FAMAR

Certificate of Conformity

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

Customer material code: 80781185 JIII-000511

Batch: 360630A Quantity released: 38.493 UN
Date of manufacture: 23.10.2025 Expiry Date: 09.2028
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 1,009
PH 5,6-6,1 59
AVERAGE MASS OF DELIVERED DOSE INTRA 38,25-51,75 mg 45,21 mg
INTRAVIAL UNIFORMITY OF DOSAGE (+/-25 %) 0-1 0
INTRAVIAL UNIFORMITY OF DOSAGE (+/-35 %) 0-0 0
OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 287
AVERAGE NUMBER OF DOSES PER CONTAINER Min. 143 deliveries 169
FILLING VOLUME >=10 ml 12ml
OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms
OXYMETAZOLINE HYDROCHLORIDE ASSAY 237,5 - 262,5 ug/mi 250,7
HYDROLISIS PRODUCT <= 0,5% related to the content of 00%
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 <=1.2% 0,0 %
PSEUDOMONA AERUGINOSA IN 1 ML Absence/ml Absence
STAPHYLOCOCCUS AUREUS IN 1ML Absence/m| Absence
Microbial Contamination BACTERIA (TAMC) <=10"2 CFU/ml 0 cfu
Microbial Contamination FUNGI (TYMC) <= 10" CFU/mI 0 cfu
STERILITY TEST Complies Conforms
Deviations: NO [ ] YES [)<] If significant deviations (which may have an impact on the quality of product).

Description of the event:
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05503228 NASIVIN SENSITIVE 0,025% 10ML(RU)P&G-Nw2
Customer material code: 80781185 Marketing Auth. N°.: JIII-000511
Batch: 360630A Quantity released: 38.493 UN

Date of manufacture: 23.10.2025 Expiry Date: 09.2028

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.

Released by: Signature:
(Qualified person)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoaykKT

SAP-Code: | Kon SAP:
Batch no.: / Ne napTuu:

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cripen HasanbHbIN 4O3UpOBaHHbIN, 11,25 Mkr/gosa

05503228
360630A

Manufacturing date (mm.vyvy): /

QaTa npousBoacTBa (MM.ITIT):

10.2025

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

09.2028

Manufacturer according to the

reqgistration in Russia: /

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

MpouzBoanTENsL B COOTBETCTBUM

c peructpauuein B Poccuum:

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

Parameter / NNapameTtp

Specifications / Cneundukaumm

Results / PesynbTarbl

Identification
Oxymetazoline
hydrochioride /
MognuHHoOCTL
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. / Bpemsi
yAepX1MBaHUS OCHOBHOrO MNyKa Ha
XpomaTorpaMmme UChbITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHMN
yaepXuBaHus OCHOBHOMO Nuka Ha
XpomaTtorpamme ctaHgapTHOro pacteopa
OKCMMeTasonuHa rugpoxnopuaa,
NONy4YeHHOW NpU KONMNYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnarnecueHUua npenaparta He A0oMmKHa
npesbIWaTh onanecueHunio atTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y / Mpenapat
AormkeH BbITb okpalueH He Gonee
WHTEHCUBHO, YeM 3TarnoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTtHocutenbHasa nnotHocTb | OT 1,006 fo 1,010

(d 20/20)

pH / pH From 5.6t06.1/01 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 287 mOsmol/kg /
OcmonsanbHOCTb Ot 270 go 330 mOcmonb/kr 287 mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIN3A

Product: / [Mpogykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpeun HasanbHbIW J03UpoOBaHHbIN, 11,25 MKkr/gosa

05503228
360630A

Manufacturing date (mm.yyyy): /

gaTa npou3BoAcTBa !MM.IT!'I'):

10.2025

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

09.2028

Manufacturer according to the

reqgistration in Russia: /

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

Mpou3BoauTens B COOTBETCTBUMU

¢ perucTpauuen B Poccuu:

«®amap Xanc Kea Cepeuces Mappua, C.A.Y.»

Parameter / MNapameTtp

Specifications / Cneundukauum

Results / PesaynbTtartbl

Mean dose weight and
uniformity of dose weight /
CpepHas macca gossi n
OQHOPOAHOCTL Macchl
A03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OOHOPOAHOCTE  Macchl

COOTBCTCTBOBATH

JO3bIC

JAO0JI2KHA

4521 mg /4521 mr

Number of doses per pack
/ KonnyectBo 003 B
ynakoBke

Not less than 143 doses per container/

He meHee 143 no3 Bo dnakoHe

169 doses/ 169 nos3

Related substances /
PogacTeeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumechb A (NpoAayKT rmaponusa) — He
Bonee 2,0 %.

