FAMAR
Ceprudukart cooTBeTCTBHS

05503273 HASUBUH CEHCHUTMHB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPES HA3AJIBHOI'O (Poccus)
Kon marepuana nocrasmuka: 80819476
Cepusi: 367510A

Jara npomssoactsa: 30.01.2026
Hcnoan3oBanublie cepun ADC

BrimymenHoe konuuectBo: 38 990 mT.
Cpox rogaocTH: Jlekadps 2028 T.

Howmep cepun
Kon Omnwucanue Howmep cepun mocraBumika [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2501439 24272100 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUS
TUAPOXJIOPUL MINDEN GmbH
PE3YJIBTATBI AHAJIM3A
IIOKA3ATEJIb CIHEIHUOUKAIUA ITPU PE3YJBbTATBI
BBIITYCKE

OIIMCAHUE PACTBOPA - IIBETHOCTb PactBop okpariieH He 6ostee HHTEHCHBHO, COOTBETCTBYET
YeM BOZa OUMIIIEHHas/ pacTBOP

cpaBHEHUS Y7

PacTtBOp He OoJiee onaneCIUPyYOLIHIA, COOTBETCTBYET
YeM BOJa OYMIIEHHAs/ CyCIICH3US

cpaBHeHus |

OIIMCAHUME PACTBOPA —TTPO3PAYHOCTD

OTHOCUTEJIBHASA TIJTIOTHOCTH (d 20/20) 1,006-1,010 1,007

PH 5,6-6,1 5,9

CPEJIHAS1 MACCA BBICBOBOXIAEMOM JIO3bI 38,25-51,75 mMr 44,33 mr

(JIA OAHOI'O ©JTAKOHA)

OAHOPOIHOCTH AO3MPOBAHUA (JIJIA 0-1 0

OJHOI'O ®JIAKOHA) (£25 %)

OJHOPOJHOCTH JO3MPOBAHUA (JIJIA 0-0 0

OJHOI'O ®JIAKOHA) (£35 %)

OCMOJIAJIBHOCTD (MOcMmoib/Kr) 270-330 mOcMmonb/kr 288

CPEJIHEE KOJIMYECTBO J103 B KOHTEMHEPE ~ Mun. 143 10351 182

OBBEM ®ACOBKHA > 10 M 12 Mo

NJIEHTUOUKALIMA OKCUMETA3OJIMHA Jlo/mkeH COOTBETCTBOBATh COOTBETCTBYET

T'MAPOXJIOPUIA

KOJIMYECTBEHHOE OITPEJIEJIEHUE 237,5-262,5 Mxr/min 247,0

OKCUMETA3OJIMHA TUAPOXJIOPUJA

TTIPOAYKT I'MAPOJIN3A < 0,5 % OTHOCHUTEIIEHO COJCpIKAHUS 0,0 %
OKCHMETAa30JIMHA THIPOXIOPHIA

ZP-1 < 0,5 % OTHOCUTEJILHO COAEpPKAHUS 0,0 %
OKCHMETA30JIMHA THIPOXIOPHIA

HEUJIEHTU®ULIMPOBAHHBIN [TPOJVKT < 0,1 % OTHOCUTEJILHO COAEPKAHUS 0,0 %

JETPAJALINN C HAUBOJIBILIMM OKCHMETa30JIMHa THIPOXJIOpUIa

COAEPXXAHUEM

CYMMA ITPOJIYKTOB JETPAJIALINN <1,2% 0,0 %

CTEPWJIBHOCTb COOTBETCTBYET COOTBETCTBYET

OBIIEE YNCJIO ASPOBHBIX He 6omee 10? KOE/mn 0

MUKPOOPT AHMU3MOB (TAMC)

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

I'PUBOB (TYMC)

PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrctBue B 1 M OtcyTcTBHE

STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrctBue B 1 M OtcyTcTBHE

Otxnonenus: HET [x] JIA [] Ecnu cymiecTBeHHBIC OTKIOHEHHUSI (KOTOPBIE MOTYT MOBJIHUSATH HA

KaueCcTBO IIpenapara).

Ornucanue CoOOBITHS:
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FAMAR
Ceprudukart cooTBeTCTBHS

05503273 HASUBUH CEHCHUTMHB, 0,025 %, 10 MJI, 1 ®JIAKOH CIIPES HA3AJIBHOI'O (Poccus)
Kon marepuana nocrasmuka: 80819476

Cepus: 367510A BrimymenHoe konuuectBo: 38 990 mT.
Jara npomssoactsa: 30.01.2026 Cpox rogaocTH: Jlekadps 2028 T.
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Omnwucanue Howmep cepun mocraBumika [IpousBoaurens Crpana
10501253 OKCUMETA3OJIMHA 2501439 24272100 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA
TUAPOXJIOPU/] MINDEN GmbH

NPUMEYAHHUE:

