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CERTIFICATE OF ANALYSIS / CEPTUOPUKAT AHAJIU3A

Product: / Mpoayxkr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpein Ha3anbHLIN 4O3MpoBaHHbIN, 11,25 MKr/aosa

81724614
257440A

Manufacturing date (mm.yyyy): /

ga'ra npou3sofcTBa ( MM.TTIT):

04.2022

Expiry date (mm.yyyy): /
Cpok roaHocTy (MM.ITFT):

04.2025

Manufacturer according to the

registration in Russia: /

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

(poussoauTens B COOTBETCTBUU

¢ peructpauuei 8 Poccum:

«®amap Xanc Ksa Cepsucus Magpug, C.AY.»

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbTathbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Npo3payHbtii unNu NOYTH
nNpospayHbIi, NouTk 6ecuBeTHLIN UNK
cnerka »enTblin pacTeop.

conforms

ldentification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTIHOCTL required to correspond to the retention
OKCUMETAa30MnHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

YAEp)KaHWA OCHOBHOrO NUKa Ha

XpomaTtorpamme UCnbITYeMOoro pactsopa

OOMKHO COOTBETCTBOBATL BPEMEHU

yAepaHWsi OCHOBHOrO NUKa Ha

XpomaTtorpamme 3TasrioHHOro pacTeopa

OKCMMEeTa30MnnHa rmapoxsiopuaa,

NONYYEHHOro Npu TECTUPOBAHUN

MeToAa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 5.9/5,9

Osmolality / OcmonsansHOCTb

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

292 mosmol/kg

Extracted volume /
MNaBnekaemslii 06bem

Not less than declared /
He meHee 3aaBneHHOro

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 AHAITU3A

Product: / poaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

crnpei Ha3anbHbIA [03MPOBaHHbIN, 11,25 MKr/ao3a

HA3UBUH CEHCUTUB,
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napTum: 257440A
Manufacturing date (mm.yyyy): /
OdaTta npoussoacTea (MM.rrrr): 04.2022
Expiry date (mm. 1/
Cpok rogHOCTH (MM.ITIT): 04.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMN

¢ peructpaumeitr B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundpukauum

Results / PesynbTtaTb!

Average dose and uniformity
of delivered dose / CpegHsis
A03a U OAHOPOAHOCTD
AocTaBnsaemou A03bl

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 /

CpeaHsas nosa 45 mr £15%.
OaHopoaHOCTL AOoCTaBNseMOlN AO03bI:
cpenHsa aosa +25%.

Makc. 2 n3 10 gos > +25% ot cpepgHen
Maccb! no3bl, HO Bcerga < +35% ot
cpeaHein Macchl 403bl

47.19mg/ 47,19 mg

Quantity of doses per pack /
KonunyecTso 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTteeHHbIe npumecn

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 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 % /
OauvHoyHas HenaeHTUULMPOBaHHaA
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 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
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHATIU3A

Product: / Mpoayxr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBWH CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHLIN, 11,25 MKr/ao3a

81724614
257440A

Manufacturing date (mm.yyvyy): /

ga'ra npou3soacTtsa jMM.I'ITr!:

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

Manufacturer according to the

registration in Russia: /

04.2022

04.2025

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

nQOMSBOBMTeﬂb_B cooTBEeTCTBUN

c perucrpaumeii B Poccum:

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

Parameter / MapameTp

Specifications / Cneundpukauumn

Results / Peaynbtarthl

O6Lyee KonnUecTBo ApOXOKEBbLIX U
nnecHesblx rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpobuonoruyeckas O6Lwee konu4yecTso a3pobHbIX
yucToTa MUKPOOpraH1M3moB — He Gonee

102 KOE/mn

TYMC — NMT 10! CFU/ml / 0CFU/10ml

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

Absent in 1.0 ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectBeHHoe coagepxaHnue | 11,25 mkr/nosa: 225-262,5 mkr/mn
OKCMMeTa3onuHa oKkcuMeTasonuHa rugapoxnopuaa
rmapoxnopuaa

251.9 yg/ml/ 251,9 ug/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 Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpew HasanbHbIW AO3MpPOBaHHbIN, 11,25 MKr/ao3a

81724614
257440A

Manufacturing date (mm.yyyy): /

gaTa npon3soncrea ‘MM.I’I’I’I‘!:

Expiry date (mm.yyyy): /
Cpok roaHocTu (MMm.rrrr):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

MpoussopuTens B COOTBETCTBUYN

¢ peructpauuen B Poccuu:

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

Parameter / MNapamertp

Specifications / Cneundukayumn

Results / PeaynbTathl

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

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

doses per vial. /

10 MN B NONN3TUNEHOBOM
cdnakoHe ¢ AO3MPYIOWUM
YCTPOWCTBOM W 3aLUTHBLIM
NONUITUINEHOBLIM KOSNMaYKOM.
1 dnakoH 1 NNCTOK-BKNAAbILL B
KapTOHHOI nauke. He meHee
190 ao3 Ha cnakoH.

vial. /

10 mMn 8 NOAU3TUNEHOBOM
dnakoHe ¢ Ao3npyoWUM
YCTPONCTBOM ¥ 3aLUTHBIM
NONUITUNEHOBbLIM KONNAYKOM.
1 donakoH 1 NUCTOK-BKNAAbILL B
KapToHHOM nayke. He meHee
190 A03 Ha IaKoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBMW C HOPMATUBHbLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /
Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/3roaa

Assessment: / 3aknoueHue

Date / Signature of Qualified Person: /

ga'ra / noanuchb ynonHomMmoYeHHoro nuua:

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 ¢ 9800 Spittal an der Drau
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 J1M-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTB eunduKaLmnam
HopmaTusHoro aokymeHTa JIM-000511f2611017 (usmeHeHne Ne 1 oT

Rechtsform: Offene Gesellsch 3
Sitz der Gesellschaft; Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706

* Austria



