FAMAR

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2
Marketing Auth. N°.:
Quantity released:

JITII-000511
38.312 UN
08.2028

Customer material code: 80781183
Batch: 357500A

Date of manufacture: 17.09.2025 Expiry Date:

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500951 24272100 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
ANALYTICAL RESULTS
TEST RELEASE RESULTS
SPECIFICATIONS
APPEARANCE OF SOLUTION CLARITY Solution should be transparent or not Conforms
more opalescent than reference suspension
|
APPEARANCE OF SOLUTION COLOR Not more colored than reference Conforms
solution Y7
RELATIVE DENSITY d 20/20 1,006 - 1,010 1,008
PH 5,6-6,1 59
AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 190
AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 44,56 mg
INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0
INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0
OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 292
FILLING VOLUME Min. 10 ml 12
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 pg/ml 500
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%
CONTAMINATION TOTAL AEROBIC (TAMC) <= 102 CFU/mlI 1
Microbial Contamination FUNGI (TYMC) <= 10" CFU/ml 0
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/ml Absence
STERILITY TEST Complies Conforms
Deviations: NO [X] YES [ 1] Ifsignificant 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

Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24



05503227 NASIV_IN SENSITIVE 0,05% 10ML(RU)P&G-NEW?2
Customer material code: 80781183 Marketing Auth. N°.: JIII-000511
Batch: 357500A Quantity released: 38.312 UN

Date of manufacture: 17.09.2025 Expiry Date: 08.2028

API| Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500951 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.

) ~ - C  SASDS
Released by: Claen ™. C\AQC*A ~oeehexs  LE Signature:

(Qualified person)
fo et

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/115HVI/24



Page 1 of 5/ Ctpanuua 1 u3 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIN3A

Product: / Mponykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3WBUH® CEHCUTUB,

cnpei HasanbHbIW O3MPOBaHHbINA, 22,5 MKr/ao3a

056503227
357500A

Manufacturing date (mm.yyyy): /

Oata npoussogcTea (MM.ITIT):

09.2025

Expiry date (mm.yvyyy): /
Cpok rogHocTu (MM.rrrT):

08.2028

Manufacturer according to the

registration in Russia: /

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

lMpouzBoguTensL B COOTBETCTBUMU

c perucTpauunen B Poccuu:

«®amap Xanc Kea Cepsuces Maapua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneundukaumnmn

Results / PesaynbTtarthl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmapoxnopug

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepX1MBaHWS OCHOBHOTO MNuka Ha
XpomaTtorpaMmme UCnbITYEMOro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YASPXKUBAHWA OCHOBHOrO NUKa Ha
XpoMaTorpaMmme CTaH4apTHOro pacTsopa
OKCMMeTasonuHa rugpoxnopuaa,
NOJSTY4EHHOW NP KONIMYECTBEHHOM
onpegenexHuu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHUWs npenapara He gomkHa
npeBbilaTh onanecueHUno aTanoHa
cpaBHeHwus |.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH bbITb OkpaLLeH He Bonee
WHTEHCUBHO, YEM STanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTensHas nnotHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH/pH From 5.6t06.1/071 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonsnbHOCTb Ot 270 po 330 mOcmonb/kr 292mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / NMpoavkr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3WBUH® CEHCUTUB,

cnpei Ha3anbHbIW QO3MpPOBaHHbIN, 22,5 MKr/Qo3a

05503227
357500A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.Irrr):

09.2025

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.ITTT):

08.2028

Manufacturer according to the

reqistration in Russia: /

MpoussoauTens B COOTBETCTBUM

C perucrpauuvei B Poccuu:

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

«®amap Xanc Kea CepBuces Magpua, C.AY.»

Parameter / Mapametp

Specifications / Cneundukauunm

Results / PesynbTaThbl

Mean dose weight and
uniformity of dose weight /
CpenHss macca fosbl U
OOHOPOAHOCTb Macchl
403bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

O,Z[HOpOII,HOCTB MacCcChbl

COOTBCTCTBOBATH

O3Bl

JI0JDKHA

44.56 mg / 44.56 mr

Number of doses per pack
/ KonndyecTtso o3 B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo ¢hnakoHe

190 doses/ 190 nos

Related substances /
PoactBeHHbIe npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoayKT ruaponusa) — He
tonee 2,0 %.

0.0%

Impurity ZP-1 = NMT 1.5 % /
Mpumecb ZP-1 — He 6onee 1,5 %.

0.0%

Single unidentified impurity —= NMT 1.0 % /
EAVHWYHAA HendeHTMULUMpoOBaHHasn
npumeck — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumeceli — He 6onee 4,9 %.

