FAMAR
Ceprudukart cooTBeTCTBHS

05503273 HA3BUBHUH CEHCUTHUB, 0,025%, 10MJI, 1 ®JAKOH CIIPESI HA3AJBHOI'O
JTO3UPOBAHHOT O (Poccust)
Kon marepuana nocrasmuka: 80819476

Cepusi: 367740A BrimymenHoe koiaudectBo: 39534 m.
Jara npom3Boactsa: 02.02.2026 Cpoxk rogroctu: SIaBapn 2029 1.
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Ornucanue Howmep cepun  mocraBmuka [IpousBoaurens Crpana
10501253 OKCUMETA3O0JIMHA 2501439 24272100 SIEGFRIED PHARMACHEMIKALIEN ~ TEPMAHUSA
TUAPOXJIOPU/L MINDEN GmbH
PE3YJIBTATBI AHAJIU3A
IHOKA3ATEJIb CIHIEM®UKAILINS TPU BBIITYCKE PE3YJIBTATHI
OIMMCAHUME PACTBOPA — IIBETHOCTb PactBop okpamnien He 6osiee UHTEHCHBHO, COOTBETCTBYET
YeM BOJIa OYHIICHHAs/ PacTBOP CPaBHEHUS
Y7
OIMMCAHUME PACTBOPA — ITPO3PAUYHOCTD PactBop He Gonee onanecupyronuii, yeM COOTBETCTBYET
BO/Ia OYHIICHHAs/ CYCIICH3HsI CpaBHEHUS |
OTHOCUTEJIBHAS TIJNIOTHOCTH (d 20/20) 1,006-1,010 1,007
PH 5,6-6,1 5,9
CPEJIHSSI MACCA BBICBOBOXJAEMOM JIO3bI  38,25-51,75 mr 44,38 mr
(JJI1 OAHOI'O ®JIAKOHA)
OJHOPOJHOCTDH AO3MPOBAHU A (JJI1 OAHOT'O 0-1 0
OJIAKOHA) (25 %)
OAHOPOIHOCTH AO3MPOBAHUA (JJIA OAHOT'O 0-0 0
OJIAKOHA) (+35 %)
OCMOJIAJIBHOCTbD (MOcmomb/kr) 270-330 MOcMOITB/KT 286
CPEJIHEE KOJIMYECTBO 103 B KOHTEMHEPE MuH. 143 nocTaBisieMbIX 103 178
OBBEM ®ACOBKU > 10 M 12 M
NAEHTUOUKALIMA OKCUMETA3OJIMHA JloikeH cOOTBETCTBOBATh CootBeTcTBYET
T'MAPOXJIOPUA
KOJIMYECTBEHHOE OITPEJAEJIEHUE 237,5-262,5 Mxr/mi 2484
OKCUMETA3OJIMHA TUAPOXJIOPUA
TTPOAYKT 'MAPOJIN3A < 0,5 % OTHOCUTEJILHO COAEP>KaHUS 0,0 %
OKCHMETA30JIMHA THIPOXIOPHIA
ZP-1 < 0,5 % OTHOCHTEIIEHO COJEpPIKAHUS 0,0 %
OKCHMETa30JIMHA THIPOXIIOPHIA
HEUJIEHTUOULMIPOBAHHBIN ITPOIYKT < 0,1 % OTHOCHTEIIEHO COJCPIKAHUS 0,0 %
JETPAIALIMU C HAUBOJIBIIINM OKCHUMETA30JIMHA THIPOXJIOPHIA
COAEPXAHMEM
CYMMA ITPOJIYKTOB JETPAJIALINN <1,2% 0,0 %
PSEUDOMONAS AERUGINOSA B 1 MJI OtcyrctBue B 1 M OtcyTcTBHE
STAPHYLOCOCCUS AUREUS B 1 MJI OtcyrctBue B 1 M OtcyTcTBHE
OBILEE YMCJIO BAKTEPHIA (TAMC) <102 KOE/mn 0 KOE
OBIIEE YMCJIO JPOXCKEBBIX U INIECHEBBIX < 10' KOE/Mn 0 KOE
I'PUBOB (TYMC)
CTEPMJIBHOCTb COOTBETCTBYET CoOoTBeTCTBYET

Otknonenus: HET [x] JIA [] Ecnu cymecTBeHHBIE OTKJIOHEHHsI (KOTOPBIE MOTYT TOBJIHUSATH HA
KauecTBO IIpenapara).

