
Kon Ornucanue cepun [IOCTABIIMKA [IpousBoaurens Crpana
10501253 OKCHUMETA3OJIMHA 2600497 24282040 SIEGFRIED TEPMAHUSA
TUAPOXJIOPU]] PHARMACHEMIKALIEN
MINDEN GmbH
PE3YJBbTATHI AHAJIU3A
IIOKA3ATEJIb CHHEHNU®UKAINSA ITPU BHIMYCKE  PE3VJIBTATHI
PactBop okparieH He 6oJiee HHTEHCUBHO,
OIIMCAHUE PACTBOPA — LIBETHOCTb 4YeM BOJIa OYHIICHHAs/PacTBOP CoOTBeTCTBYET
cpaBHEHuUs Y7
ONMCAHWE PACTBOPA — [IPO3PAUHOCTE | 2CTBOP HE 00ICC ONANCCIMPYIOMIHL, YEM (oo
BOJIa OUMIIIEHHAsI/CYCIIEH3 s CpaBHEHUS |
OTHOCHUTEJIBHAA IVIOTHOCTH (d 20/20) 1,006-1,010 1,008
pH . 5,6-6,1 5,9
CPEJIHSSI MACCA BBICBOBOXXJIAEMOU
JIO3BI (JUIST OJTHOTO dJIAKOHA) 38,25-51,75 mr 46,16 mr
OJHOPOJHOCTD JO3MPOBAHUNA (U1 0-1 0
OJTHOI'O ®JIAKOHA) (£25 %)
OJHOPOJHOCTD JO3MPOBAHUNA (U1 0-0 0
OJTHOT'O ®JIAKOHA) (£35 %)
OCMOJIAJIBHOCTD (MOcm/kr) Ot 270 o 330 MOcm/kr 294
Eg%%%%%ggg WHECTBO 103 B He menee 143 BrICBOOOXIaeMBIX 103 210
OBBEM HAIIOJITHEHU A >10 mn 12 mn
NJIEHTUOUKALINSA OKCUMETA3OJIMHA
TUIPOXJIOPHIA JI0IKHO COOTBETCTBOBATH TPEOOBAHUSIM CootBeTcTBYET
KOJIMYECTBEHHOE OIIPEAEJIEHUE
OKCHUMETA30JIMHA THJIPOXJIOPUJIA 237,5-262,5 mxr/mn 250,2
V)
MPOIYKT THIPOJIH3A < 0,5 % OTHOCHUTENBHO COAEPIKAHUS 0.0 %
OKCHMETAa30JIHa THAPOXJIOpHIa
V)
7P-1 < 0,5 % OTHOCHUTENBHO COACPIKAHUA 0.0 %
. OKCHMETAa30JIMHA THAPOXJIOpHIa
HEWJEHTUOUIIMPOBAHHBIU ITPOAVYKT < 0.1 % OTHOCHTCIBH T
JETPAJIAIIMM C HAUBOJIBIITM =1, 70 OTHOCHICILHO COACH 0,0 %
COJIEPKAHUEM OKCHMETAa30JIHa THAPOXJIOpHIa
CYMMA ITPOAYKTOB JIET'PAJALTN <1,2% 0,0 %
PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrcrBue B 1 Mt OtcyrcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrerBue B 1 M OtcyrcTBHE
OBIIEE UNCJIO ADPOBHBIX )
MUKPOOPTAHI3MOB (TAMC) He 60mee 10° KOE/mn 0 KOE
OBIIEE UM CJIO IPOXXKEBBIX 1 I
[JIECHEBBIX T'PHBOB (TYMC) He Gonee 107 KOE/wr 0 KOE
CTEPUWJIBHOCTb CoOTBeTCTBYET CoOTBETCTBYET

Otknonenusi: HET [X] A [ ] Ecnu 3Hauumble OTKIOHEHHs (KOTOpble MOTYT IOBIMATH HA KAaueCTBO

mperapara).

