FAMAR

CepTH(UKAT COOTBETCTBUS

05503274 HABUBUH CEHCHUTMUB, 0,05 %, 10 MJI, 1 ®JTAKOH CIHPES HA3AJIBHOI'O (Poccus)

Kon marepuana nocrabmuka: 80819477
Cepusi: 374660A

Jara npomsBoctsa: 29.04.2026
Hcnouan3oBannbie cepun ADC

Brimymennoe komudectBo: 38 080 miT.
Cpox rogaocT: Mapt 2029 T.

Kon Onucanue Howmep Howmep cepun [IpousBoauTeinnb Crpana
cepuu [IOCTAaBIIIHMKA
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED T'EPMAHUS
T'MAPOXJIOPUL PHARMACHEMIKALIEN
MINDEN GmBH
PE3YJBbTATBI AHAJIN3A
IMOKA3ATEJIb CHEIITUOUKAIINUA ITPU BBIITYCKE PE3VJIBTATHI

OIIMCAHUE PACTBOPA — ITPO3PAYHOCTbD

OIIMCAHUME PACTBOPA — IIBETHOCTb

Y7
OTHOCHUTEJILHAS TJIOTHOCTb (d 20/20) 1,006-1,010
PH 5,6-6,1
CPEJHSIST MACCA BBICBOBOXKIIAEMOM JIO3BI 38,25-51,75 mr
(JUIS OTHOT'O ®JIAKOHA)

OJIHOPOJTHOCTD JIO3UPOBAHUS (JUISI OJTHOTO 0-1
®IIAKOHA) (+25 %)

OJTHOPOJHOCTD JJO3UPOBAHUS (JUISI OHOT'O 0-0
®IIAKOHA) (35 %)

CPEJIHEE KOJIMYECTBO /103 B KOHTEMHEPE > 143

OCMOJIAJIBHOCTbD (MOcmonb/kr) 270-330

OBBEM ®ACOBKU > 10 Mo
NJIEHTUOUKALIMA OKCUMETA3OJIMHA JlomkeH COOTBETCTBOBATh
TUIPOXJIOPUIA

KOJIMYECTBEHHOE OITPEJEJIEHUE 475-525 mxr/mn

OKCHUMETA3OJIMHA TUAPOXJIOPUJA

ITPOAYKT ' APOJIM3A < 0,50 % OTHOCHUTENIBHO COJEPIKAHUS
OKCHMETA30JIMHA THIPOXIOPHIA
ZP-1 < 0,50 % OTHOCHUTENIBHO COJEPIKAHUS

OKCHUMCETa30JIMHA TUAPOXJIOpruaa

HEUJEHTUOULIMPOBAHHBIN [TPOYKT
JIETPAJIALININ C HAUBOJIBIIINM

< 0,1 % OTHOCHTENBHO CONEPKAHUS
OKCHMETAa30JIMHA THIPOXJIOPHUIa

COJEP)KAHUEM

CYMMA TTPOAYKTOB JET'PATALIIN <1,2%
CTEPWJIBHOCTb COOTBETCTBYET
OBILIEE YNCJIO ASPOBHbBIX He 60mee 10?> KOE/Mn

MHKPOOPT'AHU3MOB (TAMC)

OBILEE YMCJIO APOXOKEBBIX U TIJIECHEBBLIX He Gonee 10! KOE/mn
I'PUBOB (TYMC)

PSEUDOMONAS AERUGINOSA B 1 MJI
STAPHYLOCOCCUS AUREUS B 1 MJI

OrcytcrBue B 1 M
OrcytcTBre B | M

PactBop He Oonee omanecuupyromuii, yem COOTBETCTBYET
BOJIa OYMIICHHAS / CYCIICH3US CpaBHCHHS |
PactBop okpareH He Ooniee MHTEHCHUBHO, COOTBETCTBYET
YeM BOJIA OYHUIIICHHAS / PACTBOP CPaBHEHUS

1,008
5,9
48,25 mr

0

196

294

12
COOTBETCTBYET

506

0,0 %
0,0 %
0,0 %
0,0 %

COOTBETCTBYET
0

OrcytcTBHE
OTcyTcTBHE

Otknonenns: HET [x] A [] Ecnu cymecTBeHHbBIE OTKIIOHSHUS (KOTOPBIE MOTYT MOBJIHMSTH Ha KAYECTBO Mperapara).

