FAMAR

Certificate of Conformity

05503227 NASIVIN SENSITIVE 0,05% 10ML(RU)P&G-NEW2

Customer material code: 80781183

Batch: 351970A

Date of manufacture: 18.06.2025

API Batches used

Marketing Auth. N°.: JIII-000511
Quantity released: 34.680 UN
Expiry Date: 05.2028

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
10501253 OXIMETAZOLINA CLORHIDRATO 2500671 24272100 SIEGFRIED PHARMACHEM  DE
IKALIEN MINDEN GmBH
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 47,32 mg

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

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

OSMOLALITY (mosm/kg) 270 - 330 mOsmol/Kg 291

FILLING VOLUME Min. 10 ml 12

OXYMETAZOLINE HYDROCHLORIDE IDENTITY Must conform Conforms

OXYMETAZOLINE HYDROCHLORIDE ASSAY 475 - 525 ug/mi 502

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 <=1,2% 0,0%

CONTAMINATION TOTAL AEROBIC (TAMC) <=10"2 CFU/ml 0

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:
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Manufacturing License 6481E / GMP Certificate Number ES/115HV1/24
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Customer material code: 80781183 Marketing Auth. N°.: JIII-000511
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Date of manufacture: 18.06.2025 Expiry Date: 05.2028

APl Batches used

Supplier
Code Description Batch Nr Batch Nr Manufacturer Country
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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)

C\.u«:..écﬁk.u ne gof\'eé\ <
-

08 DUL 2025
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpogykT

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

Cnpeu Ha3anbHbIX 4O3UPOBaHHbLINW, 22,5 MKr/ao3a

05503227
351970A

Manufacturing date (mm.yyyy): /

fara npoussoacTea (MM.rrrr):

06.2025

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

05.2028

Manufacturer according to the

registration in Russia: /

MpoussoauTens B COOTBETCTBUM

€ peructpauuein B Poccuum:

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

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PesynbTathbl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmgpoxnopua

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
yAepKMBaHWA OCHOBHOTO NvKa Ha
XpoMaTorpamme MUCnbITyeMoro pacTeopa
AOMKHO COOTBETCTBOBaTL BpEMEHU
YAEpXUBaAHWUSA OCHOBHOMO NWKa Ha
XpomaTorpaMmMme CTaHAapTHOro pacteopa
OKCMMETAa30N1Ha rmapoxnopuaa,
MONYyYeHHOW NpY KONUYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnarecueHUMs npenapara He JoMmKHa
npeB.billaTh onanecueHLuo 3TanoHa
CpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
AorxkeH BbITh OKpalLeH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

H/pH From$56106.,1/0T1 5.6 006.1 5.9
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcmonanbHOCTb Ot 270 go 330 mOcmonb/kr 291mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANUIA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen HasanbHbIA AO3UMpPOBaHHbIN, 22,5 MKr/Qo3a

05503227
351970A

Manufacturing date (mm.yyyy): /

Harta npoussogcTea (MM.Irrr):

06.2025

Expiry date (mm.yyyy): /
Cpok rogHocTh (MM.Trir):

05.2028

Manufacturer according to the

reqistration in Russia: /

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

Mpou3sBoauTens B COOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuundukauunm

Results / PesynbTtathl

HYUCTOTA

bonee 102 KOE/mn

Mean dose weight and Mean dose weight: 45 mg £15 %. 47.32 mg/ 47.32 mr
uniformity of dose weight /
CpeaHssa macca Ao3bl 1 Uniformity of dose weight: must comply.
04HOPOAHOCTb MACChI
A03bl
OpHOpoAHOCTH  Macchl  JI03bl:  JOJDKHA
COOTBETCTBOBATH
Number of doses per pack | Not less than 143 doses per container./ 190 doses/ 190 po3
/ KonuyecTtBo 03 B
yrnaKoBKe He meHee 143 no3 Bo pnakoHe
Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTeeHHbIE npumecn % / Mpumeck A (NpoayKT rmgponusa) — He
6onee 2,0 %.
Impurity ZP-1 —NMT 1.5 % / 0.0%
Mpumecb ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EanHnyHas HempeHTUdUUMpoBaHHas
npumecst — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecert — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/mi / 0 CFU/mi/
Mupobuonorudeckasn O6uwee yncno aspobHbIX GakTepuin — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAJTU3A

