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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHAJIN3A

Product: / Mpoavkr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpeun HasanbHbIA [4O3UPOBaHHbINK, 11,25 Mkr/ao3a

05503228
358130A

Manufacturing date (mm.yyyy): /

Hata npoussoactea (MM.rrrr):

10.2025

Expiry date (mm.yyyy): /
Cpok rogHocTv (MM.rrrT):

09.2028

Manufacturer according to the

reqgistration in Russia: /

Mpou3BoauTENb B COOTBETCTBUU

c peructpauuen B Poccum:

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

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTathbl

Identification
Oxymetazoline
hydrochloride /
(loannHHOCTL
OkcumeTasonuHa
rvapoxnopug

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
YAEPXKUBAHNA OCHOBHOTO NWKa Ha
XpomaTorpamme UCnbITyemMoro pacTsopa
AOMKHO COOTBETCTBOBATL BPEMEHNU
YAEPXKNBaAHUS OCHOBHOIO NMuKa Ha
XpomaTtorpaMmme CTaH4apTHOro pacteopa
OKCUMETa30mM1Ha rugpoxnopuaa,
Mony4YeHHOW Npu KoNM4ecTBEHHOM
onpeaeneHuu.

conforms / cooTBETCTBYET

Clarity / MNMpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnarnecueHuua npenaparta He AomKHa
npeBbIlWaTh onanecueHUuo aTanoHa
CcpaBHEHUA |.

conforms / cooTBeTCTBYET

Color of the solution /
LieeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AorxeH ObiTb okpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OtHocutenbHasa nnotHocTs | OT 1,006 go 1,010

(d 20/20)

pH / pH From561t06.1/0T 56 1006,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonsnbHOCTb Ot 270 no 330 mOcmonk/kr 292mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANIUSA

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SMBUH® CEHCUTUB,

cnpen HasalnbHbIA 0O3UPOBaHHbIA, 11,25 MKr/ao3a

05503228
358130A

Manufacturing date (mm.yyyy): /

Oara npoussoacTea (MM.Irrr):

10.2025

Expiry date (mm.yyyy): /
CpOK rogHOCTU (MM.rrrT):

09.2028

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

C perucTpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukaumm

Results / PesynsTathl

Mean dose weight and Mean dose weight: 45 mg 15 %. 45.89 mg/45.89 mr
uniformity of dose weight /
CpegnHsas macca A4o3bl 1 Uniformity of dose weight: must comply.
OOHOPOAHOCTb Macchl
A03bl
OnHOpoAHOCTH  Macchl  JO3BI:  JOJDKHA
COOTBETCTBOBATD

Number of doses per pack
/ Konuyectso fos B
ynakoBke

Not less than 143 doses per container./

He meHee 143 po3 BO chnakoHe

182 doses/ 182 nos

YUCTOoTAa

Honee 102 KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTteeHHbIe npumecu % I Mpumeckb A (NpoayKT rmaponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
MNpumech ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0 %
EAVHWYHAS HeMAEHTUVLMPOBaHHaS
npumeckt — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceit — He bonee 4,9 %.
Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6wee uncno aspobHbix GakTepuii — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykTr

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

HA3UBWH® CEHCUTUB,
cnpen HasanbHbIl 4O3UPOBaHHLIR, 11,25 MKr/no3a
SAP-Code: | Kog SAP: 05503228
Batch no.: / Ne naptuu: 358130A
Manufacturing date (mm.yyyy): /
Oara npousBoacTBa (MM.ITTr): 10.2025
Expiry date (mm.yyyy): /
Cpok rogHocT! (MM.FrrT): 09.2028

Manufacturer according to the

registration in Russia: /

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

MNpouszsoauTens B COOTBETCTBUM

C perucTpauuen B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Lee YMCro OpOXOKEBbLIX M NNECHEBbIX OKOE/mn
rpubos — He Gonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mt/
OtcytcTBue Pseudomonas aeruginosa/mn. | Otcytereyet B 1,0 mn

rMapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrcyterBue Staphylococcus aureus/mn. OTcyTtcteyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 249.1 yg/mi /
Oxymetazoline hydrochloride/ml. / 249 Amkr/mn
hydrochloride / 225 — 262,5 mkr okcumeTasonuHa
KonuyecTBeHHOE rmgpoxnopuga/mn.
onpepeneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,

crnpei Ha3anbHbIA 0O3UpPOBaHHbIW, 11,25 MKr/ao3a

05503228
358130A

Manufacturing date (mm.yyyy): /

Oara npoussogcrea (MM.rrrr):

10.2025

Expiry date (mm.yyyy): /
CpoK roaHoCTH (MM.TTIT):

09.2028

Manufacturer according to the

reqgistration in Russia: /

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

Mpousesoautens B COOTBETCTBUU

C perucrtpauuein B Poccum:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesyniTathbl

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 cdnakoH
13 NOMU3TUEHA BbICOKON
NNOTHOCTW C [O3NPYIOLLUM
YCTPONCTBOM UM C 3aLLUTHOMN
KPbILLKOW U3 NonmaTuneHa
BbICOKOW MNOTHOCTW.

Mo 1 chnakoHy BmecTe ¢
VHCTPYKLUMEN NO NPUMEHEHNIO B
MayKy 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 npenapara Bo draxkoH
13 NONM3TUNEHA BbICOKOIA
NNOTHOCTK C A03NPYIOLLIMM
YCTPOMCTBOM ¥ C 3aLLUTHOM
KPbILKOW 13 nonuatuneHa
BbICOKOW NIIOTHOCTW.

o 1 dnakoHy BmecTe ¢
VHCTPYKLIMEN MO NMPUMEHEHNIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTcTBUM C HOPMATUBHOM
OOKYMEHTaUMNen.

Complies as prescribed /
CooTBeTcTBYET NpeannucaHHomy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpew HasanbHbIN AO3UpoBaHHbINA, 11,25 Mkr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 358130A
Manufacturing date (mm.yyyy): /
Hdarta npouzBoacTBa (MM.ITIT): 10.2025
Expiry date (mm.yyyy): /
CpokK rogHoCTH (MM.ITrT): 09.2028
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussogurenb B COOTBETCTBUMU
c peructpauuven B Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»
API name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopvg
INN / MHH: i Oxymetazoline / OkcliMeTas3oimH
[
API manufacturer batch number /
Homep cepuu npouszsogutens A®C: 24272100
FP Manufacturer  API Batch number / 2500951
Homep cepum cy6cTaHunm npoussogutena MMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country I Germany /
MNpoussoautens A®C, cTpaHa: 3urcppua dapmaXemukanven MungeH MmoX,
epmaHus

Assessment: / 3aknwveHue; The batch complies with the specification according to ND J1I1-

000511-211022 amendment 1 from 03.11 .2023 // MapTus
COOTBETCTBYET CNeLnpuKaunam HOpMaTMBHOIrO AoKyMeHTa Jifi-
000511-211022 uameHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / ([ (. NS
AN\ co = j — =

Oata / noanuchL ynonHOMOYEHHOro nuua:

CrAZA V. Carcia -EEanCS o DE  SADS
&SF

Healllr Cdie Bervices

Avda. Leganés, 62
28923 Alcorcén, Madrid, Spesn






