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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTMUB,

cnpen HasanbHbIN AO3UPOBaHHBLIN, 22,5 MKr/ao3a

05503227
334130A

Manufacturing date (mm.yyyy): /

Hata npou3BoacTBa (MM.TTrr):

10.2024

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

09.2027

Manufacturer according to the

registration in Russia: /

M POU3BOAUTESNL B COOTBETCTEBUM

¢ peructpauuen B Poccuum:

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

«®Pamap Xanc Kea Cepeuces Manpug, C.AY.»

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbTtarthbl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcnmeTasonuHa
rmapoxnopun

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
YAEPKNBaAHNA OCHOBHOMO NUKa Ha
XpomaTorpaMmme UCMbITyeEMOro pacTeopa
AOMKHO COOTBETCTBOBaTL BPEMEHN
yAEPXMBaHWUS OCHOBHOTO MiKa Ha
XpomaTorpamme CTaHAapTHOro pacteopa
OKCMMETAa30NnHa rmgpoxriopuaa,
NONy4YeHHOW NPy KONUYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3pa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapara He JomkHa
npeBbIlWaTh onanecueHUMio 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / [penapaTt
AorkeH 6biTb okpalleH He bonee
WHTEHCWBHO, Yem 3TarnoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH/pH From56t06.1 /0T 56 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonsnbHOCTL Ot 270 po 330 mOcmonb/kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SMBUH® CEHCUTUB,

cnpeil HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/Ao3a

05503227
334130A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr):

10.2024

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITrr):

09.2027

Manufacturer according to the

reqgistration in Russia: /

MpousBoauTens B COOTBETCTBUU

¢ perucTpauuvei B Poccum:

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

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

Parameter / [NapameTtp

Specifications / Cneundoukaumnm

Results / PesynsTath!

Mean dose weight and Mean dose weight: 45 mg 15 %. 47.07 mg / 47.07 mr
uniformity of dose weight /
CpenHsasa macca Ao3b! 1 Uniformity of dose weight: must comply.
OOHOPOAHOCTb Macchl
A03bl
OnmHOpPOOHOCTH  Macchl  JO3bI:  JIOJDKHA
COOTBETCTBOBATH

Number of doses per pack
/ KonnyectBo 003 B
ynakoske

Not less than 143 doses per container./

He meHee 143 po3 BO hnakoHe

229 doses/ 229 pos

Mukpobuornornyeckas
yucroTa

bonee 102 KOE/Mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PoacTteeHHble npumecy % / Tpumeck A (NpoAyKT ruaponusa) — He
Bonee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
[Tpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0 %
EavHW4Has HemaeHTUdMLUMpOBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecen — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mI/
O6wyee yncno aspobHbix bakTepnii — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / MpoaykTr

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

HA3UBUH® CEHCUTUB,
crnpen HasanbHbIN 4O03UPOBaHHbINW, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptui: 334130A
Manufacturing date (mm.yyyy): /
Hata npou3BogcTea (MM.ITTr): 10.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.IrrT): 09.2027

Manufacturer according to the

registration in Russia: /

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

MNpouszsoauTens B COOTBETCTBUM

C perucrtpaunen B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/mi/
Ob6Lee yncno ApoXckeBbIX U NIECHEBbIX OKOE/mMn
rpuboe — He Gonee 10' KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcytcreue Pseudomonas aeruginosa/mn. | OtcytcTeyeT B 1,0 Mn

rMAPOXIIopUA

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureus/imn. OtcyTcreyet B 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 516 pg/ml / 516 mkr/mn
Oxymetazoline hydrochloride/mi. /
hydrochloride / 450 — 525 mKkr okcnmeTasonuHa
KonuyecTteeHHoe rmgpoxnopuaa/mn.
onpeneneHue
OxkcumeTtasonuHa




Page 4 of 5/ CtpaHuua 4 n3 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3SUBUH® CEHCUTHUB,

cnpen HasanbHbIA AO3MPOBaHHbLIK, 22,5 MKr/A03a

05503227
334130A

Manufacturing date (mm.yyyy): /

Oara npou3ssoacTBa (MM.IITr):

10.2024

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

Manufacturer according to

09.2027
the

registration in Russia: /

MNpoussoauTens B COOTBETCTBUU

C peructpaumnen B Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PesynbTtathl

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 8o pnakoH
N3 NONN3TUIIEHA BbICOKOWM
NNOTHOCTU C [O3MPYIOLLUM
YCTPOWCTBOM U C 3aLMTHOW
KPbILLKOW U3 NonmaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 dnakoHy BmecTe €
WHCTPYKUMEN N0 NPUMEHEHUIO 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 npenapara Bo ¢nakoH
13 NONN3TUIEHa BbICOKON
NOTHOCTU C AO3UPYIOLLIMM
YCTPOWCTBOM U C 3aLMTHON
KPbILLKOW N3 NOoNuaTuneHa
BbICOKOM NIIOTHOCTW.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKLMENA Mo NPpUMEHEHNIO B
MayKy KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBAM C HOPMATUBHOWN
OOKYMeHTaumen.

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHoMy

Storage conditions /
Ycnosusi XpaHeHuUst

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga




CERTIFICATE

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
[darta npousBogcTea (MM.rrrr):

Expiry date (mm.yyyy): /
CpOK rogHOCTH (MM.FTIT):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTUOUKAT AHAJIU3A

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3NBUWH® CEHCUTUB,

cripen HasanbHbIW OO3UPOBaHHLIN, 22,5 MKr/ao3a

05503227
334130A

10.2024
09.2027

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

MpoussoauTens B COOTBETCTBUM

c peructpauuei B Poccuu:

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npoussogutens APC: ESai20a0
FP Manufacturer API Batch number / 2401174

Homep cepuu cy6¢cTaHuumn npoussogurtena MNo:

API Manufactured by & country / Germany /
Mpouzsoautens APC, cTpaHa: 3urcppua PapmaxXemukanued MuHaeH T'mbX,
repmaHus

Siegfried PharmaChemikalien Minden GmbH,

Assessment: / 3aknoueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND I1M1-
000511-211022 amendment 1 from 03.11 .2023 // MapTtuns
COOTBETCTBYET crneundmnKkaLmam HopmaTuBHOro gokymexta J1Ml-
000511-211022 nsmeHeHue Ne1 ot 03.11 .2023

—,

aral noaonuchL ynonHoMo4eHHoro nuvua.

N0 NGV ACIR /

Suc.éc.ku el cnié«LQE els

FTAFARL MANUN