Ornucanue COOBITHS:
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FAMAR
Ceprudukart cooTBeTCTBHS

05503273 HA3BUBHUH CEHCUTHUB, 0,025%, 10MJI, 1 ®JAKOH CIIPESI HA3AJBHOI'O
JTO3UPOBAHHOT O (Poccust)
Kon marepuana nocrasmuka: 80819476

Cepusi: 367740A BrimymenHoe koiaudectBo: 39534 m.
Jara npom3Boactsa: 02.02.2026 Cpoxk rogroctu: SIaBapn 2029 1.
Hcnoan3oBanublie cepun ADC
Howmep cepun
Kon Ornucanue Howmep cepun  mocraBmuka [IpousBoaurens Crpana
10501253 OKCHUMETA3OJIMHA 2501439 24272100 SIEGFRIED PHARMACHEMIKALIEN T'EPMAHUA
TUAPOXJIOPU/L MINDEN GmbH

NPUMEYAHHUE:

Jannplii mpenapar Obul npoaHanusupoBaH B coorBercTBuu ¢ COIl: WIN-0000677 /

WIN-0009323

3asiByienne o cepruukanum:

HacrosimuM yznocToBepsto, uYTO BCE STambl MPOU3BOACTBA JaHHOM CEpHUH TOTOBOTO
JICKapCTBEHHOI'0 Tpernapara ObUIM BBIMOJIHEHBl B MOJHOM COOTBETCTBUM C TpPeOOBaHUSAMU
[IpaBun Hajexamiei npoussoacTBeHHOM npakTky (GMP) EC u (B cimyyae npousBoacTBa Ha
tepputopun  EC) u TpeOOBaHHMSIMHU PETHCTPAIMOHHOTO(-BIX) yIOCTOBEpPEHUs(-Hil) B
cTpaHe(-ax) Ha3HAYCHUSI.

Boeinymeno: Monuxka Canuec ITonnuce:
(YnomHOMOYEHHOE JTUIIO) /noonucano/ 20 ¢espans 2026 e.
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IIpenapat:

Kox SAP:
Homep cepuu:

JlaTa nmpou3BoACTBA (MM.ITIT):

Crp.1u32

CEPTUD®UKAT AHAJIN3A

HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBI
Ja03upoBaHHbI, 11,25 Mkr/103a, 10 mu

05503273
367740A
02.2026

JlaTa HCTeYeHHs CPOKA TOAHOCTH (MM.ITIT):

01.2029

IIpou3BoauTEIb COIIACHO perucTpanuu B Poccumn:

