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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [poaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBWUH CEHCUTUB,

cnpeu HasanbHbLIW 4O03MPOBaHHbLINA, 11,25 Mkr/po3a

81724614
257460A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrTea !MM.I'I'I'I'I:

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

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

I'Igousaogwrenb B COOTBETCTBUU

¢ peructpaumen B Poccuu:

«®amap Xanc Kaa CepBucus Mapnpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuudukauuun

Results / Pesynbrathl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIn UNK NOYTH
Npo3payHbIA, NoYTH BecuBETHbIR UK
cnerka >XenTbI pacTeop.

conforms

N3Bnekaemoili obbem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTUYHOCTD required to correspond to the retention
oKCuMeTasonuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHua 0CHOBHOrO nuka Ha
XpomMaTorpaMmme UCrbITYEeMOro pacteopa
DOIMKHO COOTBETCTBOBATL BPEMEHMU
yAepXaHusi OCHOBHOro Nuka Ha
XpomarorpaMmme 3TanoHHOro pactesopa
OKCMMETAa30NuHa rngpoxnopuaa,
NONYyYEHHOro NpU TeCTUpoBaHnu
MeToaa.
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 From 5.6 to 6.1/ 5,6-6,1 59/5,9
Osmolality / OcmonsaneHocTb | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpeil HasanbHbLIA [JO3UPOBaHHbLIN, 11,25 mkr/gosa

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprum: 257460A
Manufacturing date (mm.yyyy): /
OaTa npoussonacTea (MM.rrrr): 04.2022
Expiry date (mm.yyyy): /
Cpok roaHocT# (MM.ITIT): 04.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpauuei B Poccuu:

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

Parameter / MMapameTtp

Specifications / Cneundukaumm

Results / PesynbTarb!

Average dose and uniformity
of delivered dose / CpegHsas
A03a N OQHOPOAHOCTL
A[ocTtaBnsemonm 403bl

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 /

CpegHsas nosa 45 mr £15%.
OaHopoAHOCTbL AOCTAaBNAEMON 03bl:
cpeaHsas nosa +25%.

Makc. 2 u3 10 pos > +25% oT cpeaHein
Macchbl 4o3bl, Ho Bceraa < +35% ot
cpeaHein maccehl 403bl

47.09 mg/ 47,09 mg

Quantity of doses per pack /
KonuyecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBKy

conforms

Relative impurities /
PogcreeHHble npyumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 2,0%

<0.03%/ <0,03 %

Impurity ZP-1 — NMT 1.5 % /
Mpumech ZP-1 — He Gonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpavHouHas HengeHTuUMpoBaHHas
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UWBWH CEHCUTUB,

cnpewn HasanbHbIA [O3MPOBaHHbIN, 11,25 MKr/no3a

81724614
257460A

Manufacturing date (mm.yyyy): /

ga'ra npon3sogcrea !MM.ITI'I'!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.Irrr):

Manufacturer according to the
registration in Russia: /

04.2022

04.2025

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

Mpou3soauTesnb B COOTBETCTBUU

¢ perucrpaumeii B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukayum

Results / Peaynbratbl

O6ulee KONMYECTBO APONOKEBLIX W
nnecHesbiX rpnbos — He Gonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckasn O6wee konuyecTso a3pobHbIX
yncToTa MUKpOOpraHuamos — He bonee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0 CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTsune B
1wmn

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecTtBeHHoe copgepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
oKcuMeTasofinHa OKCUMETAa30MnHa ruapoxnopuaa
ruapoxnopuaa

250.1 pg/ml / 250,1 pg/mi

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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Rechtsform: Offene Gesellschaft (OG)
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Batch no.: / Ne napruu:

Manufacturing date (mm.yyvyy): /
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Cpok rogHOCTU (MM.TTIT):
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NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UWBWH CEHCUTUB,

cnpewn Ha3anbHbIM 403UPOBaHHbLIN, 11,25 MKkr/go3a

81724614
257460A
04.2022
04.2025

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

Mpou3BoauTenb B COOTBETCTBUU

c perucrpauuei 8 Poccuum:

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

Parameter / NapameTtp

Specifications / Cneundukauum

Results / PeaynbTtarthl

Packaging / Ynakoska

1 vial

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

leaflet in a carton. At least 190
doses per vial. /

10 Mn B NONK3TUNEHOBOM
dnakoHe ¢ Ao3MpyOLWUM
YCTPOWCTBOM W 3aLUUTHBLIM
NONNITUNEHOBbLIM KONMAYKOM.
1 ¢pbnakoH 1 NUCTOK-BKNaAbIW B
KapTOHHOW nadke. He meHee
190 003 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 M B MONWITUNEHOBOM
dnakoHe ¢ A03MPYIOLLUM
YCTPONCTBOM U 3aLNTHbLIM
NONUITUNEHOBBIM KONNAYKOM.

1 bnakoH U NUCTOK-BKNAALIW B
KapTOHHOW Nayke. He meHee

190 f03 Ha chnakoH.

and a patient information

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTtcTBYET NpeanMcaHHOMY

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /
Mpu Temneparype He Boiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga

Assessment: / 3aknioveHue

Date / Signature of Qualified Person: /
Qata / noanucb yNnonHOMo4eHHOro nuua:

The batch complies with the specification according to ND -
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTBYET cneundukaumam
HopmaTtusHoro agokymeHta M-00P511-261017 (nsmeHeHune Ne 1 oT

)

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 9800 Spittal an der Drau
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
www.pg.com

* Austria

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



