FAMAR

CepTudukar cOOTBETCTBHS

05503274 — HA3WBWUH CEHCHUTHB, CIIPEM HA3AJBHBIA JIO3UPOBAHHBIM, 0,05 %, 10 MJI,

1 ®JAKOH (Poccust)

Kon marepuana mocrapmuka: 80819477

Cepusi: 374690A

JHara npoussoacraa: 04.05.2026
Hcnoan3oBanublie cepun ADC

Brinymennoe xonuuectBo: 38 984 wir.

Cpoxk rogaoctu: Anpens 2029 r.

Kox Onucanue Homep  Howmep cepum  IIpousBoamTenn Crpana
cepun IIOCTaBIIMKa
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED TEPMAHUSA
T'NAPOXJIOPU/L PHARMACHEMIKALIEN
MINDEN GmBH
PE3YJIBTATbHI AHAJIN3A
ITIOKA3ATEJIb CIHEHUPUKALUSA ITPU BbITYCKE PE3YJIbTATbBI
OIIMCAHUE PACTBOPA — ITPO3PAYHOCTD PactBop He Oonee  omanecuupyrOIIUii, CooTBeTcTBYyeT
BOJIa OYHIICHHAS / CYCIICH3Us CpaBHEHHS |
OIIMCAHUE PACTBOPA — IIBETHOCTb PactBop okparmren He 6oiee MHTEHCHBHO, 4eM COOTBETCTBYET
BOJIa OYHIICHHAS / paCTBOp CpaBHEHUS Y7
OTHOCHUTEJIBHAS IIJIOTHOCTH (d 20/20) 1,006-1,010 1,008
PH 5,6-6,1 5,9
CPEJIHSISTI MACCA BBICBOBOXIAEMOM MO3bI (JJ151 38,25-51,75 mr 45,34 mr
OJHOI'O ®JIAKOHA)
OAHOPOJHOCTbD JO3UPOBAHMS (AJIS1 OAHOI'O 0-1 0
OJIAKOHA) (£25 %)
OJHOPOJHOCTH JO3MPOBAHUS (AJIS1 OAHOI'O 0-0 0
OJIAKOHA) (£35 %)
CPEJIHEE KOJIMYECTBO /103 B KOHTEMHEPE >143 198
OCMOJIAJIBHOCTD (MOcmonb/kr) 270-330 290
OBBEM ®ACOBKU >10 M 12
NAEHTUOUKALINA OKCUMETA30JIMHA JlobKeH COOTBETCTBOBATh CoOTBeTCTBYET
I'MAPOXJIOPUA
KOJIMYECTBEHHOE OIIPEJEJIEHUE 475-525 MKr/mn 508
OKCUMETA3OJIMHA TUAPOXJIOPUIA
ITPOAYKT I'MAPOJIM3A <0,50 % OTHOCHUTENILHO conepxkanus 0,0 %
OKCHMETAa30JIMHA THAPOXIIOPHIA
ZP-1 <0,50 % OTHOCHUTEIIHHO conepxanust 0,0 %
OKCHMETAa30JIMHA TUAPOXIIOpHIA
HEI/IIlEHTI/Iq)I/IL[I/IPOBAHHbIPI [MPOAYKT <0,1 % OTHOCHUTEJIBHO conepxanust 0,0 %
JET'PAJALIMN C HAUBOJIBIIMM COAEPXKAHUEM OKCHMETAa30JIMHA TUAPOXIIOpHIA
CYMMA MMIPOAYKTOB JETPAJJAIITNUN <12% 0,0 %
CTEPUJIIBHOCTbD CooTBeTCTBYyET CooTBeTcTBYyET
OBIIEE YMCJIO ADPOBHBIX MUKPOOPTAHHU3MOB  He 6osee 10> KOE/mn 0
(TAMC)
OBLIEE YHUCJIO APOACKEBBIX U IIJIECHEBBIX He Gonee 10" KOE/Mn 0
I'PUBOB (TYMC)
PSEUDOMONAS AERUGINOSA B 1 MJI OtcytcTBre B 1 M OtcyrcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcytcTBre B 1 M OTcyTCTBHE

Ortknonenusi: HET [x] HA [] Ecnu cyumecTBeHHble OTKJIOHEHHs (KOTOpbIE MOTYT

npernapara).
Onucanue coObITHSA:

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
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FAMAR

CepTudukar cOOTBETCTBHS ‘

05503274 — HA3BMBHUH CEHCHUTHUB, CIIPEM HA3AJIBHBIA JO3WPOBAHHBIN, 0,05 %, 10 MU,
1 ®JAKOH (Poccust)

