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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpen HasanbHbIA QO3UPOBaHHbLIN, 11,25 Mkr/go3a

05503228
358450A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr):

10.2025

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

09.2028

Manufacturer according to the

registration in Russia: /

ﬂpouaaogmenb B COOTEBETCTBUM

C peructpauuvein B Poccum;

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

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

Parameter / Napametp

Specifications / Cneuudukauum

Results / PeaynbTtathbl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
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. / Bpemsa
YAEPXXUBaAHMUA OCHOBHOrO NvKa Ha
XpomaTorpamme UCnbITyeMoro pactsopa
AOMKHO COOTBETCTBOBATL BpEMEHU
yAEepXKnBaHUS OCHOBHOIO NUKa Ha
XpomaTorpamme CtaHaapTHOro pacteopa
OKCMMETAa30Mu1Ha rMaPOXIopuAaa,
NoMyYeHHOW Npu KONMYeCTBEHHOM
ornpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnarnecueHunsa npenaparta He AoMmKHa
npeBbIWaTh onanecLeHLUuIo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AomkeH 6bITb oKkpalleH He Bonee
WHTEHCMBHO, YeM 3TasnoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From 5.6t06.1/0T 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg /
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/kr 288 mOcmonb/Kr




Page 2 of 5/ CtpaHnua 2 us 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpen HasanbHbIX O3UPOBaHHbLIN, 11,25 Mkr/go3a

05503228
358450A

Manufacturing date (mm.yyyy): /

[arta npou3BoAcTBa (MM.ITIT):

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./

MpousBoguTens B COOTBETCTBUU

c perucrtpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTarbl

Mean dose weight and
uniformity of dose weight /
CpegnHss macca 4o3bl U
O0AHOPOAHOCTb MaccChl
A03bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

O)lHOpOI[HOCTB MacCChI

COOTBCTCTBOBATH

JO3BI:

JOJI2KHa

44.49 mg / 44.49 mr

Number of doses per pack
/ KonwyecTtso f03 B
ynakoBke

Not less than 143 doses per container/

He meree 143 o3 Bo dhnakoHe

184 doses/ 184 pno3

YNCTOTAa

6onee 102 KOE/mn

Related substances / impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTtBeHHbIe npumecu % / Mpumeck A (NpoayKT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumecs ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHaga HenaeHTUdUUMpOBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceii — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/ml/
Mukpobuonornueckas O6uwee uncno aspobHbix GakTepuin — He 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / Mpogykr

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

HA3NBUH® CEHCUTUB,
crnpeun HasarbHbIA 0O3UpPOBaHHbIN, 11,25 Mkr/gosa
SAP-Code: / Koo SAP: 05503228
Batch no.: / Ne naptum: 358450A
Manufacturing date (mm.yyyy): /
data npousBoacTea (MM.ITIT): 10.2025
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 09.2028

Manufacturer according to the

registration in Russia: /

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

lMpouzBoauTernb B COOTBETCTBUM

€ peructpauueii B Poccuu:

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

TYMC — NMT 10" CFU/mi / 0 CFU/ml/
O6Lee Yicno ApoXOKEBbIX U NeCHEBbIX 0 KOE/mn
rpuboe — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcytcTBue Pseudomonas aeruginosa/mn. | OtcytctyeT B 1,0 mn

rMapoxnopug,

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcytcteue Staphylococcus aureus/imn. OtcyrcryeT B 1,0 Mn
Assay 225 — 262.5 g of oxymetazoline 246.9 pug/ml/
Oxymetazoline hydrochloride/ml. / 246.9 Mmkr/mn
hydrochloride / 225 — 262,5 mMKr oKCMMeTa3onvHa
KonnyecteseHHoe rmgpoxnopuga/mn.
onpepeneHve
OxkcumeTazonuHa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIN3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
Oara npouseogcTBa (MM.IrrT):
Expiry date (mm.yyyy): /

CpoK rogHOCTH (MM.TTIT):
Manufacturer according to the
reqgistration in Russia: /

MNpoussoauTen B COOTBETCTBUU

c perucrpauuei B Poccun:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,

cnpew HasanbHbIM AO03UpPOBaHHbIN, 11,25 Mkr/ao3a

056503228
358450A

10.2025
09.2028
Famar Health Care Services Madrid, S.A.U./

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

Parameter / Napametp | Specifications / Cneundukaunu | Results / PesynbTtatsl

Packaging / Ynakoska Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenaparta Bo pnakoH | Mo 10 mn npenapaTa BO prakoH
13 NOnMaTuUNeHa BbICOKON 13 NONN3TUINEHA BbICOKON
NIOTHOCTK C [O3UPYOLLUM NNOTHOCTK C [O3UPYIOLLUM
YCTPOWCTBOM U C 3aLLUTHOMN YCTPOWCTBOM U C 3aLUTHOM
KPbILLKOA U3 NONUaTuneHa KpbILLKOW 13 NONMaTuneHa
BbICOKOW MMOTHOCTW. BbICOKOW MMOTHOCTMU.
Mo 1 pnakoHy BMecTe € Mo 1 donakoHy BmecTe C
WHCTPYKLMEN NO NPUMEHEHWNIO B | UHCTPYKLMEN NO NPUMEHEHUIO B
NaJKy KapTOHHYHO. naYyky KapTOHHYIO.

Labeling / Mapkupoeka In accordance with ND. / Complies as prescribed /
B cooTtBeTCcTBUM ¢ HOpMmaTUBHOA | CoOTBETCTBYET NPeAnncaHHOMY
OOKYMeHTaumen.

Storage conditions / At the temperature not more than 25°C. /

YcnoBus xpaHeHus MNpw Temnepatype He Bbiwwe 25 °C.

Shelf-life / Cpok xpaHeHus | 3 years / 3 roga




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /

Qarta npoussogcTea (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHoCcTU (MM.TTrT):

Manufacturer according to the
registration in Russia: /

MNpou3soauTens B COOTBETCTBUMU
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OF ANALYSIS / CEPTU®UKAT AHAJIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBWH® CEHCUTUB,

cnpen HaszanbHbIA Ao3upoBaHHbIW, 11,25 Mkr/go3a

05503228
358450A

10.2025
09.2028

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

Cc peructpaumen B Poccuu:

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

API| name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonuHa

rmapoxnaopva
INN / MHH: Oxymetazoline / OxcnmeTazonuH
AP] manufacturer batch number /
Homep cepuu npoussoautensa A®C: RE2HiI00
FP Manufacturer API Batch number / 2500951

Homep cepum cy6cTaHuum npoussogutens MNMo:

API Manufactured by & country / Germany /
Mpoussoauten, A®C, cTpaHa: 3urcbpng PapmaXemukanued MungeH Fméx,
repmaHus

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND JIIM-
000511-211022 amendment 1 from 03.11 .2023 // MapTnsa
COOTBETCTBYET crneuudmrkaumsm HopmaTuBHOro gokymeHta Jill-
000511-211022 nameHeHue Ne1 ot 03.11 .2023

faTa / nognuceL YyNonHOMOYeHHOro nuua: OADEC 202 SW
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