Product: / [Tpoaykr

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

HA3WBUH® CEHCUTUB,
cnpeun HasanbHbIA O3UPOBaHHbIN, 22,5 MKr/Qo3a
SAP-Code: / Kon SAP: 05503227
Batch no.: / Ne naptuu: 351970A
Manufacturing date (mm.yyyy): /
fara npoussoacTea (MMm.rrrr): 06.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITIT): 05.2028

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTenb B COOTBETCTBUM

C perucTtpauuen B Poccuum:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml /
O6Lwee 4nMcno QpoXCKEBLIX U NNECHEBbIX OKOE/mn
rpubos — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OtcytcTBue Pseudomonas aeruginosa/mn. | OtcytcTeyet B8 1,0 Mn

ruapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytcrBue Staphylococcus aureus/imn. OtcyTteteyeT B8 1,0 mn
Assay 450 — 525 pg of oxymetazoline 502 pg/ml / 502 mkr/mn
Oxymetazoline hydrochloride/mi. /
hydrochloride / 450 — 525 Mkr okcumeTasonuHa
KonuuyectBeHHoe rugpoxnopuga/mn.
onpegeneHue
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3SWBUH® CEHCUTUB,

cnpen HasanbHbIA OO3UPOBaHHbIN, 22,5 MKr/ao3a

05503227
351970A

Manufacturing date (mm.yyyy): /

Oarta npou3ssogcTBa (MM.ITTT):

06.2025

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

05.2028

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenk B COOTBETCTBUM

¢ peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukaumnmn

Results / PesynbTarth!

Packaging / Ynakoska

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 NOnM3TUNEHA BbICOKOM
NNOTHOCTU C AO3UPYIOLLUM
YCTPOWCTBOM U1 C 3aLNTHON
KPbILLKOW U3 NoNuaTuneHa
BbICOKOWA MNOTHOCTW.

Mo 1 dpnakoHy BMecTe ¢
WHCTPYKUMEN NO 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 npenapaTta BO nakoH
13 NONU3TUSIEHE BbICOKOW
NMOTHOCTMN C JO3MPYIOLLUM
YCTPOWCTBOM U C 3aLMTHOWM
KPbILLKOWM U3 nonuaTuneHa
BbICOKOM MIOTHOCTY.

Mo 1 cdonakoHy BmecTe C
WHCTPYKLMEN NO NPUMEHEHUIO B
Nayky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBMM C HOPMATMBHOM
OOKYMeHTaLUuen.

Complies as prescribed /
CooTBeTCcTBYET NPeanMcaHHoOMY

Storage conditions /
YcnoBusi XpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepartype He sbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIN3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpeu HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/Q03a
SAP-Code: / Koo SAP: 05503227
Batch no.: / Ne naptuu: 351970A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTea (MM.rrrr): 06.2025
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.FTrT): 05.2028
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3soauTens B COOTBETCTBUU
C peructpauuein B Poccum: «®amap Xanc Kea Cepsuces Maapupg, C.A.Y.»
APl name / HaumeHoBanue ADC: Oxymetazoline hydrochloride / OkcumeTasonuna
rugpoxsaopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npousBogutensa A®C: 00
FP Manufacturer  API Batch number / 2500671
Homep cepuu cy6ctaHummn npoussogurena MNMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussogautens A®C, cTpaHa: 3urcppup PapmaXemukanued MuHaeH MvbX,
'epmaHus
Assessment: / 3aknoueHue: The batch complies with the specification according to ND JIM-

000511-211022 amendment 1 from 03.11 .2023 // MapTns
COOTBETCTBYET cneunukaumsm HopMmaTueHoro gokymenTta Jil-
000511-211022 n3meHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / , 2 / \
darta / noanuch YNonHOMOYEHHOro nuua: OB DU ER-O C o

(j)uc‘.éclu pe go;\‘eé.(.t,k / Qr

FAMAR AN







