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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3SA

Product: / Mpoaykt

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

Crnpen Ha3anbHbIA 0O3UPOBaHHbLIN, 22,5 MKr/Qo3a

05503227
334150A

Manufacturing date (mm.yyyy): /

Qara npov3BoacTBea 1MM.I’I’TI’)I

10.2024

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

09.2027

Manufacturer according to the

reqistration in Russia: /

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

lMpoussoguTenb B COOTBETCTBUMU

C perucrtpauuen B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukauun

Results / PeaynbTtathl

Identification
Oxymetazoline
hydrochloride /
lMoannHHOCTL
OkcumeTasonuHa
rmgpoxropug

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
yAEPXUBaHUA OCHOBHOMO NMWKa Ha
XpomMaTorpamme UCnbiTyemMoro pactsopa
[OMKHO COOTBETCTBOBATL BPEMEHMU
yAepKUBaHWA OCHOBHOMO NuKa Ha
XpomMaTorpamme CTaH4apTHOro pacTeopa
OKCMMETAa30mnMHa rmgpoxnopuaa,
NONy4YeHHOW NpW KOSMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTcTBYET

Clarity / Mpospay4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHunsa npenapara He J4oMmkHa
npeBbIlWaTh onanecueHLuio aTanoHa
CcpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AomkeH BbiTb okpalleH He Oonee
WHTEHCUBHO, YeM 3TasioH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From56t06.1/0T1 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg /
OcmonsinbHoOCTb Ot 270 go 330 mOcmonb/Kr 295mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / NMpogvkr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpeu HasanbHbIN OO03MPOBaHHbIW, 22,5 MKr/0o3a

05503227
334150A

Manufacturing date (mm.yyyy): /

OaTta npoussoacTea (Mm.rrrr):

10.2024

Expiry date (mm.yyyy): /
CpOK roAHOCTH (MM.TTIT):

09.2027

Manufacturer according to the

registration in Russia: /

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

Mpown3zsoauTenb B COOTBETCTBUN

€ perucrpauuein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuncukaumm

Results / PesynbTaThl

Mean dose weight and
uniformity of dose weight /
CpepgHss macca fosbl
04HOPOAHOCTb Macchbl
003b!

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

OI[HOpOI[HOCTB MaccChbl JO3bI:

COOTBCTCTBOBATH

JOJI2KHAa

45.06 mg / 45.06 mr

Number of doses per pack
/ KonnyecTtBo o3 B8
ynakoBKe

Not less than 143 doses per container./

He meHee 143 o3 Bo dhnakoHe

203 doses/ 203 gos

Related substances /
PoacrteeHHblE Npymecu

Impurity A (Hydrolysis product) — NMT 2.0
% / MNpumechb A (NpodyKT ruaponusa) — He
6onee 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 % /
EavHnyHas HempaeHTuhuumpoBsaHHas
npumeck — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpobuonornueckas
ypucToTa

TAMC —~ NMT 10?2 CFU/ml /
O6uee uncno aspobHbIx BakTepuin — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cripen HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/no3a

HA3BUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 334150A
Manufacturing date (mm.yyyy): /
fara npou3BoacTBa (MM.ITTT): . 10.2024
Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.ITIT): 09.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTesnib B COOTBETCTBUM

C perucTtpauuven B Poccuu:

«®amap Xanc Kea Cepuces Magpua, C.AY.»

TYMC — NMT 10" CFU/mi /
ObLwee unmcno opoxoKkeBbIX U NIIECHEBbIX
rpubos — He Gonee 10' KOE/mn

0 CFU/ml/
OKOE/mn

Pseudomonas aeruginosa — absence/ml /
OtcyTcTBue Pseudomonas aeruginosa/min.

Absentin 1.0 ml/
OtcytcreyeT B 1,0 mn

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

Absentin 1.0 ml/
OTcytcreyer B 1,0 Mn

Assay
Oxymetazoline
hydrochloride /
KonuuectaeHHoe
onpefeneHne
OkcumeTasonuHa
rugpoxniopua

450 — 525 ug of oxymetazoline
hydrochloride/ml. /

450 — 525 mKr okcMmeTasonunHa
rugpoxnopuga/mn.

514 pg/ml / 514 mkr/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3NBUH® CEHCUTUB,
cnpei HasanbHbIN AO3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 334150A
Manufacturing date (mm.yyyy): /
Oata npoussoactea (MM.rrrr): 10.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FTrT): 09.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoguTens B COOTBETCTBUMU
c perucrpauuen B Poccum: «®amap Xanc Kea CepBucez Maapug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneuunchukaumu [ Results / Pesynbtathl
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 npenapaTa Bo ¢hrakoH | Mo 10 mn npenapaTta BO prakoH
13 NonnUaTureHa BbICOKON U3 NONNITUIEHA BbICOKON
NAOTHOCTM C [O3NPYIOLLUM NNOTHOCTU C A,03VPYIOLLIMM
YCTPORCTBOM U C 3aLLUTHOM YCTPOWCTBOM W C 3aLUUTHOMN
KPbILLKOW U3 NOMMaTUNIEHa KPbILLKOW U3 nonuatuneHa
BbICOKOW MNOTHOCTW. BbICOKOW NMOTHOCTW.
Mo 1 pbnakoHy BMecTe ¢ Mo 1 dhnakoHy BmecTe €
WHCTPYKLUMEA NO NPUMEHEHWIO B | UHCTPYKLME NO NPUMEHEHWIO B
Nayky KapTOHHYHO. Nayvky KapTOHHYIO.
Labeling / Mapkupoeka In accordance with ND. / Complies as prescribed /
B cooTtBeTcTBUM € HOpMmaTuBHOW | CooTBETCTBYET NpeannucaHHomy
OOKYMEeHTauue.
Storage conditions / At the temperature not more than 25°C. /
Ycnosusa xpaHeHus Mpu TemnepaTtype He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHusi | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
crnpei HasanbHbIA AO3UPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: /| Kon SAP: 05503227
Batch no.: / Ne naptuu: 334150A
Manufacturing date (mm.yyyy): /
Oata npoussogcTea (MM.rrrr): 10.2024
Expiry date (mm. 1
CpOK rogHOCTU (MM.ITTT): 09.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpounssoauTens B COOTBETCTBUM
c perucTtpauuen B Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
API name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTasonuHa
rugpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number 1
Homep cepuu npouzeoautenss A®C: RocHEan0
FP Manufacturer APl Batch number /
. 2401174
Homep cepuun cy6cTaHuuu npoussogutens MMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoauren, A®C, crpaHa: 3urcppug PapmaXemukanuen MunaeH MbX,
MepmaHus
Assessment: / 3aknoueHue: The batch complies with the specification according to ND J1M1-

000511-211022 amendment 1 from 03.11 .2023 // MapTua
COOTBETCTBYET cneundukaumsam HopMaTuBHoro gokymerta Jifl-
000511-211022 nameHeHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / /
Oata / nognvMcb YNONHOMOYEHHOIo ninua: 20 Wov 202N

C_Du ede o e g(,n eler 7 QP

FAMAR ™MADRLYN