Jannbplii mpenapatr Obul mpoaHanusupoBaH B cooTBerctBuu ¢ COIl: WIN-0000677 /

WIN-0009323

3asiByienne o cepruukanum:

HacrosimuuM ygocToBepsito, YTO BCE ATalbl MPOU3BOJACTBA JAaHHOH CEpPUHM TOTOBOTO
JIEKapCTBEHHOT'O MpernapaTa ObUTH BBIMOJHEHBI B IMOJHOM COOTBETCTBUH C TPEOOBaHUSIMU
[IpaBun Hagnexameit npousBoactseHHol npaktuku (GMP) EC u (B cinydae mpou3BoacTBa
Ha Tepputopun EC) m TpeGoBaHUAMH pPETHCTPAIMOHHOTO(-bIX) YIAOCTOBEpEHUs(-Uii) B
cTpaHe(-ax) Ha3HAuYCHUSI.

Beinymeno: Monuxa Canouec IMoamuce:
(YnosmHOMOYEHHOE JIUIIO) /noonucano/ 20 ¢espans 2026 e.
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IIpenapat:

Kox SAP:
Homep cepuu:

JlaTa nmpou3BoACTBAa (MM.ITIT):

Ctp.1u32

CEPTUDUKAT AHAJIN3A

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

05503273
367510A
01.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

12.2028

IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn:

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

IToka3aresanb Cnenuduxanuu Pe3yabTarthl
Wnentudukanus Bpewms ynepkuBaHHS OCHOBHOTO IIMKa HA XpOMaTOTpaMMe CoOTBETCTBYET
OKCHUMETA30JIMHA HCTIBITYEMOTO PacTBOPA JOIDKHO COOTBETCTBOBATH BPEMEHH
THUIPOXIIOPHUIA yICPXKUBAHKS OCHOBHOT'O IMHUKA HA XpOMATOTrpaMMe
CTaHJAPTHOTO PACTBOPA OKCMMETA30JIMHA THIPOXIIOPH/IA,
MOJIYYCHHOW MPH KOJIMYECTBCHHOM OTIPE/ICIICHUU.
IIpo3paunocts OmnarnecieHIus npemnapara He JOKHA OBITh OO0JIbIIe CoOTBETCTBYET
OMAaJICCUCHIINH CYCIICH3UH cpaBHeHUs 1.
IlBeTHOCTH pacTBOpa I[BeTHOCTB mpemapaTta He JOJDKHA ObITh 0oJbiie BeTHOCTH | COOTBETCTBYET
pacTBopa cpaBHEHHS Y7
OTHOCUTENbHAS JIOTHOCTh Or 1,006 g0 1,010 1,007
(d 20/20)
pH Ot 5,6 10 6,1 5,9
OCMOJIITTLHOCTD Ot 270 mo 330 mOcmob/KT 288 MmOcMoIb/KT
OIHOPOIHOCTH MACCHI Cpennsist macca m03bl: 45 Mr + 15 %. 4433 mr
BBICBOOOXKTAEMOM JTO3BI OIHOPOTHOCTH MACChI IO3BI: IOJHKHA COOTBETCTBOBATH.
KomnuectBo 103 B He menee 143 103 B ynakoBke. 182 mo3er
KOHTEIHepe
ITpumecu [Tpumecs A (mpoaykt runaponnsa) — He 6oxee 0,5 % 0,0 %
ITpumecs ZP-1 — He 6oee 0,5 % 0,0 %
Enuanunas HewneHTUGUIIMPOBaHHAS IPUMECh — He OoJiee 0,0 %
0,1 %
Cymma npumeceii — He Oonee 1,2 % 0,0 %
Mukpobuosornueckas O6uiee uncio a3poOHbIX 6akTepuii — He 6onee 102 KOE/Mn |0 KOE/Mn
4HCTOTA OO01Iee 9rciio IPOXOKEBBIX U IJIECHEBBIX TprOoB — He O6oee | 0 KOE/mn
10' KOE/Mn
OtcyrctBue Pseudomonas aeruginosa/mn OTCyTCTBYIOT B
1,0 mut
OrcyrctBue Staphylococcus aureus/mi OTCYTCTBYIOT B
1,0 M
KonnuectBennoe 237,5-262,5 MK OKCHMETA30JIMHA TUAPOXIOPUIA/MIL. 247,0 MKr/™MI
OIpeieIiCHUE
OKCHUMETa30JIMHa
THIIPOXIIOPHUIA

Haumenosanne ADC:

OxcuMeTaszonrHa ruAPOXIIOPHU A

MHH: OxcnmMeTraszonvs
Howmep cepun npoussogutens APC: 24272100
Howmep cepun APC npoussoautens ['11: 2501439

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

I'epmanus




Ctp.2u32

CEPTUD®UKAT AHAJIN3A
IIpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHbII
J103upoBaHHbI, 11,25 Mmkr/103a, 10 mu
Kon SAP: 05503273
Howmep cepumn: 367510A
JlaTa npou3BoaCTBAa (MM.ITIT): 01.2026
JlaTa ucTeyeHusi CPOKa rogHOCTH (MM.ITIT): 12.2028
IIpou3BoauTEIb COIIACHO perucrpanuu B Poccumn: Famar Health Care Services Madrid, S.A.U.
Ouenka: Cepusi  COOTBETCTBYeT  cCHeHU(UKAIMA  COTJIACHO

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

JlaTta / Hoanuchk YnojanoMoyeHHoro jguma (YJI): Mownuxa Canouec /noonucano/

12 mapma 2026 2.

