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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogyxr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
CnpeW Ha3anbHbIA 403MpoBaHHbINA, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325480A
Manufacturing date (mm.yyyy): /
Oara npoussoacTea (MM.ITrr): 27.06.2024
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.ITTIT): 05.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTens B COOTBETCTBUM

¢ peructpauuei B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuuncmkauun

Results / Pe3ynbTaTthbl

Identification

Oxymetazoline
hydrochloride /
MopnuHHOCTL

OkcunmeTasonuHa
ruapoxnopun

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
YAEPXK1BaHWA OCHOBHOIO MWKa Ha
XpomMaTorpamme UcnbITyeMoro pacteopa
HAOIDKHO COOTBETCTBOBATE BPEMEHMU
YAEpX1BaHNA OCHOBHOMO NUKa Ha
XpomMaTorpamme CTaHAapTHOro pacTeopa
OKCMMETAa30Mm1Ha rmapoxnopuaa,
NOy4YeHHOW NpY KOSTIMYECTBEHHOM
onpegeneHuu.

Conforms /
COoOTBETCTBYET

Clarity / MNMpospa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuua npenapaTta He AoMmKHa
npeBbIWaTh onanecueHLmio aTanoHa
cpaBHeHus |.

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen Ha3zanbHbIA 4O03UpPOBaHHbLINA, 11,25 MKr/go3a

05503228
325480A

Manufacturing date (mm.yyyy): /

Hara npousBsoncTea (MM.ITIr): 27.06.2024

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

05.2027

Manufacturer according to the

registration in Russia: /

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

nQOMEIBOﬂHTEHh B COOTBETCTBUMU

c perucrpauuein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukauum Results / PeaynbTathl

Color of the solution /
LiseTHOCTb pacTBOpa

The product should be not more colored than | Conforms /
color reference solution Y7 / Mpenapar COOTBETCTBYET
AomkeH 6blTb okpaleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

Relative density (d 20/20) /
OTHOCUTENbHAA NMNOTHOCTb
(d 20/20)

From 1.006 to 1.010/ 1.007
Ot 1,006 no 1,010

uniformity of dose weight /
CpepfHsis macca [osbl 1
OAHOPOAHOCTbL Macchbl
L03bl

pH / pH From56106.1/0T1 56p006,1 59

Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg / 293
OcmonsanbHoCTb Ot 270 po 330 mOcmonb/Kr mOcmMonb/Kr

Mean dose weight and Mean dose weight: 45 mg £15 %. 47.21 mg/ 47.21 mr

Uniformity of dose weight: must comply./

C acca ao3bl: 45 Mr+ 15 %.
PeAHAA Macca A03bl: 49 MP ° Conforms /

O,D,HOpOIJ,HOCTb MaccCbl 403bl: O0MMKHA CoOOTBETCTBYET
cooTBeTCTBOBATD.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpogyxr

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,
cnpei HazanbHbIA 4O3MPOBaHHLINA, 11,25 MKkrigo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325480A
Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.Irrr): 27.06.2024
Expiry date (mm.yyyy): /
CpoOK rogHoCTH (MM.IrrT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUMU

c peructpauuven B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukauunmn

Results / PesynbTaTthbl

Related substances /
PoacTeeHHble npymecy

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumecek A (NpoayKT ruaponunaa) — He
6onee 2,0 %.

0.0%

Cymma npumeceii — He bonee 4,9 %.

Related substances / Impurity ZP-1 = NMT 1.5 % / 0.0%
PogactBeHHble npumecu Mpymeck ZP-1 — He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EanHvynas HenpeHTuduumnposaHHas
npumeck — He 6onee 1,0 %.
Total impurities - NMT 4.9 % / 0.0%

Microbial purity /
Mukpoburornoruyeckas
yncToTa

TAMC — NMT 102 CFU/ml /
Ob6Lyee uncno aspobHbix BakTepuin — He
6onee 10?2 KOE/mn

0 CFU/mi / 0 KOE/mn

TYMC - NMT 10! CFU/ml /
Ob6Lee 4Ynmcno apoXokeBbIX U NNECHEBbIX
rpuboB — He Bonee 10" KOE/mn