0.0%

Microbial purity /
Mukpobuonornyeckas
yucToTa

TAMC — NMT 10? CFU/ml /
O6Lwee uncno aapobHbIx BakTepuii — He
G6onee 102 KOE/mn

1 CFU/ml/
1KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3SUBUH® CEHCUTUB,
cnpew HasanbHbIA AO3UMPOBaHHLINW, 22,5 MKr/ao3a
SAP-Code: / Kon SAP: 05503227
Batch no.: / Ne naptuu: 357500A
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.ITIT): 09.2025
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrT): 08.2028

Manufacturer according to the

registration in Russia: /

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

MpouzBoguTESib B COOTBETCTEMM

€ perucTtpauuein B Poccum:

«®amap Xanc Kea Cepsuces Magpug, C.A.Y.»

TYMC — NMT 10" CFU/ml / 0 CFU/mI/
O6Lwee Yncno gpoXcKeBbIX U MIIECHEBLIX OKOE/mn
rpubos — He 6onee 10! KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn

rMapoOXIopug,

Staphylococcus aureus — absence/mi. / Absentin 1.0 ml/
OtcyTectBue Staphylococcus aureusivn. Otcytcteyet B 1,0 M
Assay 450 — 525 g of oxymetazoline 500 ug/ml/ 500 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 MKkr okcuMeTasonuHa
KonuyecteeHHoe rugpoxnopuga/mn.
onpegeneHvue
OxkcumeTasonnHa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / NMpooykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pug/dose /
HA3UBUH® CEHCUTUB,

crpe# HasanbHbIN O03MPOBaHHbLIA, 22,5 MKr/go3a

05503227
357500A

Manufacturing date (mm.yyyy): /

09.2025

Hara npoussoacTea (MM.rrrr):

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITTIT):

Manufacturer according to

08.2028
the

registration in Russia: /

lMpou3soauTens B COOTBETCTBUM

C perucTpauuen B Poccuu:

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

«®amap Xanc Kea CepBuces Magpua, C.A.Y.»

Parameter / Mapametp

Specifications / Cneundukaumnm

Results / PeaynbTaThl

Packaging / YnakoBka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata Bo cnakoH
U3 NONU3aTUNeHa BbICOKOW
NSOTHOCTH € [0O3UPYIOLWLUM
YCTPOWCTBOM W C 3aLLUTHOM
KpbILLUKOR U3 NonuaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 dpnakoHy BmecTe ¢
WHCTPYKLIMENA MO NPUMEHEHMIO B
Nayky KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapara Bo ¢pnakoH
13 NOSIN3TUNEHA BbICOKOW
MNOTHOCTK C AO3UPYIOLLIUM
YCTPOWCTBOM U C 3aLUTHOW
KPbILLKON N3 NonuaTuneHa
BbICOKOM MITOTHOCTM.

Mo 1 pnakoHy BmecTe ¢
WHCTPYKUMEN NO NPUMEHEHMIO B
NayKy KapTOHHYIO.

Labeling / MapknpoBka

In accordance with ND. /
B cooTtBeTCTBUM C HOPMATUBHO
OOKYMEHTaUuMen.

Complies as prescribed /
CooTBeTcTBYET NpeannucaHHoOMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

[Mpn Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHws

3years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / NMpoAavkT

SAP-Code: | Kog SAP:
Batch no.: / Ne naptum:

Manufacturing date (mm.yyyy): /

Hara npousBogctBa (MM.FTTT):
Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.ITTT):

Manufacturer according to the
registration in Russia: /

nEDHSBOQHTe.I'Ib B COOTBETCTBEUM

¢ peructpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3VUBUWH® CEHCUTUB,

cnpeu Ha3anbHbIN 0O3UPOBaHHbIN, 22,5 MKr/Qo3a

056503227
357500A

09.2025
08.2028
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepsuces Magpun, C.A.Y.»

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuxa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npoussogutena ADC: 2agaiOl
FP Manufacturer API Batch number / 2500951

Homep cepuu cy6ctaHuumn npoussoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpoussoautens APC, cTpana: 3urcppug PapmaXemukanued MungeHd MTmbX,
FepmaHns

Assessment: / 3aknyeHue: The batch complies with the specification according to ND JII1-

000511-211022 amendment 1 from 03.11 .2023 // MapTus

COOTBETCTBYET cneundmrKaumam HOpMaTUBHOro gokymeHTa Jiln-
000511-211022 nameHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / / ;
OaTa / nognucb yNONHOMOYEHHOIO NUua: ICccens / ' =

CLRA H. AR -CerheEsD DE  SAage
&~

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spain