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

Iloka3aresanb Crnenuduxanuu Pe3syabTaThl
Wnentndukanms Bpewms yaepxuBaHusI OCHOBHOTO IIFKa Ha XpOMaToTpaMMe CooTBeTcTBYET
OKCHMETa30JIMHA HCTIBITYEMOTO PacTBOpa TOIDKHO COOTBETCTBOBATH BPEMEHHU
THIIPOXIIOPHUIA yICp>KUBaHHS OCHOBHOTO IHKA HA XpOMaTOTrpaMMe
CTaHJAPTHOTO PACTBOPA OKCHMETA30JIUHA THIPOXJIOPH/IA,
MOJTYYCHHOH MPH KOJIMYECTBEHHOM ONPEACICHHU.
IIpo3pavnocTs OnanecueHIus npemnapara He JoDKHA OBITh 0OJIbIIe CooTBeTCcTBYET
OMaJeClCHIINY CYCIICH3MH CpaBHEHMs .
IIBeTHOCTH pacTBOpa IlBeTHOCTH Mpenapara He JOJKHA OBITH OOJBIIIE IIBETHOCTU CooTBeTCcTBYET
pacTBopa cpaBHEHHS Y7
OTHOCHUTEIbHAS TJIOTHOCTh Ot 1,006 no 1,010 1,007
(d 20/20)
pH Ot 5,6 10 6,1 59
OCMOIISIITBHOCTD Ot 270 mo 330 MOcMOIIB/KT 286 MOcMOIB/KT
OIHOPOIHOCTH MAaCCHhI Cpennsist macca no3bl: 45 mr =+ 15 %. 44,38 mr
BBICBOOOXKTaEMOI1 T03BI ORHOPOTHOCTH MACCHI AO3BI: TOJDKHA COOTBETCTBOBATD.
KommgectBo 103 B koHTelHEepe | He Menee 143 103 B ynakoBke. 178 mo3
ITpumecu IIprmecs A (mponykT rupponmsa) — He 6omee 0,5 % 0,0 %
ITpumecs ZP-1 — He 6osee 0,5 % 0,0 %
Emuananas HenaeHTHUImMpoBanHas npuMecs — He 6onee 0,1 %] 0,0 %
Cymma npumeceii — He 6omee 1,2 % 0,0 %
Mukpobuosornyeckas O6uiee uncio a3poOHBIX GakTepuii — He 6onee 10?2 KOE/Mn 0 KOE/mn
YUCTOTA OO611ee 9rcio IpOXOKEBBIX M TNIECHEBBIX TPHOOB — He OoJee 0 KOE/mn
10' KOE/Mn
OtcyrctBre Pseudomonas aeruginosa/min OTCYTCTBYIOT B
1,0 Mo
OtcytctBue Staphylococcus aureus/mi OTCYTCTBYIOT B
1,0 Mo
KonunuectBennoe 237,5-262,5 MKT OKCHUMETA30JIMHA THIPOXJIOPHIA/MIT. 248,4 MKr/MiII

OIpe/ieNIeHue OKCUMETA30JINHA
THIPOXJIOpHUIA

Haunmenosanue ADC:

OxcuMeTa30IrMHa THAPOXIOPHUT

MHH: OKcHMeTa30InH
Howmep cepun npomsBonutenss ADC: 24272100
Howmep cepunt ADC npousBonuress ['T1: 2501439

TIpowsBoauTens u cTpana mpousocTBa ADC:

Siegfried PharmaChemikalien Minden GmbH, I'epmanns

OneHka:
28.05.2025.

Jara / Hoanuch Ynoauomoyenuoro guna (YJI):

Cepust cootBercTByeT crneunudukaruu cormacao HJ[ JIIT-Ne(010335)-(PT-RU) or

12 mapma 2026 2. /noonucano/

Monuxa Canuec




Ctp.2u32

CEPTU®UKAT AHAJIU3A
IIpenapar: HA3UBUH® CEHCUTMUB, cnipeii Ha3aIbHBI
Ja03upoBaHHbI, 11,25 Mkr/103a, 10 mu
Kon SAP: 05503273
Howmep cepumn: 367740A
JlaTa mpou3BoacTBa (MM.ITIT): 02.2026
JlaTa ucTeyeHHus CPOKAa rOAHOCTH (MM.ITIT): 01.2029
IIpou3BoauTEIb COIIACHO perucrpanuu B Poccun: Famar Health Care Services Madrid, S.A.U.