Kon marepuana mocrapmuka: 80819477

Cepust: 374690A Brinymennoe xonuuectBo: 38 984 wir.
Hata npoussoactsa: 04.05.2026 Cpox rognoctu: Anpens 2029 r.
Hcnoan3oBanublie cepun ADC
Kox Onucanue Homep  Howmep cepum  IIpousBoamTenn Crpana
CEpUM  MOCTABIIMKA
10501253 OKCUMETA3OJIMHA 2600312 24282040 SIEGFRIED T'EPMAHUA
T’ APOXJIOPU]] PHARMACHEMIKALIEN
MINDEN GmBH
NPUMEYAHUE:
Jannbrii nmpenapar Obu1 npoaHanu3upoBaH B coorBerctBuu ¢ COIl: WIN-0000677 /
WIN-0009323

3asiByieHHe 0 cepTHPUKALIUN:
HacTosammm ynocToBepsito, 4TO BCe 3Tambl MPOM3BOACTBA JAHHON CEPUH T'OTOBOIO
JIEKapCTBEHHOTO TMpemapata OBUIM BBIMOJIHEHBI B TOJHOM COOTBETCTBUU C
TpeboBanusmu [IpaBun Hamiexkamnieir npousoacTBenHor npaktuku (GMP) EC u (B
ciydae mpou3BoAcTBa Ha Tepputopuu EC) TpeGoBaHHMSIMH PETUCTPAMOHHOTO(-BIX)
yI0CTOBepeHUs(-uii) B CTpaHe(-aX) Ha3HAYCHUSI.

Brinyieno: IMonmuce:
(Y1I0THOMOUYEHHOE JIHIIO)

JIhyuc Pamuasc /noonucarno/ 22 mas 2026 2.

Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2/2
JInuensus Ha npousBoactBo: 6481E / Homep cepruduxara GMP: ES/115HVI1/24



Ilpenapart:

Kox SAP:
Howmep cepumn:

JlaTa mpou3BoACTBAa (MM.ITIT):

Crp.1m31
CEPTU®UKAT AHAJIN3A

HA3UBHUH® CEHCUTUB,

crpeii Ha3aabHbIN 103MPOBaHHBII, 22,5 MKr/H03a, 10 M

05503274
374690A
05.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

04.2029

Hpoussoaurens _coraacHo _perucrpanuu B Famar Health Care Services Madrid, S.A.U.

Poccuu:
Iloka3zaTesib Crnenndukanuu Pe3yabTaThl
Vnentudukarms Bpemsi yziep:KMBaHHS OCHOBHOTO ITHMKa Ha XpoMaTorpamMme HCrbITyeMoro | COOTBETCTBYET
OKCHMETAa30JIMHA pacTBOpa AOJDKHO COOTBETCTBOBATH BPEMEHH YACPKUBAHUSI OCHOBHOTO ITHKA
THAPOXJIOpUIA Ha XpOMaTorpamMMe CTaHAapTHOTO PacTBOpa OKCHMETA30JIMHA THIPOXIIOPHA,
HOJIYYEHHOH TIPU KOJMYECTBEHHOM OIpeIeIeHUH
IIpo3pauHoCTh OmnanecueHuysi Ipernapara HE JOJDKHa ObiTh Oodbiue omnajiecueHunn | COOTBETCTBYET
cycneHs3uu cpaBHeHus |
IIBeTHOCTH pacTBOpa LIBeTHOCTh mpemapara HE [OJDKHA ObITh 0OJbIIE LBETHOCTH pacTBopa|COOTBETCTBYET
cpaBHeHus Y7
OTHOCHUTENbHAS INIOTHOCTD Or 1,006 1o 1,010 1,008
(d 20/20)
pH Ot 5,6 no 6,1 5,9
OcCMOJISITBHOCTD Ot 270 o 330 MOcMOJIB/KT 290 MOcMoub/Kr
OIHOPOTHOCTH MAaCChI Cpennsist macca 103bl: 45 Mr + 15 %. OxHOPOAHOCTH Macchl JO3bL: JOMKHA|45,34 Mr
BBICBOOOJKIAEMOM J103bI COOTBETCTBOBATh
KonuuectBo 103 B konreiinepe |He menee 143 103 B ynakoBke 198 no3
[Tpumecu ITpumecs A (mpoxaykT ruaponusa) — He 6oxee 0,5 % 0,0 %
IMpumecs ZP-1 — ne 6oxee 0,5 % 0,0 %
Ennnnunas HenneHTHUIMpoBanHas npumech — He 6oxee 0,1 % 0,0 %
Cymma npumeceit — He 6onee 1,2 % 0,0 %
Muxkpobunonoruueckas TAMC — ue Gonee 10? KOE/mn 0 KOE/mn
“ucToTa TYMC — ue Gosnee 10! KOE/mn 0 KOE/mn
OrcyrcrBue Pseudomonas aeruginosa/mi OTCyTCTBYIOT B
1,0 M
OrtcyrcrBue Staphylococcus aureus/mi OTCyTCTBYIOT B
1,0 M
KonuuectBennoe onpeaenenue |475-525 MKr OKCUMETa30JMHA THAPOXIOPHUIA/ MIT 508 MKr/Mit
OKCHMETAa30JIMHA
THAPOXJIOpHUIA
Hanmenosanne ADC: OKcHUMeTa30IMHA THAPOXJIOPU]L
MHH: OKCHMEeTa30InH
Howmep cepun npousBonutenss ADC: 24282040
Howmep ceprm ADC mpoussonutens 'T1: 2600312
IIpowsBoauTens u cTpana mpousBoacTBa ADC: Siegfried =~ PharmaChemikalien = Minden = GmbH,
I'epmanus

