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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAIIU3A

Product: / MpoaykT

SAP-Code: / Koa SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbIA 4O3MPOBaHHbIN, 11,25 MKr/go3a

81724614
255590A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrea ‘MM.I'I'I'I'!:

Expiry date (mm. 2

CQOK rogHocTu !MM.I'I'I'I'!:

03.2022

03.2025

Manufacturer according to the

reqgistration in Russia: /

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

MpousBoguTenb B COOTBETCTBUM

c peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundbukauum

Results / Pe3ynbTtaThbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblit nu nouTn
Npo3paYHbIv, NOYTN 6ecyBETHBIR UMK
crerka XenTbi pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention
oKcUMeTasonuHa time of the main peak on the
rmgpoxnopuaa chromatogram of oxymetazoline

hydrochioride standard solution,

received at assay testing. / Bpema

yAepXaHns OCHOBHOrO NUKa Ha

XpomarorpaMmme UCnbITYyeMoro pacrsopa

BOMKHO COOTBETCTBOBATb BPEMEHW

yAepXaHust OCHOBHOIO NUKa Ha

Xpomarorpamme 3TanoHHOro pacteopa

OKCUMETa3onuHa rnapoxropuaa,

NONYYEHHOro NpU TeCTUPOBaHUK

meToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OTHocutenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 59/5,9

Osmolality / OcmonsnbHOCTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

291 mosmol/kg

Extracted volume /
N3Bnekaembin 06eM

Not less than declared /
He meHee 3aaBneHHOro

conforms
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpogykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpen HasanbHbLIW 0O3UPOBaHHbIN, 11,25 MKr/ao3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptum: 255590A
Manufacturing date (mm.yyyy): /
Oara npousBoacrea (MM.ITIT): 03.2022
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrT): 03.2025

Manufacturer according to the

registration in Russia: /

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

l'lgousaogurenb B COOTBeTCTBUU

c peructpauymeit B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukaumm

Results / Pe3ynbrarhbl

Average dose and uniformity
of delivered dose / CpegHns
A03a N 0AHOPOAHOCTL
AocTaBnsemMon [03bl

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

Average dose 25 %.

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

But always =< 35 % from average dose
mass /

CpegHsia nosa 45 mr +15%.
OpHopogHoCTb gocTaBnNAeMon 403bl:
cpeaHan nosa £25%.

Makc. 2 u3 10 gos > +25% ot cpeaHen
maccbl Ao3bl, HO Bcerpa < £35% ot
cpeaHen macchl 4,03bl

50.32 mg /50,32 mg

Quantity of doses per pack /
KonuyecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 8o3 Ha ynakoBky

conforms

Relative impurities /
PoacTtBeHHbIe Npumecn

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpavHouHasa HemaeHTUGMLMpOBaHHaR
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 * 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
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Rechtsform: Offene Gesellschaft (OG)
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Mpogykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

cnpei HasanbHbIN A03UpPOBaHHbIN, 11,25 MKr/no3a

HA3UWBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 255590A
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.rrrT): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT): 03.2025

Manufacturer according to the

registration in Russia: /

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

nQOM3BOEMTeﬂb B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuundukaummn

Results / PesynbTaTthbl

ObLwiee KONMYECTBO APOICKEBBIX U
nnecHeBbIX rpubos — He Bonee
10! KOE/mni

Microbial purity / TAMC — NMT 10? CFU/ml / 0CFU/10ml
Mukpobuonornyeckas O6wee konnuecTso aapobHbIX
yuctota MUKpoopraHusmos — He 6ornee

102 KOE/mn

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

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTBUE B
1 mn

Absent in 1.0 ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonunyecTtBeHHoe copepxaHue | 11,25 mkr/nosa: 225-262,5 mkr/mn
oKkcumeTasonuHa oKCUMeTasonuHa rugpoxnopuaa
rmapoxnopuaa

241.7 uyg/ml/ 241,7 ug/mi
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Telefon +43 (0)4762 51 51-0
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Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A
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NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBUH CEHCUTUB,

cnpeu HasanbHbIW 4O3UPOBaHHbLIN, 11,25 MKr/go3a

Product: / [Ipoaykr

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 255590A
Manufacturing date (mm.yyyy): /

Qarta npoussoacTBa (MM.rrrr): 03.2022
Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rTrT): 03.2025

Manufacturer according to the
registration in Russia: /

Mpou3BoauTEnL B COOTBETCTBUMU
¢ peructpauuei B Poccum:

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

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

Specifications / Cneundukauum
Package / 10 ml in polyethylene

Results / PeaynubTaTthl
Package / 10 ml in polyethylene

Parameter / MapameTtp
Packaging / Ynakoeka

vial with a metering device and
with a protective polyethylene cap.
1 vial and a patient information
leaflet in a carton. At least 190

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 nOnNWaTuneHosom
cdnakoHe ¢ A403MpYIoLUM
YCTPOMCTBOM U1 3aLLWUTHBIM
NONN3TUNEHOBbLIM KONNAYKOM.

1 bnakoH u NUCTOK-BKNaAbILL B
KapTOHHOI nayke. He meHee
190 403 Ha hnakoH.

Complies as prescribed /
CootseTcTBYyEeT NpegnucaHHomy

doses per vial. /

10 mMn B NONNITUNEHOBOM
dnaxoHe ¢ [O3VpyOWUM
YCTPOMNCTBOM U 3aLLUTHBIM
NONNATUNEHOBLIM KONMNAYKOM.

1 hnakoH 1 NUCTOK-BKNAAbIL B
KapToHHOW nayke. He meHee
190 o3 Ha chnakoH.

In accordance with ND /

B cooTBeTCTBUMMN C HOPMATUBHbLIM
OOKYMEHTOM

At the temperature not more than 30°C. /
MNpu Temnepatype He Bbilwe 30°C.
3years/ 3 roga

Labeling / Mapkuposka

Storage conditions /
Ycnosua xpaHeHus
Shelf-life / Cpok xpaHeHus

Assessment: /| 3aknoyeHue The batch complies with the specification according to ND JII1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / MapTna cooTBETCTBYRT cneundukaLmam

Date / Signature of Qualified Person: /
darta / nognucb yNonHOMOYEHHOro nuya:

P&G Health Austria GmbH & Co. OG
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