Omnucanue COOBITHS:

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

JInuensus Ha npousBoactBo: 6481E / Homep cepruduxara GMP: ES/115HVI1/24

1/2



CepTH(UKAT COOTBETCTBUS

05503274 HASUBUH CEHCHUTMHB, 0,05 %, 10 MJI, 1 ®JTAKOH CITPESI HASAJIBHOI'O (Poccust)
Kon marepuana nocrabmuka: 80819477

Cepusi: 374660A Brimymennoe komudectBo: 38 080 miT.
Jara npomsBoctsa: 29.04.2026 Cpox rogaocT: Mapt 2029 T.
Hcnouan3oBannbie cepun ADC
Kon Onucanue Howmep Howmep cepun [IpousBoauTeinnb Crpana
cepun [IOCTABINHKA
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED I'EPMAHUA
I'MAPOXJIOPU]] PHARMACHEMIKALIEN
MINDEN GmBH
NPUMEYAHUE:

Janubiii npenapar Obul mpoaHanu3upoBaH B cooTBerctBum ¢ COIL: WIN-0000677 /
WIN-0009323

3asiByienne o ceprupukanum:

HacrosimuM yzmocToBepsito, 4YTO BCE JTalbl MPOM3BOACTBA JaHHOM CEpHUH TOTOBOTO
JIEKapCTBEHHOI'0 Tpernapara ObUIM BBIMOJIHEHBl B MOJHOM COOTBETCTBHM C TPeOOBaHUSMU
[IpaBun Hajexamiei npoussoacTBeHHoM npakTky (GMP) EC u (B cimyyae npousBoacTBa Ha
tepputopun  EC) u TpeOOBaHMSIMHU PETHCTPAIMOHHOTO(-BIX) yIOCTOBEpEHUS(-Hil) B
cTpaHe(-ax) Ha3HAYCHUSI.

Brinymieno: ITonamuce:
(YTIOTHOMOYEHHOE JTUTIO)

Jlyuc Pamuasc /noonucarno/ 22 mapma 2026 e.
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Ilpenapar:

Kox SAP:
Howmep cepumn:

[JaTa npou3BojacTBa (MM.ITIT):

Crp.1u31
CEPTUO®OUKAT AHAJIN3A

HA3UBUH® CEHCUTUB,

crpeii Ha3aabHbIN 103MPOBaHHbIM, 22,5 MKr/103a, 10 M

05503274
374660A
04.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

03.2029

IIpousBoauren corjacHo perucrpauuu B Famar Health Care Services Madrid, S.A.U.

Poccun:
Iloka3zaTesib Crnenudukanun Pe3yabTaTsl
Wnentudukanus okcuMerasonuua|Bpems ynepkuBaHUS OCHOBHOTO IHMKAa Ha XpomaTtorpamme |CoOTBETCTBYET
THIPOXJIOpUIa HCIIBITYEMOTO pacTBOpa JOJDKHO COOTBETCTBOBATH BPEMEHH
yICp)KUBaHHS  OCHOBHOTO IIMKA HAa  XpoMarorpaMmme
CTaHJApTHOTO pacTBOpa OKCHMETa30JHMHA THAPOXJIOPHIA,
TIOTYYSHHOH IPYU KOJIMYECTBEHHOM OIPE/ICIICHHUH.
IIpo3paunocts Omanecuennus Inpemapara He JoDKHAa ObITe  Oosbire| COOTBETCTBYET
OTAJIECIICHIINH CYCIIEH3HH cpaBHEeHus |
LiBeTHOCTH pacTBOpa LiBeTHOCTh IpemapaTa He HOJDKHA ObITh Oonblne 1BETHOCTH|COOTBETCTBYET
pacTBopa cpaBHeHUs Y7
OTtHOCHUTEIbHAS INIOTHOCTh Ot 1,006 1o 1,010 1,008
(d 20/20)
pH Or 5,6 1o 6,1 5,9
OCMOJISITBHOCTD Or 270 5o 330 MOcMoub/Kr 294 MmOcMonb/Kr
OIHOPOJHOCTH MACChI Cpennsas macca n03bl: 45 mMr + 15 %. OpHopoaHocts Macchl 48,25 mr
BEICBOOOXKTACMOM JI036I JIO3BI: TOJDKHA COOTBETCTBOBATH.
KonuuecTBo 103 B KOHTEHHEpe He menee 143 103 B ynakoBke. 196 no3
[Tpumecu IIpumechk A (poxaykT rugponunsa) — He 6oxee 0,5 % 0,0 %
ITpumecs ZP-1 — ne 6oxee 0,5 % 0,0 %
Envanynas HempeHtuduumpoBanHas npumeck — He 6oxee|0,0 %
0,1 %
Cymma npumeceii — He 6oxee 1,2 % 0,0 %
MukpoGuonoruueckas yucrora | OGiee uncio aspobubix Gakrepuii — ne 6ouee 102 KOE/mn 0 KOE/mn
OO1ee YHCIO IPOJOKEBBIX M IJIECHEBbIX rpuboB — He Oonee|0 KOE/Mn

10! KOE/mn

OrtcyrcrBrue Pseudomonas aeruginosa/mi

OtcyrerByror B 1,0 M

OtcyrcrBre Staphylococcus aureus/mi

OtcyrerByror B 1,0 M

KonmnuectBeHHOE  ompexeneHue
OKCHMETAa30JIMHa I'HAPOXJIOpHIA

475-525 MKT OKCHMETa30JIMHA THAPOXIOPUIA/MIL.