Ouenka:

Jara / Iloanuch YnoanomouyenHoro juua (YJI):

Cepus COOTBETCTBYET crieriudukaimu cornacHo HJJ
JITI-Ne(010335)-(PI'-RU) ot 28.05.2025.

25 mas 2026 r. /noonucarno/

ITamm:

FAMAR Health Care
Leganés, 62, 28923 Alcorcon, Madrid, Spain

Services, Avda. Jlync Pamnanc / YJI

FAMAR MADRID




FAMAR

Certificate of Conformity

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

Customer material code: 80819477

Batch: 374690A

Date of manufacture: 04.05.20206

API Batches used

Quantity released:

38.984 UN
Expiry Date: 04.2029

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2600312 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 4534 mg

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

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

AVERAGE NUMBER OF DOSES PER CONTAINER >= 143 198

OSMOLALITY (mosm/kg) 270-330 290

FILLING VOLUME >=10 ml 12

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conforms Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 508

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. 10*2 CFU/ml 0

Microbial Contamination FUNGI (TYMC) Max. 10* CFU/ml 0

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml| Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml| Absence

Deviations: NO fp(] YES [ 1 Ifsignificant deviations (which may have an impact on the quality of product).
Description of the event:
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Manufacturing License 6481E / GMP Certificate Number ES/115HVI/24




FAMAR

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

Customer material code: 80819477
Batch: 374690A Quantity released: 38.984 UN

Date of manufacture: 04.05.2026 Expiry Date: 04.2029

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)

(> HAameget

/T MPr—- 2en¢
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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 ug/dose, 10 mi

05503274
374690A
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 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 5.9
Osmolality From 270 to 330 mOsmol/kg 290 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg +15%. 45.34 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 198 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
374690A
05.2026
04.2029

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

Assay 475 - 525 ug of oxymetazoline 508 pg/ml

Oxymetazoline hydrochloride/ml.

hydrochloride

APl name : Oxymetazoline hydrochloride

INN: Oxymetazoline

API manufacturer batch number : 24282040

FP Manufacturer API Batch number: 2600312

_ Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country: Germany

Assussinenl. The b
Ne¢(01

Date / Signature of Qualified Person:

FAMAR

Health Care Services

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

atch complles with the speclification according to NL 1 1-
0335)-(Pr-RU) from 28.05.2025.

7
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 374690A
HassaHue nokymeHTa

This certificate confirms that the document 374690A 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 / [laHHbIn cepTudukaT NoATBepXAaeT, 4TO [AOKyMeHT 374690A, wu3HauyanbHO
HaNUCaHHbIA Ha aHrnMIACKOM  si3bike, ObiN NEepeBEeAeH B COOTBETCTBAN G AeNCTBYIOLMM
cornatueHmem ob okasaHWW YCryr C aHrmfuinckoro A3bika Ha PYCcCKUii A3bik cepTudULMpPOBaHHbIM
nepesoAuMKoM, obnafalwmM A0CTaTOYHLIMU HaBblkaMu  Ans OCyllecTBneHus nepesoaa W
NPOBEPkM AOKYMeHTa. [laHHbIN cepTuduKaT Takke NOATBEPXKAAET, YTO nepeBoj NpoLLen NpoBepKy
Ha NPaBWIbHOCTb M MONHOTY OTHOCUTENbHO UCXOAHOrO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBop, BbINOMNHEH:

Date and Signature / lata n 12.08.26
noanucb

EBaokumosa KceHus / ﬂepeso,/qﬁﬁk

] /
Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness '
by / TMepeBoa nposepeH Ha
NPaBUNbHOCTb U NOMHOTY:

Date and Signature / [lata n 12.08.26
noanuck

Kapum Xanuga / Pyxoab'nw en }ZiT ena KoHtponsa KavecTtsa




