FAMAR

Ceriificate of Conformity
05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Marketing Auth. N°.: JIII-000511

Quantity released: 38.682 UN
Expiry Date: 09.2028

Customer material code: 80781185
Batch: 360640A
Date of manufacture: 23.10.2025

API| 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 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 1,008

PH 5,6-6,1 59

AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,64 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 289

AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 160

FILLING VOLUME >=10ml 12mi

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 2375 - 262,5 ug/ml 250,0

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) <= 102 CFU/mI 4 cfu

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

STERILITY TEST Complies Conforms

Deviations: NO [X] YES [ ] 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

Manufacturinag License 68481E / GMP Certificate Number ES/115HVI/24
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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: (iava W, CaRSn - S exe O sasE Signature:
(Qualified person) 5o Qe
Famar HCS, S.A.U. - Avenida Leganés 62-28923-Alcorcon-Madrid-Spain www.famar-group.com 2/2

Manufacturing License 8481E / GMP Certificate Number ES/115HVI/24
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIW fO3UpoBaHHbIW, 11,25 Mkr/gosa

05503228
360640A

Manufacturing date (mm.yyyy): /

Harta npoussoactea (MM.Irrrr):

10.2025

Expiry date (mm.yyyy): /
Cpok roaHocTy (Mm.rrrr):

09.2028

Manufacturer according to the

registration in Russia: /

[poussoauTensL B COOTBETCTBUU

c peructpauuen B Poccuu:

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

«®amap Xanc Kea Cepeuces Maapua, CA.Y.»

Parameter / Napametp

Specifications / Cneuudomkauum

Results / PesynbTaThl

Identification
Oxymetazoline
hydrochloride /
MognnHHOCTL
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
yAEepX1MBaHWA OCHOBHOTO MyKa Ha
XpoMaTorpamme MCnbiTyemMoro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXMBaHUA OCHOBHOTO NWKa Ha
XpomaTorpaMmMe CTaHfapTHOro pacTeopa
OKCMMETAa30NNHa rmapoxnopuaa,
nony4YeHHoW NPy KONM4YecTBEHHOM
onpegenexruu.

conforms / cooTBeTCTBYET

Clarity / Mpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapara He 4osKHa
npeBbIlaTh onanecuUeHU o 3TanoHa
cpaBHEeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AormkeH 6bITb okpalueH He 6onee
WHTEHCMBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010 / 1.008
OTHocuTenbHas nnotHocTe | OT 1,006 go 1,010

(d 20/20)

pH / pH From56t06.1 /0T 56 7006,1 59

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg /
OcmonAnNbLHOCTL Ot 270 go 330 mOcmonb/Kr 289mOcmone/kr
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / poaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /

HA3WBUH® CEHCUTMUB,

cnpei HasanbHbIil [o3MpoBaHHbIW, 11,25 MKr/aosa

056503228
360640A

Manufacturing date (mm.yyyy): /

Qarta npoussofcTBa (MM.ITTT):

10.2025

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.FTTT):

09.2028

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTensL B COOTBETCTBUY

c perucrpauuen B Poccuu:

«®Pamap Xanc Kea Cepeuces Magpua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuuncpuxaumm

Results / Pe3ynbTtathbl

Mean dose weight and Mean dose weight: 45 mg £15 %. 45.64 mg/ 45.64 mr
uniformity of dose weight /
CpenHsas macca f03bl 1 Uniformity of dose weight: must comply.
OAHOPOAHOCTbL Macehl
A03bl
OpHopoaHOCTH  Macchl  JO3BI:  JOJDKHA
COOTBETCTBOBATD

Number of doses per pack
/ KonuyecTtso gos B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 no3 Bo pnakoHe

160 doses/ 160 gos

YUCTOTa

oonee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PoacTteeHHbIE NpuMecK % / Tlpymeck A (npodyKT rugponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EovHWYHas HeuaeHTUMUMpOBaHHaA
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecer — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 4 CFU/ml /
Mukpobuornorudeckas Ob6uyee yncno aapobHbix 6akrepuin — He 4KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / NMpoavkr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /

HA3MBUH® CEHCUTUB,
crnpei Ha3anbHbIA 4O3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: | Kog SAP: 05503228
Batch no.: / Ne naptuu: 360640A
Manufacturing date (mm.yyyy): /
fara npouzsoacTBa (MM.FrrT): 10.2025
Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.rrrr): 09.2028