506 MKr/min

Hanmenosanne ADC:

OxcuMeTa3onrHa TUAPOXJIOPpHUI

MHH: OKCHMETa30JIMH
Howmep cepuu npoussogurenst ADC: 24282040
Howmep cepunt ADC npousBonuresns ['T1: 2600312

TIpowsBoauTens u cTpana mpousojcTBa ADC:

Siegfried PharmaChemikalien Minden GmbH, I'epmanns

OueHka:

JlaTta / Hoanuch Ynoanomouennoro jguna (YJI):

Cepus cootBetcTBYeT crienupukamuu cornmacao HJI JITT-Ne (010335)-(PT-RU)

ot 28.05.2025.
25 mas 2026 2. /noonucano/

ramm: FAMAR Health Care Services Avda. Leganés, 62,

28923 Alcorcon, Madrid, Spain

Jlyuc Pamuasc / VJI

FAMAR MADRID




FAMAR

Certificate of Conformity

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

Customer material code: 80819477

Batch: 374660A

Date of manufacture: 29.04.2026

API Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2600312

38.080 UN
Expiry Date: 03.2029

Supplier
Batch Nr Manufacturer Country
24282040 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 48,25 mg

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

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

AVERAGE NUMBER OF DOSES PER CONTAINER >=143 196

OSMOLALITY (mosm/kg) 270-330 294

FILLING VOLUME >=10ml 12

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 506

HYDROLISIS PRODUCT <= 0,50% related to the content of 0,0 %
Oxymethazolyne hydrochloride

ZP-1 <= 0,50% related to the content of 0,0 %
Oxymethazolyne hydrochloride

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

TOTAL DEGRADATION PRODUCTS <=1,2% 0,0 %

STERILITY TEST Complies Conforms

CONTAMINATION TOTAL AEROBIC (TAMC) Max. 1042 CFU/ml 0

Microbial Contamination FUNGI (TYMC) Max. 10" CFU/mlI 0

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Deviations: NO Epd YES [ ] Ifsignificant deviations (which may have an impact on the quality of product).
Description of the event:
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FAMAR

Certificate of Conformity

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

Customer material code: 80819477

Batch: 374660A Quantity released: 38.080 UN
Date of manufacture: 29.04.2026 Expiry Date: 03.2029

API Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600312 24282040 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)

2T MA7 20E
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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 22,5 pg/dose, 10 ml

05503274
374660A
04.2026

Expiry date (mm.yyyy):

03.2029

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 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 1.008
pH From 5.6 t0 6.1 59
Osmolality From 270 to 330 mOsmol/kg 294 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15%. 48.25 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 196 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 ug/dose, 10 ml

05503274
374660A
04.2026
03.2029

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

Microbial purity TAMC — NMT 10* CFU/ml 0 CFU/mI
TYMC — NMT 10" CFU/ml 0 CFU/ml
Pseudomonas aeruginosa — absence/m| Absentin 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 mi

Assay 475 — 525 g of oxymetazoline 506 pg/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name : Oxymetazoline hydrochloride

INN: Oxymetazoline

AP| manufacturer batch number : 24282040

FP Manufacturer API Batch number: 2600312

AP Manufactured by & country: glegfrled PharmaChemikalien Minden GmbH,
ermany

Assessment: The batch complies with the specification according to ND J1M1-

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

Date / Signature of Qualified Person:

2SriAyo.nce

FAMAR LM)) RAN&SL/QP

Health Care Services

Avda. Leganés, 62

FANAR Laocl=zo

28923 Alcorcon, Madrid, Spain




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 374660A
Ha3BaHue gokymeHTa

This certificate confirms that the document 374660A 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 / [aHHblii cepTudukaT NOATBEPXAAET, 4TO [AOKyMeHT 374660A, w3Ha4vanbHO
HanMCaHHbIN Ha aHrmuMnCckom A3bike, ObIN nepeseAeH B COOTBETCTBUM C OEenCTBYIOWUM
cornaileHnem o6 OkasaHuM YCryr C aHIMUINCKOro A3blka Ha PYCCKUA A3blK CEPTUMULIMPOBAHHBLIM
nepesoAYMkoM, obnagalowmm [OCTaTOYHbIMU HaBbikaMu AMS  OCYLIeCTBNEHUS nepeBoaa W
NpOBEepkN AOKYMEHTA. [laHHbI cepTudmKaT Takke NOATBEPKAAET, YTO NEpeBoa NPoLUEen NPoBepKy
Ha NPaBULHOCTb U NONHOTY OTHOCUTENMbHO MCXOAHOrO JOKYMEHTA.

Evdokimova Ksenia / Translator

Translation performed by /

) EspokmmoBa Kcenus / Mepesoaunk
MepeBoa BLINONHEH: i

Date and Signature / [ata u 11.08.26 - /
noanuch vy
Translation checked for Karim Halida / Head of Quajlty Control Department

correctness and completeness
by / TlepeBon npoBepeH Ha
NPaBUIbHOCTb U NOMHOTY:

Date and«Signature /- Jata n 11.08.26
nognuce’ ‘

Kapum Xanupa / PyKosoMTpnb, OTtaena KoHTpons Kavectsa
// /