Ornucanue coOOBITUS:

Famar HCS, S.A.U. — Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com
JIunensust Ha npounsBozcto: 6481E / Homep ceprudukara GMP: ES/115HVI1/24
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FAMAR

Cepruduxkar cooTBeTCTBHUS

05503273 — HA3BUBHUH CEHCUTHUB, CIIPEM HA3AJIbHBIN JO3UPOBAHHBIN, 0,025 %, 10 MT,
1 ®JIAKOH (Poccust)

Kon marepuana nocrasmuka: 80819476

Cepusa:375670A Brinymennoe xonudectBo: 37 589 mrr.
Jara npomsBoactsa: 11.05.2026 Cpox rogaOCTH: anpeab 2029 r.

®opma Beimycka: CTEPUJIBHAS dKUIKOCTD

Tun ynaxosku: ITACTUKOBBINA ®JIAKOH C JJO3UPYIOIIUM YCTPOHCTBOM
Pa3smep ynaxoBku: 1

Buyrpennue crienndukanny u crangaptsl npoussoautens: SPE-0006739

VYcnoBust xpanenust: ot +2 go +25 °C

Hcnonb3oBannbie cepuu ADC

Howmep cepun

Kon Ornucanue Howmep cepuu  mocraBimuka [IpousBoaurenn Crpana
10501253 OKCHUMETA3OJIMHA 2600497 24282040 SIEGFRIED I'EPMAHUA

TUAPOXJIOPUL PHARMACHEMIKALIEN

MINDEN GmbH

INPUMEYAHMUE:

Jaunnbrii npenapat Obutl mpoananu3upoBad B coorBeTcTBuu ¢ COIT: WIN-0000677 /

WIN-0009323

3asiByienne o ceprupukanum:

HacrosimuM moaTBepKAar0, YTO MpEACTaBICHHAs BbIIe HWHGOpMAILUS SBISICTCS
JIOCTOBEpHOW M TOuHOM. [laHHas cepust mpemapara Obljia U3TOTOBJICHA/TIPOU3BECHA 1
Mpollljla UCTIBITAHUS KauecTBa, BKJIOYAs YIMAaKOBKY M KOHTPOJIb KAaueCTBa, B MOJTHOM
cooTBeTCTBUU ¢ TpeboBanusiMu GMP, TpeGoBaHMSIMH MECTHOTO YMOJHOMOYEHHOTO
oprana, TpeOOBaHHUSIMH HOPMATUBHOM JOKYMEHTAIMU (KaK 4acTh PETUCTPALMOHHOTO
JIOChe), ACHCTBYIONIEH Ha Tepputopuu Poccuiickoit denepamnuii, 1 B COOTBETCTBUH CO
crnenupuKausIMAd B PETUCTPAIMOHHOM YAOCTOBEPEHUU CTpPaHBI-UMIIOpTEpa. bbuin
POBEPEHBl IPOTOKOJIBI IPOU3BOJCTBA, YMAKOBKM U aHalIM3a Cepud, U ObLIO
YCTaHOBJEHO, YTO OHHU COOTBETCTBYIOT TpeboBanusm GMP. Cepus Ttakxe
COOTBETCTBYET TpEOOBaHUSAM pa3ieioB «YaKoBKa» U «MapKUpoBKa» crnenupuKanim
HOPMATHBHOM  JOKyMEHTaluW, JEUCTBYIOLIEH Ha Teppuropun Pocculickon
denepanuu.

Bemymeno: KVIAPA X. ’'APCUA-BEPMEXO JIE CAHJIE, YJI ~ llopnucs:

(Y1I0THOMOUYEHHOE JIHIIO) /noonucano/
29 maa 2026 2.
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IIpenapar:

Kox SAP:
HomMmep cepumn:

Jarta npousBoacrea (MML.ITTT):

Crpanuna 1 u3 2

CEPTUO®UKAT AHAJIM3A

HABUBUH® CEHCHUTHUB, cnpeii Ha3aJbHbI
A03UPOBaHHbIN, 11,25 Mkr/no3a, 10 mu

05503273
375670A
05.2026

JlaTa ucTeYeHHsl CPOKA FOIHOCTH

04.2029

(MMLITIT):

IIpou3BoauTeah COrJIACHO

perucrpanuu B Poccumn:

