Page 1 of 4/ CtpaHuuya 1 us 4

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / Ipoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIA AO03UPOBaHHbIN, 11,25 MKkr/aosa

81724614
257450A

Manufacturing date (mm.yyyy): /

ga'ra npounsBogcrea ‘MM.I'I'ITI!

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

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soaguTenb B COOTBETCTBUMN

c peructpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuncdukauun

Results / PeaynbTtaTth!

Description / Onucanne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbiil UnNn noYTU
npo3payHbli, NoYTH GecuBeTHbIM unnu
cnerka >XenTblil pacTBop.

conforms

N3esnekaemblii 06bem

He meHee 3afaBneHHoOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
NaeHTruHoCTL required to correspond to the retention
OKCMMETa30fMHa time of the main peak on the
rumgpoxnopuga chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHusi OCHOBHOFO NWKa Ha
XpomaTorpamme UCnbITYyeMOro pacTsopa
AOMKHO COOTBETCTBOBaTL BPEMEHU
yAepaHUA OCHOBHOrO Nuka Ha
Xpomartorpamme 3TanoHHOro pacrsopa
OKCMMeTa3onuHa ruapoxnopuaa,
NoNy4YeHHOro Npy TeCTUPOBaHUN
MeToja.
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 59/59
Osmolality / OcmonsineHocTb | From 270 to 330 mosmol/kg / 287 mosmol/kg
270-330 mocmon/kr
Extracted volume / Not less than declared / conforms

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpogykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA 403MPOBaHHbIN, 11,25 MKr/aos3a

SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napTuu: 257450A
Manufacturing date (mm.yyyy): /

Qdara npoussoacrea (MM.rrr): 04.2022
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.IrIT): 04.2025

Manufacturer according to the

registration in Russia: /

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

Npoussoautens B COOTBETCTBUU

C perucrpauymen B Poccum:

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

Parameter / [lapameTtp

Specifications / Cneundcdvkauun

Results / PesynbTrarthbl

Average dose and uniformity
of delivered dose / CpepHsan
A03a U OQHOPORHOCTL
AocTasnaemMon gosbl

Average dose 45 mg 115 %.
Uniformity of delivered dose:

Average dose 25 %.

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

But always < +35 % from average dose
mass /

Cpeansas nosa 45 mr £15%.
OaHopoaHOCTL AOCTaBNSIEMOIA 403bI:
cpeaHna gosa +25%.

Makc. 2 u3 10 go3 > £25% ot cpeaHen
Macchbl no3bl, HO Bceraa < +35% ot
cpefHein macchl A403bl

48.05 mg / 48,05 mg

Quantity of doses per pack /
KonuyecTso 03 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 003 Ha ynakoBKy

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumecsk A — He Gonee 2,0%

<0.03%/ <0,03%

Impurity ZP-1 = NMT 1.5 % /
Mpumeck ZP-1 — He Bonee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OaunHouHan HengeHTuduuMpoBaHHas
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbIN [O3UPOBaHHbIN, 11,25 mkr/ao3sa

81724614
257450A

Manufacturing date (mm.yyyy): /

ga'ra npounssoacTea ‘MM.I'I'IT!!

Expiry date (mm. il
Cpok rogHocTu (MM.rrrr):

Manufacturer according to the
registration in Russia: /

04.2022

04.2025

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

ﬂgousaogmem_; B COOTBETCTBUU

¢ perncrpaumeit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuucdbukaunun

Results / PesynbTaTsi

O6wee KONUYECTBO APONCKEBBIX U
nnecHesbix rpubos — He Gonee
10" KOE/mni

Microbial purity / TAMC — NMT 102 CFU/ml / OCFU/10mi
Mukpobuosnoruyeckasn Obuyee konuyecTeo asapobHbIxX
yncroTa MUKPOOPraHu3mMoB — He 6onee

10%2 KOE/mn

TYMC — NMT 10" CFU/mI / 0 CFU /10 ml

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

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0mt/ 1,0 ml

Assay Oxymetazoline

11.25 pug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe cogepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMeTa30MnunHa okcumeTasonuHa rugpoxnopuaa
rmgpoxnopuaa

239.6 pg/ml/ 239,6 pg/mi

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau ¢ Austria

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

Rechtsform: Offene Gesellschaft (OG)

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




PeG

Page 4 of 4/ Ctpaumua 4 us 4

CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpeun HasanbHbIN A03UPOBaHHbLIN, 11,25 Mkr/ao3a

81724614
257450A

Manufacturing date (mm.yyyy): /

ga'ra nponssoacrtea ‘MM.I’ITI'I:

Expiry date (mm. i)
Cpok rogHocTU (MM.rrrr):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoguTenb B COOTBETCTBUU

c peructpaumeii B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundcdukauum

Results / Pesynbrarthbl

Packaging / Ynakoska

Package / 10 ml in polyethyiene
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 NONN3TUNEHOBOM
dnakoHe ¢ AO3UPYIOLLUM
YCTPONCTBOM W 3aUMTHBLIM
NOMU3TUNEHOBLIM KOMNMNAYKOM.

1 bnakoH v NNCTOK-BKNaabILL B
KapTOHHOI nayke. He meHee
190 Ao3 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 nonuaTuneHosom
dnakoHe ¢ 4o3UpYIOLUM
YCTPONCTBOM U 3aLLMTHBIM
NONNATUNEHOBbLIM KOINAYKOM.

1 donakoH 1 NUCTOK-BKNAAbLIW B
KapTOHHO® nauke. He meHee

190 no3 Ha cnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUMU C HOPMATUBHbLIM
OOKYMEHTOM

Complies as prescribed /
CoorBeTtcTByeT NpeanucaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/3rofa

Assessment: / 3aknioyeHue

Date / Signature of Qualified Person: /

19.11.2019) / NapTus cooTseTCTBY

Oarta / noanucb yNoNHOMOYEHHOro nuua:

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

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

The batch complies with the specification according to ND JIM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
T cneuyukaLmam

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