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

€ peructpauuveu B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/mt/
ObLee 4ncno ApoXCKEBLIX U MEeCcHeBbIX OKOE/mn
rpnéos — He 6onee 10' KOE/mn

Pseudomonas aeruginosa — absence/ml| / Absentin 1.0 ml/
Ortcytctane Pseudomonas aeruginosa/mn. | OtcytcTtayet B 1,0 Mn

rMAPOXIIopUg,

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTcraue Staphylococcus aureus/mn. OtcytcrByeT B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 250.0 pg/ml /
Oxymetazoline hydrochloride/ml. / 250.0mkr/mn
hydrochloride / 225 — 262,5 MKr okcumeTasonmHa
KonuuecteeHHoe rmgpoxnopuga/mn.
onpeaenexHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

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

NASIVIN® SENSITIVE

metered-dose nasal

spray 11,25 pyg/dose /

HA3UBUH® CEHCUTUB,
crnipei HasanbHbIA 403MpoBaHHbIN, 11,25 MKr/nosa

05503228
360640A

Manufacturing date (mm.yyyy): /

Oara npoussoacTsa (MM.Irrr):

10.2025

Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.ITTT):

09.2028

Manufacturer according to the

registration in Russia: /

I'Igousaogu'renb B COOTBETCTEUM

c perucrpauuen B Poccuu:

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

«®Pamap Xanc Kea CepBuces Maapua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundunkauum

Results / PesynbTtaThl

Packaging / Ynakoeka

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 8o hnakoH
U3 NONNITUNEHA BbICOKON
MAOTHOCTU C AO3MPYIOLLM
YCTPOWCTBOM U C 3alLMTHOW
KPbILLKOA 13 nonnatuneHa
BbICOKOWM MMOTHOCTK.

Mo 1 dnakoHy BmecTe C
WHCTPYKLUMEN MO NPUMEHEHUIO B
nayky KapTOHHYHO.

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 npenapaTta Bo dnakoH
13 NONMaTUIEHa BbICOKOW
MNOTHOCTM C A03UPYIOLLUM
YCTPONCTBOM U C 3aLLMTHOWM
KPbILLKOWA K3 nonunaTuneHa
BbICOKOM MIIOTHOCTW.

Mo 1 dpnakoHy BMecTe C
WHCTPYKLMEA NO NPUMEHEHWIO B
NayYky KapTOHHYHO.

Labeling / MapknpoBka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOWN
LOKYMEHTauven.

Complies as prescribed /
CooTBeTcTBYET NPEAnMCcCaHHOMY

Storage conditions /
Ycnosus XxpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwwe 25 °C.

Shelf-life / Cpok xpaHeHusi

3years /3 ropa




CERTIFICATE

Product: / Mpoaykr

SAP-Code: / Kog SAP:
Batch no.: / Ne naptum:
Manufacturing date (mm.yyyy): /

Qa'ra npou3soAcTBea !MM.FFFFIZ

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3NBUWH® CEHCUTUB,

crnpen HasanbHbIW Qo3MpoBaHHbIK, 11,25 MKkr/ao3a

05503228
360640A

10.2025
09.2028

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

MpousBoauTens B COOTBETCTBUMU

c perucTpaumenn 8 Poccuum:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rngpoxnopua
INN / MHH: Oxymetazoline / OkcuMeTasonuH
API manufacturer batch number /
Homep cepumn npoussoautenss A®C: 24272100
FP Manufacturer API Batch number / 2500951

Homep cepuu cy6ctaHumMu npoussogutens [1P:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpouseoautens A®C, cTpaHa: 3urcopug PapmaXemukanmed Munaen MmbX,
repmaHus

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND JII1-
000511-211022 amendment 1 from 03.11 .2023 // NapTus
COOTBETCTBYET cneundukaumam HopMmaTMBHoro gokymenra Jirl-
000511-211022 nameHenne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / A, SR
Oata / nognvuck YNonHOMOYEHHOro nuua: = S5y I

Gaca M. Gneca _ZEmETD DE SAnoe

ar

A AR

l‘h"./ /AN

Health Care Services
Avda. Leganés, 62

28923 Alcoresn, Madrid, Spain