MItamn: FAMAR
Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain



FAMAR

Certificate of Conformity

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

Customer material code: 80819476

Batch: 367740A

Date of manufacture: 02.02.2026

API Batches used

Quantity released:

39.534 UN
Expiry Date: 01.2029

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2501439 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 44,38 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 286

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 178

FILLING VOLUME >=10ml 12 ml

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 pg/ml 248,4

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 hydrochloride

TOTAL DEGRADATION PRODUCTS <=12% 0.0 %

PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence

STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence

Microbial Contamination BACTERIA (TAMC) <= 1042 CFU/mI 0 cfu

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

STERILITY TEST Complies Conforms

Deviations:
Description of the event:

NO bﬂ YES [ ] Ifsignificant 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: 367740A Quantity released: 39.534 UN

Date of manufacture: 02.02.2026 Expiry Date: 01.2029

API 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:
I 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: M S co Sormd\,m,l

(Qualified person)
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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 pg/dose, 10 ml

05503273
367740A
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 |.

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

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 286 mOsmol/kg
Uniformity of dose weight |[Mean dose weight: 45 mg £15 %. 44.38 mg
delivered (released) Uniformity of dose weight: must comply.
Number of doses per Not less than 143 doses per pack. 178 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 ml

SAP-Code: 05503273
Batch no.: 367740A
Manufacturing date (mm.yyyy): 02.2026
Expiry date (mm.yyyy): 01.2029
Manufacturer according to the
registration in Russia:_ Famar Health Care Services Madrid, S.A.U.
Microbial purity TAMC — NMT 102 CFU/ml 0 CFU/mI
TYMC — NMT 10" CFU/mlI 0 CFU/mI
Pseudomonas aeruginosa — absence/ml Absent in 1.0 ml
Staphylococcus aureus — absence/ml. Absent in 1.0 ml
Assay 237.5 —262.5 ug of oxymetazoline 248.4 pg/mi
Oxymetazoline hydrochloride/ml.
hydrochloride
APl name : Oxymetazoline hydrochloride
INN: Oxymetazoline
API manufacturer batch number : 24272100
FP Manufacturer AP| Batch number: 2501439
i Siegfried PharmaChemikalien Minden GmbH,
AP| Manufactured by & country: Germany
Assessment: The batch complies with the specification according to ND J1I-

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

Date / Signature of Qualified Person: A2NMARZoZe L

FAMAR

Health Care Services

Avda. Leganés, 62
2 Alemrean Madricd, Spain
AlCOrcon. wighii.

rl e
e A




CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 367740A
Ha3BaHue nokymeHTa

This certificate confirms that the document 367740A 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 / [aHHblA cepTudMKaT noATBEPXKAAET, YTO AOKYMEHT 367740A, w3HayanbHoO
HanucaHHbIM Ha aHrnuMinckom A3bike, ObiN NepeBeAeH B COOTBETCTBUM C  AENCTBYOLUM
cornaweHvem o6 okasaHuu YCrnyr C aHrnunCcKoro A3bika Ha PYCCKUiA A3blK CepTUULMPOBAHHBIM
nepesofyvkoM, obnaparolmm [O0CTaTOYHbIMU HaBblkaMyW ANA OCYLLEeCTBNEHWs nepesoja W
nNpoBepku AoKyMmeHTa. [laHHbIn cepTudmkaT Takke NOATBEPXKAAET, YTO NEepeBos, NpoLuen NpoBepky
Ha NPaBWbHOCTb M MNOMTHOTY OTHOCUTENbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBoA BbINOMHEH:

Date and Signature / [ata un 21.04.26
noanvch

Espokumosa Kcenuns / lNepeBoguvik )

Translation checked for Karim Halida / Head of
correctness and completeness
by / [llepesog npoBepeH Ha
NpPaBubHOCTb U MOMHOTY:

Date and Signature / OJata u 21.04.26
noanunce

Control Department

Kapum Xanuga / PykoBog b Otnena KoHTpons KayecTBa




	367740A Перевод
	367740A
	CERTIFICATE OF TRANSLATION 9066_2

