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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3SUBUH CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbLIN, 11,25 Mkr/ao3a

81724614
243060A

Manufacturing date (mm.yyyy): /

Qara npoussoacTea (MM.FrrT):

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTenL B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukayum

Results / PeaynbTartbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3pauHblit Nn NoYTN
Npo3spayHbIR, NOYTU 6ecLBETHLIA UNK
crnerka XenTblii pacTeop.

conforms

MN3snekaembii 06bem

He meHee 3asaBneHHoro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
MaeHTHYHOCTL required to correspond to the retention
OoKCUMeTas3onuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepXaHUsi OCHOBHOrO NWKa Ha
XpOMaTorpaMmMe UCMbITYEMOro pacteopa
OOMMKHO COOTBETCTBOBATL BPEMEHM
yaepXXaHUA OCHOBHOMO NuKa Ha
XpomaTtorpaMmmMme 3TanoHHOro pacTesopa
OKCMMETAa3oNnHa rnapoxsopuaa,
NONYYEHHOro NpU TECTUPOBaAHUN
meToaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 /1,008
OTtHocuTenbHasa nnoTHocTb | 1,006—-1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6-6,1 59/5,9
Osmolality / OcmonsnbHocTs | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmoneb/kr
Extracted volume / Not less than declared / conforms

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
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 AHAJIU3A

Product: / Mpogykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpein Ha3anbHbI 4O3UPOBaHHbIN, 11,25 MKkr/ao3a

SAP-Code: / Kon SAP: 81724614
Batch no.: / Ne napTum: 243060A
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrir): 10.2021
Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.rrrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUU

¢ peructpauvein B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneuudukaumnu

Results / PesynbTarthbl

Average dose and uniformity
of delivered dose / CpepHss
A03a 1 0QHOPOAHOCTb
AocTasnsemon Ao3bl

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 /

CpenHsas no3a 45 mr £15%.
OpHOpOoAHOCTL AOCTABNAEMON J03bl:
cpeaHsas posa £25%.

Makc. 2 us 10 no3 > +25% o1 cpegHen
Macchb! J03bl, HO Bcerga < +35% ot
cpeaHen Macchl A03bl

50.02 mg /50,02 mg

Quantity of doses per pack /
KonuuyecTtso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 n03 Ha yNakoBKy

conforms

Relative impurities /
PoacTteeHHble npumeck

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 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 % /
OpvHovHas HeugeHTUUMpoOBaHHAA
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%

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
www.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIU3A

Product: / [poaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3MBUH CEHCUTUB,

cnpen HasanbHbIA A03UpoBaHHbIN, 11,25 MKr/ao3a

81724614
243060A

Manufacturing date (mm.yyyy): /

gaTa npousBoncrTsea ‘MM.ITI'I'!:

Expiry date (mm.yyyy): /
CpoK rogHoCTU (MM.FTrT):

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

Hgousaogmenb B COOTBETCTBUN

c perucrpaumeit B Poccuum:

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

Parameter / MapameTp

Specifications / Cneundunkauum

Results / Peaynbrartbl

O6Lyee KonMYecTBO APOICKEBbLIX U
nnecHesbIx rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC - NMT 102 CFU/mI / 0CFU/10mi
Mukpobuonornyeckas O6wwee konuyecTso a’pobHbIX
yucroTa MUKpOOpraHu3moB — He 6onee

102 KOE/mn

TYMC — NMT 10! CFU/ml / 0CFU/10mi

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — 0TCyTCTBME B
1 mn

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteseHHoe coaepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMETAa30MuHa OKCUMETa3onNuHa rmapoxnopuaa
rmapoxnopuaa

243.7 pg/ml / 243,7 yg/ml

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 / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIW AO3UPOBaHHLIN, 11,25 MKr/go3a

81724614
243060A

Manufacturing date (mm.yyyy): /

Oata npoun3soancrtea ‘MM.ITI'I'!:

Expiry date (mm. 2/

Cpok rogHocTu (MM.rrrT):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

NpoussoauTens B COOTBETCTBUM

¢ pernctpauuven B Poccuu:

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

Parameter / Napametp

Specifications / Cneuudunkauun

Results / PeaynbTarthl

Packaging / Ynakoska

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 NONN3TUNEHOBOM
dnakoHe ¢ [O3UPYOLLUM
YCTPOMCTBOM W 3aLLUTHbLIM
NONU3TUMNEHOBLIM KONNAYKOM.

1 cbnakoH 1 NUCTOK-BKNaAbILW B
KapTOHHON nauke. He meHee
190 A03 Ha thbnakoH.

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 NONU3TUNEHOBOM
dnakoHe ¢ 4O3NPYHOWUM
YCTPOWCTBOM W 3aLUTHBLIM
NOSMATUNEHOBbLIM KOMMaYKoM.

1 hnakoH 1 NNCTOK-BKNaAbIL B
KapTOHHOM nadke. He meHee

190 ao3 Ha nakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBETCTBUN C HOPMATUBHbBIM
OOKYMEHTOM

Complies as prescribed /
CootBeTCcTBYET NPEANUCaHHOMY

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/3ropa

Assessment: / 3akntoueHue

Date / Signature of Qualified Person: /
Oarta / nognucb 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 Jil-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTcTBYET Cneundukauvam

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




