Page 1 of 4/ Ctpanuuya 1 us 4

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpeut HasanbHbIN 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
257420A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacrTsa ! MM. I'l'l'l'!:

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITrT):

04.2022

04.2025

Manufacturer according to the

reqistration in Russia: /

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

MpoussoguTen B COOTBETCTBUU

c perucTpauuen B Poccum:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / NapameTtp

Specifications / Cneuundukauuu

Results / PeaynbTaTthl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbin UNu NouTH
npo3payHbIA, NouTH 6ecuseTHbIN UnNu
cnerka XenTbli pacTsop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTnYHOCTD
OKCMMETa3onNnHa
rmapoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAEpXaHWA OCHOBHOTO NWKa Ha
XpoMaTorpaMmme UCnbITyemMoro pactsopa
DOMKHO COOTBETCTBOBaTL BpEMEHU
yAepXXaHWa OCHOBHOrO NKKa Ha
XpomaTtorpaMmme 3TafloHHOro pacTeopa
OKCMMETa30NMHa rapoxnopuaa,
NONy4YEHHOro NpPYU TECTUPOBaHWUN METOoAA.

conforms

MNaBnekaembii 06bem

He meHee 3asaBneHHoOro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008/ 1,008
OtHocuTenbHasa nnoTHocTe | 1,006 - 1,010

(d 20/20)

pH/pH From5.6t06.1/5,6 - 6,1 5.9/59
Osmolality / From 270 to 330 mOsmol/kg / 285 mOsmol/kg
OcMonAnbHOCTL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3MBWUH CEHCUTUB,

cnpeun HasanbHbIW 403UPOBaHHLIN, 22,5 MKr/ao3a

81725406
257420A

Manufacturing date (mm.yyyy): /

ga'ra npon3soacTtTea ‘MM.I'I'I'I'!:

Expiry date (mm. 1/
Cpok rogHocTU (MM.rrrr):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

¢ peructpauueii B Poccuu:

«®amap Xanc Kaa Cepsucus Magpug, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuudukauum

Results / PeaynbTarthbl

Average dose and
uniformity of delivered dose
/ CpepnHss aosa u
OAHOPOAHOCTb
LOCTaBnNsAeMon o3bl

Average dose 45 mg 15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < £35 % from average dose
mass /

CpepaHas posa 45 mr £15%.
OaHOpOAHOCTL AOCTABNSEMON A03bI:
cpeaHsna nosa +25%.

Make. 2 u3 10 gos > +25% or cpegHen
Macchl 4o3bl, HO Bceraa < +35% ot
cpegHein Mmacchbl 403bI

4514 mg/ 45,14 mg

PoacTeeHHbIe npumecu

Mpumeck A — He Gonee 2,0%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuuecTso 03 Ha He meHee 190 no3 Ha ynakoBKy

ynaKkoBKy

Relative impurities / Impurity A= NMT 2.0 % / <0.03%/<0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5%

<0.04 % /< 0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouYHas HenaeHTUUUNPOBaHHAs
npumeckt — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / [Ipoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbLIW 4O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
257420A
/

gara npou3BoAcTBa !MM.ITI'I'!:

Expiry date (mm. )
Cpok roagHocTH (MM.ITTT):

Manufacturer according to the

registration in Russia: /

04.2022

04.2025

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

MpoussoauTenb B COOTBETCTBUMU

C peructpauueii B Poccuu:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuundukauum

Results / PeaynbTaTthl

Microbial purity /
Mukpobuonorudyeckas yucrota

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
O6bwee konuyecTBo adpobHbIX

MUKpOOpraHuamos — He Gonee

102 KOE/mn

TYMC - NMT 10" CFU/ml / 0 CFU/10 ml

O6Lyee KONUYECTBO APONCKEBLIX U
nnecHesblx rpubos — He Gornee
10' KOE/mMn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTeue 8 1 Mn

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — otcytcreue B 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 5625 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteseHHoe copgepxaHne | 22,5 mkr/posa: 450-525 mkr/mn
OKCMMETa30nuHa oKCUMETa30nNuHa rmapoxnopuaa
rmapoxnopvaa

496 ug/ml / 496 pg/ml
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
257420A

Manufacturing date (mm.yyyy): /

ga'ra nponisoncTea ‘MM.I'I'I'I'!:

Expiry date (mm. 1/
Cpok rogHocTH (MM.ITrr):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3BoguTens B COOTBETCTBUMN

¢ peructpauueii B Poccuu:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneundpukauum

Results / PeaynbTarthl

Packaging / YnakoBka

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene
cap. 1 vial and a patient
information leaflet in a carton. At
least 190 doses per vial. /

10 MmN B NONU3TUNEHOBOM
dnakoHe ¢ fo3mpyowmm
YCTPOWCTBOM U 3aWUTHLIM
NONU3TUNEHOBBLIM KONNAYKOM.

1 ¢pbnakoH 1 NMCTOK-BKNAaAbILL B
KapToHHOW nayke. He meHee
190 n03 Ha hnakoH.

Package / 10 ml in polyethylene
vial with a metering device and

with a protective polyethylene cap.

1 vial and a patient information
leaflet in a carton. At least 190
doses per vial. /

10 Mn B NOAM3TUNEHOBOM
cdnakoHe ¢ 4o3npyloLum
YCTPOWCTBOM U 3aLYUTHbLIM
NONN3ITUNEHOBLIM KOSINAYKOM.
1 donakon B nauke. He meHee
190 003 Ha hnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBETCTBUM C HOPMATUBHbLIM
OOKYMEHTOM

Complies as prescribed /
CooTtseTcTByeT NpeanucaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3roga

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND JIN-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBeTCIBYET cneundmKaumam

gara / noanuchb YNONHOMOYEHHOro nuua:
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