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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHATNU3A

Product: / Mpoaykr

SAP-Code: / Ko SAP:
Batch no.: / Ne naprtuu:

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cripen HasanbHbIA 4O3UPOBaHHbLINW, 22,5 MKr/ao3a

05503227
323840A

Manufacturing date (mm.yvyy): /

Oara npousBsoacTea (MM.ITrT):

06.2024

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

05.2027

Manufacturer according to the

registration in Russia: /

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

MNpou3eoauTens B COOTBETCTBUM

c peructpauuven B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukauymm

Results / PeaynbTtarthl

Identification
Oxymetazoline
hydrochioride /
MognuHHOCTL
OkcumeTasonuHa
ruapoxnopug

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
YAEPXKUBAHWUA OCHOBHOTO MWKa Ha
XpomaTorpamme MCnbITyemMoro pacTeopa
AOIMKHO COOTBETCTBOBATL BPEMEHU
yAEpXNBaHWA OCHOBHOIO NUKa Ha
XpomaTorpamme CTaH4apTHOro pacteopa
OKCMMETa30sInMHa ruapoxsiopvaa,
NOSTy4eHHOW NP KONIMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTcTBYET

Clarity / Tpospa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuUusa npenapara He 4oMmKHa
npeBbllwaTb onanecueHUmo STanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
AorkeH BbITe oKkpaLleH He Bonee
WHTEHCWNBHO, YeM 3TanoH Y.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTtHocutenbHas nnotHocTk | OT 1,006 fo 1,010

(d 20/20)

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

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg /
OcmonaAnbHOCTb Ot 270 o 330 mOcmonb/kr 295mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpem HasanbHbIN AO3UPOBaHHbIN, 22,5 MKr/Q03a

05503227
323840A

Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.ITIT):

06.2024

Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.FFTT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoaunTesnib B COOTBETCTBUU

c perncrpaumen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundmkaumm

Results / PesynbTaTthbl

Mean dose weight and
uniformity of dose weight /
CpepHas macca fo3bl 1
OAHOPOAHOCTb Macchl
803bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must

comply.CpenHsst Macca fosbl: 45 mr £ 15 %.

O,D,HOpO[J,HOCTb MaccCbl 403bl: O0MMKHa
COOTBETCTBOBATDb.

47.94 mg/ 47.94 mr

conforms / cooTBETCTBYET

rpmbos — He 6onee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PopacTBeHHblE NpuMecK % / Mpymeck A (NpoayKT ruaponusa) — He
Bonee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHnyHas HengeHTudULnposaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceit — He bonee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas Obwwee unco aspobHbix bakTepuin — He OKOE/mni
ynucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
ObLee uncno apoiCKEBBIX U NIIECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OTcyTcTBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
Otcytecteyet B 1,0 mn

Staphylococcus aureus — absence/ml. /
OTcyTcTBune Staphylococcus aureus/mn.

Absentin 1.0 ml/
OTtcytcteyet B 1,0 Mn




Page 3 of 5/ Ctpanuua 3 us 5

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / [pogyKTt NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpen HasanbHbIX A4O3UMPOBaHHbLIN, 22,5 MKr/no3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 323840A
Manufacturing date (mm.yyyy): /
Oara npoussoacTea (MM.ITIT): 06.2024
Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.TTrT): 05.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[pou3ssoauTens B COOTBETCTBUU
C perucrtpauuven B Poccuu: «®Pamap Xanc Kea Cepsuces Manpug, C.AY.»
Assay 450 — 525 g of oxymetazoline 503 pg/ml / 503 mkr/mn
Oxymetazoline hydrochloride/mi. /
hydrochloride / 450 - 525 MKr okcumeTasonuHa
KonuyecteeHHoe rugpoxnopuaa/mn.
onpegeneHve
OkcumeTtasonuHa
ruapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoOykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3MBUH® CEHCUTUB,

crnpew HaszanbHbIN 0O3MPOBaHHbIN, 22,5 MKr/go3a

05503227
323840A

Manufacturing date (mm.yyyy): /

Hata npowu3BoacTsa (MM.rrrr):

06.2024

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

Manufacturer according to

05.2027
the

reqgistration in Russia: /

lMpouasoauTenb B COOTBETCTBUMN

c perucTpauuen B Poccum:

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

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

Parameter / MNapameTp

Specifications / Cneundpukaumm

Results / PesynbTaTthb!

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 hnakoH
13 NONN3TUNEHa BbICOKON
NIOTHOCTW C [O3UPYIOLLIUM
YCTPOWCTBOM U1 C 3aLLUTHOWN
KPbILLKOWM U3 NonuaTunexHa
BbICOKOW NMOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKLMEN NO 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 npenaparta Bo ¢pnakoH
13 NONNaTUINEHa BbICOKON
NNOTHOCTU C A03MPYOLLMM
YCTPOWCTBOM W C 3aLLMTHON
KPbILLKON U3 NOSMATUIIEHA
BbICOKOM NMOTHOCTMW.

Mo 1 donakoHy BMeCTe €
WHCTPYKUMEN NO NPUMEHEHWIO B
nayky KapTOHHYHO.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHON
LOKYMEHTauuen.

Complies as prescribed /
CooTBeTCTBYET NpeAnMcaHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

MNpwn Temnepatype He Bblwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/3ropa




CERTIFICATE

Product: / [Tpoaykr

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

Manufacturing date (mm.yyyy): /
Hara npoussogcTsa (MM.IrrT):
Expiry date (mm.yyyy): /

CpoOK rogHOCTU (MM.ITTT):
Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTUOUKAT AHATNTU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3MBUH® CEHCUTUB,

cnpeun Ha3anbHbIA 4O3UPOBAaHHbLIN, 22,5 MKr/go3a

05503227
323840A

06.2024
05.2027

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

[Mpou3zBoauTenb B COOTBETCTBUM

c peructpauuven B Poccuu:

«®amap Xanc Kea Cepsuces Magpug, C.AY.»

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuna

rngpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussogutens A®C: 25202112
FP Manufacturer API Batch number / 2400608

Homep cepuu cy6cTaHuum npoussoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpoussoautens A®C, cTpaHa: 3urcbpug ®PapmaXemmkanueH MuHgeH MTmeX,
repmaHus

Assessment: / 3aknoyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND J11-
000511-211022 amendement Ne1 from 03.11.2023 / MapTtus
COOTBETCTBYET cneumnukaunsm HopMaTUBHOroO fokymeHTa Jll-
000511-211022 n3m. Ne1 ot 03.11.2023

QaTta / nognuck YyNONHOMOYEHHOro nuua:

AG UL O /

—

8\.; C.AC.L\.J P goc\‘ec..LCE

FAMARL MABRIN