0 CFU/mI/ 0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

Product: / Npoaykr

NASIVIN® SENSITIVE

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

HA3UBMH® CEHCUTMUB,
cnpen HaszanbHbLIW AO3UPOBaHHbLIN, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 325480A
Manufacturing date (mm.yyyy): /
Oarta npou3BoacTBa (MM.ITIT): 27.06.2024
Expiry date (mm.yyyy): /
Cpok rogHocT (MM.ITrT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUM

¢ perucrtpauuen B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OtcytctBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

Ortcytcreyet B 1,0 MN

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

Absentin 1.0 ml/

OTcytereyet 8 1,0 Mn

Assay
Oxymetazoline

hydrochloride /
KonuuecTtseHHoe
onpegeneHue

OkcumeTasonuHa
rmapoxnopua,

225 — 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcumeTasonuHa
rmapoxsnopuaa/mn.

252.1 pg/ml / 2521
MKr/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINTIU3A

Product: / NMpogykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3UBUH® CEHCUTUB,
cnpe# HaszanbHbIA 4O3UpPOBaHHbINA, 11,25 MKr/ao3a

05503228
325480A

Manufacturing date (mm.yyyy): /

gaTa npousBoacTea i MM.ITIT):

27.06.2024

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.ITIT):

05.2027

Manufacturer according to the

registration in Russia: /

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

I'Igonaaonwrenb B COOTBETCTBUMU

c perucrpauuein B Poccum:

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

Parameter / Mapametp

Specifications / Cneuudoukaumnmu

Results / PesynbTathl

Packaging / Ynakoeka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leafiet into
carton box. /

Mo 10 mn npenapaTa Bo ¢riakoH
13 NONU3TUNEHA BbICOKOM
NMOTHOCTM C AO3NPYIOWNM
YCTPOWCTBOM U C 3aLLUTHOWN
KPbILLKOW U3 NoNnaTuneHa
BbICOKOW MMOTHOCTH.

Mo 1 cbnakoHy BMecTe C
WHCTPYKUMEN MO NPUMEHEHMIO B
nayKky 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 npenapata BO ¢rakoH
13 NON3TUNEHA BbICOKOM
NNOTHOCTK C 4O3UPYIOLLNM
YCTPOWCTBOM W C 3aLLNTHON
KPbILIKOW U3 MONMaTUNEHa
BbICOKOW MIOTHOCTH.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKUMEN NO MPUMEHEHUIO B
NayKy KapTOHHY!IO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTcTBUMM C HOPMATUBHOM
OOKyMeHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHoMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/3ropa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oarta npousBoacTea (MM.rrrr):

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.ITIT):

Manufacturer according to the
registration in Russia: /

M pou3BoaunTens B COOTBETCTBUM

¢ peructpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen HazanbHbIA [O3MPOBaHHbLINA, 11,25 MKr/go3a

05503228
325480A

27.06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

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

API| name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuxa

rugpoxnopug
INN / MHH: Oxymetazoline / OxcumeTasonuH
API manufacturer batch number / 53202119
Homep cepun npoussoauTenst AOC:
FP Manufacturer APl Batch number/ 2400608

Homep cepum cy6eTaHumm npoussogurens [J10:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpoussoautenb APC, cTpaHa: 3urcppug PapmaXemukanmed Mungen MvbX,
epmaHusn

Assessment: /| 3aknyeHue: The batch complies with the specification according to ND JII1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTua
COOTBETCTBYET cneundmrkaunam HopmMaTUBHOro gokymeHta JilM-
000511-211022 nameHeHue Ne1 ot 03.11.2023
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Hata npousBoAcTBa (MM.ITrT):
Expiry date (mm.yyyy): /

CpOK rogHOCTU (MM.rrrT):
Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUYU

c peructpauuvein B Poccuu:

Date / Signature of Qualified Person: /

OaTta / nognuck YyNnonHOMOYeHHOro nuua:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UWBUH® CEHCUTUB,

cnpen HaszanbHbIK AO03UpPOBaHHbIN, 11,25 MKr/go3a

05503228
325480A

27.06.2024
05.2027

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

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

O} AvE 2o

~

Ama Ramltidec /ap
FAnAad ~MAapa: 5

FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain