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

Iloka3arenn Cneuuduxkanuu PesyabTarsl
Wnenrudukanms Bpewms ynepxuBaHus OCHOBHOTO TTMKA Ha CoOOTBETCTBYET
OKCUMETAa30JIMHA XpOMaToTrpaMMe HUCITBITYEMOTO PacTBOpa
TUAPOXJIOPHIIA JIOJI’KHO COOTBETCTBOBATh BPEMEHH
yAep)KUBaHHUSI OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe CTaHAAPTHOTO pacTBOpa
OKCUMETA30JIMHA THIPOXJIOPU/IA,
MOJTyYEHHOH TPU KOJIMYECTBEHHOM
OTIPE/ICITICHHH.
IIpo3padnocTs OmanecrieHIus npemnapara He T0bKHa OBITh | COOTBETCTBYET
OOJTBIIIE OTTAJIECIICHITUH CYCITCH3UH
cpaBHeHus 1.
IlBeTHOCTE pacTBOpa IIBeTHOCTE TIpeTIaparTa He JOKHA OBITh CooTBeTCTBYyET
0OJIBIIIE IIBETHOCTH PacTBOPa CPaBHEHHS Y7
OtHocutensHas mwiotHocts | Ot 1,006 no 1,010 1,008
(d 20/20)
pH Ot 5,6 no 6,1 5,9
OCMONISIITBHOCTE Ot 270 mo 330 MOcm/kr 294 MOcM/KT
OaHOPOAHOCTH MacChl Cpenusist Macca A03bl: 45 Mr £ 15 %. 46,16 mr
BBICBOOOKIAEMOH J103bI OIHOPOAHOCTH MACCHI JTO3bI: TOJKHA
COOTBETCTBOBATH
KonuyectBo 103 B He menee 143 103 B ymakoBkKe. 210 no3
KOHTeHepe
IIpumecu [Tpumech A (TIPOIYKT TUAPOIU3A) — 0,0 %
He 6onee 0,5 %
IIpumecek ZP-1 — ne 6omee 0,5 % 0,0 %
Enuanynas senneHTHOUIIMPOBAHHAS 0,0 %
npumeck — He 6omee 0,1 %
Cymma npumeceid — He 6omee 1,2 % 0,0 %




Crpanuna 2 u3 2

CEPTUDUKAT AHAJIU3A
Ilpenapar: HABUBUH® CEHCHUTHUB, cnpeii Ha3aJbHbI
A03UPOBaHHbIN, 11,25 Mkr/no3a, 10 mu
Kox SAP: 05503273
HomMmep cepun: 375670A
Jarta npousBoacrea (MML.ITTT): 05.2026
JlaTa McTeYyeHUus CPOKA FOJTHOCTH 04.2029

(MMLITIT):

IIpou3BoauTeah COrJIACHO
perucrpanuu B Poccumn:

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

IToxa3zarennb Cneuuduxkanuu PesyabTarsl
MukpoOuoornIecKast OO6miee ynciIo adpoOHBIX OaKTepHd — 0 KOE/mn
4UCTOTA e Gosee 10 KOE/mn
OO611ee 9nCI0 IPOAOKEBBIX M TNICCHEBBIX 0 KOE/mn
rpu6oB — He Gonee 10" KOE/min
OtcyrcTBUe Pseudomonas aeruginosa/min OrcyrcrBytoT B 1,0 Mot
OtcyrcTBue Staphylococcus aureus/mi OrcyrcrBytoT B 1,0 Mt
KonnuectBeHnoe 237,5-262,5 MKI' OKCHMETa30JIMHA 250,2 MKT/MI
oTpesieTICHHE TUAPOXJIOPUIA/MIL.
OKCUMETAa30JIMHA
THIIPOXIIOpHIA

Haumenosanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU A

MHH: OKcumeTa30nmH
Howmep cepun npoussogutens APC: 24282040
Howmep cepun ADC npoussoaurens ['T1: 2600497

[IpousBonurens u crtpana npoussoacrsa ADC:

Siegfried PharmaChemikalien Minden GmbH,
I'epmanust

OneHnka: Cepus

COOTBETCTBYET

crenuQuKauu  COTIacHO

HA

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

JlaTa/moanuch vimoJJHoMo4eHHoro Juna (YJI):

29 mas 2026 2./ /noonucano/

KJIAPA X. ’'APCHA-BEPMEXO JIE CAHJIE, YJI

ITammn:
FAMAR
Health Care Services
Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain




FAMAR

Certificate of Conformity

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

Customer material code: 80819476
Batch: 375670A
Date of manufacture: 11.05.2026

Quantity released: 37.589 UN
Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Between +2°C & +25°C