MITamn:
FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain

HIT



FAMAR

Certificate of Conforfnity

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

Customer material code: 80819476

Batch: 367510A

Date of manufacture: 30.01.2026

APl Batches used

Code Description
10501253 OXIMETAZOLINA CLORHIDRATO

Quantity released:

Batch Nr
2501439

38.990 UN
Expiry Date: 12.2028

Supplier
Batch Nr Manufacturer Country
24272100 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 4433 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 288

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 182

FILLING VOLUME >= 10 ml 12ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 2470

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 hydrochioride

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/m| 0 cfu

Microbial Contamination FUNGI (TYMC) <= 10" CFU/ml 0 cfu

STERILITY TEST Complies Conforms

Deviations: NO T[x] YES
Description of the event:

[ 1 If significant deviations (which may have an impact on the quality of product).
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FAMAR

Certificate of Conformity

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

Customer material code: 80819476
Batch: 367510A Quantity released: 38.990 UN

Date of manufacture: 30.01.2026 Expiry Date: 12.2028

AP| Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2501439 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: MQKUULCQ\ g.(\/l. d/l,e.% Signature:

(Qualified person)
net AN O )

7o Frebin s
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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 11,25 ug/dose, 10 mli

05503273
367510A
01.2026

Expiry date (mm.yyyy):

12.2028

Manufacturer according to the

registration in Russia:

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

than reference suspension |.

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

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 1.007
pH From 5.6 to 6.1 59
Osmolality From 270 to 330 mOsmol/kg 288 mOsmol/kg
Uniformity of dose weight | Mean dose weight: 45 mg £15 %. 44.33 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 182 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%




Page 2 of 2
CERTIFICATE OF ANALYSIS

Product: NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose, 10 mi

SAP-Code: 05503273
Batch no.: 367510A
Manufacturing date (mm.yyyy): 01.2026
Expiry date (mm.yyyy): 12.2028
Manufacturer according to the
registration in Russia: Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 10?> CFU/mlI 0 CFU/ml
TYMC — NMT 10" CFU/ml 0 CFU/ml
Pseudomonas aeruginosa — absence/mi Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml
Assay 237.5 — 262.5 g of oxymetazoline 247.0 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name: Oxymetazoline hydrochloride
INN: Oxymetazoline
APl manufacturer batch number : 24272100
FP Manufacturer APl Batch number: 2501439
API Manufactured by & country: Siegfried PharmaChemikalien Minden GmbH,
Germany
Assessment: The batch complies with the specification according to ND JIM-

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

Date / Signature of Qualified Person: M cutea gd'mcb\,e &
AZ2MARZ2o2a

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid. Spain




CERTIFICATE OF TRANSLATION / CEPTUDUKAT NEPEBOOA

Name of the document / 367510A
Hassanue gokymeHnTa

This certificate confirms that the document 367510A 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 / [aHHbiit cepTucumkaT noATBEpXKAAEeT, 4TO AoKkymeHT 367510A, u3HavanbHO
HaNWUCaHHbIA Ha  aHrMACKOM si3bike, ObIN MEpeBefeH B COOTBETCTBAM AeNCTBYOLMM
cornailueHnem o6 okasaHWWM YCRyr ¢ aHrmuiACKoOro S3bika Ha PYCCKUI SA3bIK CepTUDULMPOBAHHBLIM
NEpPeBOAYNKOM, 00nafalowmMM [OCTaTOYHBIMI HaBbikaMu Ans OCyLLECTBIEHNss nepesoja W
NPOBEPKM AokymMeHTa. [laHHbIN cepTucukaT Takke NOATBEPXKAAET, UTo nepesoA npoLuen NpoBepky
Ha NPaBUNbHOCTb W MOMHOTY OTHOCUTENBHO UCXOAHOTO AOKYMEHTA.

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

Date and Signature / lata u 27.04.26
noanuce
Translation checked for Karim Halida / Head of lity Control Department

correctness and completeness
by / [lepeBoa nposepeH Ha
NPaBUbHOCTL U NOMHOTY:

Date and Signature / [ata u 27.04.26
noanucb

EBaokumosa KceHus / Mepe c?y

Kapum Xanuaa / Pyko Tenb Otaena KoHTpons KauecTtsa