0.0 %

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

0.0%

Single unidentified impurity — NMT 1.0 % /
EAvHW4Has HemgeHTUdLMpoBaHHas
npumecst — He 6onee 1,0 %.

0.0 %

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

0.0%

Microbial purity /
Mukpobuonorndeckas
yucToTa

TAMC — NMT 102 CFU/ml /
O6uwee uncno aspobHbix bakTepnii — He
6onee 102 KOE/mn

0 CFU/ml!/
0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
crpen Ha3anbHbIN O03UpoBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 360630A
Manufacturing date (mm.yyyy): /
Lata npousBoAcTBa (MM.FITT): 10.2025
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITTT): 09.2028

Manufacturer according to the

registration in Russia: /

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

lNpou3eoauTens B COOTBETCTBUM

C peructpauuein B Poccum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/mi/
O6ulee YMCno QPOXOKEBLIX U NNECHEBLIX 0 KOE/mn
rpu6os — He 6onee 10" KOE/Mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
Otcyrcteue Pseudomonas aeruginosa/mn. | Otcytctayer B 1,0 mn

rnapoxnopug

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OtcyTerayet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 250.7 pg/ml/
Oxymetazoline hydrochloride/ml. / 250.7 mkr/mn
hydrochloride / 225 — 262,5 MKr okcMMeTasonuHa
KonuuectseHHoe rugpoxnopuga/mn.
onpepeneHve
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose /
HA3UBUH® CEHCUTUB,

cnpewn HasanbHbIX QO3MpoBaHHbIN, 11,25 MKr/no3a

05503228
360630A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr):

10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

MpoussoauTensL B COOTBETCTBUMU

c peructpauuven B Poccuu:

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

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

Parameter / Napametp

Specifications / Cneundukauum

Results / PesynbTtarthbl

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 npenapara BO ¢hnakoH
13 NONU3TUNEHA BbICOKOW
NNOTHOCTY C A03MPYHOLLUM
YCTPOWCTBOM U1 C 3aLLNTHOIA
KPbILLKOW U3 NONUaTUNEHA
BbICOKOW MIIOTHOCTY.

Mo 1 pnakoHy BMecTe ¢
WHCTPYKLMEN N0 NMPUMEHEHNIO B
nayKy KapTOHHY!O.

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 nakoH
13 NONUITUNEHA BbICOKON
MIOTHOCTYU C A,03VPYOLLUM
YCTPOACTBOM U C 3aLLUMTHON
KpPbILKOW U3 NonuaTuneHa
BbICOKOM MMOTHOCTN.

Mo 1 dhnakoHy BMecTe C
MHCTPYKUMEN No NpuMeHeHnIo B
MayKy KapTOHHYIO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBeTcTBMM C HOPMATUBHOW
OOKYMeHTaumen.

Complies as prescribed /
CooTBeTcTBYET NpeAnMcaHHoOMYy

Storage conditions /
Ycnoeva xpaHeHns

At the temperature not more than 25°C. /

Mpu TemnepaType He Bhiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / [MpoAaykr

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIA [O3UPOBaHHbIN, 11,25 Mkr/gosa

SAP-Code: /| Kon SAP: 05503228
Batch no.: / Ne napTuu: 360630A
Manufacturing date (mm.vyvy): /

data npoussoacTBa (MM.Irrr): 10.2025
Expiry date (mm.yyyy): /

CpoK rogHOCTU (MM.FTTT): 09.2028

Manufacturer according to the

registration in Russia: /
lMpousBoauTens B COOTBETCTBUMU
C perucrpauuvein B Poccuu:

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

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

APl name / HaumenoBaHue APC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxsaopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npouseogutens APC: 242121100
FP Manufacturer  API Batch number / 2500951

Homep cepuu cy6ctaHuumu nponasoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ) Germany /
Mpoussoaurens APC, cTpaHa: 3urcbpug PapmaXemmkanued MuHaeH MibX,
FepmaHus

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND J1I1-
000511-211022 amendment 1 from 03.11 .2023 // MapTus

COOTBETCTBYET Crneundukaunam HopmMmaTUBHOro AokymeHTa J1T1-
000511-211022 nameHeHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
Qata / nognuchL YyNoONHOMOYEHHOrO Nuua:

FAMAR

Health Care Services

Avda. Leganés, 62 _
28023 Alcorcon, Madrid, Spain

2SS vov2e2€ //

4M3 LA MRS /e

FAM AL HLAD s