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600497 24282040 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 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 46,16 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 294

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 210

FILLING VOLUME >=10 mi 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/ml 250,2

HYDROLISIS PRODUCT <= 0,5% related to the content of 00%
Oxymethazoline hydrochloride

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

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/mi Absence

Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/mI 0 cfu

Microbial Contamination FUNGI (TYMC) <=10%1 CFU/mi 0 cfu

STERILITY TEST Complies Conforms

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

Description of the event:
Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 1/2

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: 375670A Quantity released: 37.589 UN
Date of manufacture: 11.05.2026 Expiry Date: 04.2029

Form: STERILELIQUID

Packaging type: SPRAYPLASTICBOT

Packaging Size: 1

Manufacturer internal specifications and standards: SPE-0006739
Storage conditions: Between +2°C & +25°C

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600497 24282040 SIEGFRIED PHARMACHEM  DE

IKALIEN MINDEN GmBH

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

Certification statement:
| hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manufactured and
tested for quality tests, including packaging and quality control in full compliance with the GMP requirements of the local Regulatory
Authority and the requiremetns of the Normative Document (as part of Regulatory dossier) currently registered in the Russian
Federation on the listed quality parameters in the Marketing Authorization of the importing country. The batch processing, packaging
and analysis records were reviewed and found to be in the compliance with GMP. The batch also meets the requirements of Sections
Packaging and Labelling of the Normative Document specification currently registered in Russian Federation.

¢ T QAQQ\& —rennease O S

Released by: Signature:
(Qualified person)
LAt zers
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):

Page 1 of 2

CERTIFICATE OF ANALYSIS

NASIVIN® SENSITIVE

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

05503273
375670A
05.2026

Expiry date (mm.yyyy):

04.2029

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 Y-
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 294 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15 %. 46.16 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 210 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 mi

SAP-Code: 05503273
Batch no.: 375670A
Manufacturing date (mm.yyyy): 05.2026
Expiry date (mm.yyyy): 04.2029
Manufacturer according to the
registration in Russia: Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 102 CFU/ml 0 CFU/ml
TYMC — NMT 10! CFU/mi 0 CFU/mi
Pseudomonas aeruginosa — absence/mi Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absentin 1.0 ml
Assay 237.5 - 262.5 ug of oxymetazoline 250.2 pg/ml
Oxymetazoline hydrochloride/m.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
API manufacturer batch number : 24282040
FP Manufacturer API Batch number: 2600497
) Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND J1I1-

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

Date / Signature of Qualified Person: DAMANICILE I/ % g

Cronn W, Ci(\(LQ:A.- Qenh €5 O&  SoudS—

=

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 375670A
Ha3BaHue nokyMeHTa

This certificate confirms that the document 375670A 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 / [aHHbil cepTUdMKaT noaTBEPKAAET, UTO AokymeHT 375670A, wu3Ha4vanbHoO
HaNUCaHHbIA Ha  aHIIWACKOM A3bike, ObiN NepeBeJeH B COOTBETCTBMM C [ENCTBYIOLLUM
cornaleHmem ob okasaHWW YCryr ¢ aHrnmMincKoro f3bika Ha PYCCKUil A3blK CepTUULMPOBaHHBIM
NepeBoAYMKOM, 06najalowyM AOCTATOYHBIMU HaBblkamu AMs OCYLIECTBNEHUS nepesoaa W
nNpoBepki AoKyMeHTa. [laHHbI cepTudmKaT Takke NOATBEPXKAAET, YTO NEPeBOA NPOLLEN NPOBEPKY
Ha NPaBUNLHOCTb U NOTHOTY OTHOCUTENbHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /

. Esnokumoa Kcernus / Mepesoaumk
MepeBopa, BbINONHEH:

Date and Signature / Jata u 10.08.26 i
noanuch ) / y
Translation checked for Karim Halida / Head‘\o/f,Qu_al/ity Control Department

correctness and completeness
by / lNepeBog npoBepeH Ha
NpPaBUNbHOCTb U NOSHOTY:

Date and Signature / Jatra u 10.08.26
noanucb

Kapum Xanupa / Pyxoep;.‘fmgﬁt: Otpena KoHTpons Kavectsa




