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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbLIW 4O3UPOBaHHbIN, 22,5 mkr/ao3a

81725406
255010A

Manufacturing date (mm.yyyy): /

ga'ra npounssoncrsea !MM.I’I‘I’I’!:

Expiry date (mm. 2/
Cpok rogHocTH (MM.TTIT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

c peructpauuei B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuncdukauun

Results / Peaynbrartb!

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHeId KM NoUTH
npo3payHbI, NouTn 6ecuseTHbIN Unn
crerka XenTbivi pacTsop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaeHTnYHoOCTb
okcumeTasonuHa
rmapoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAep)aHus OCHOBHOrO MuKa Ha
XpomaTtorpaMmme UCNbITYEMOro pacTeopa
OOMKHO COOTBETCTBOBaTbL BpEMEHU
yAep)XaHus OCHOBHOrO Nuka Ha
XpomMaTorpamme 3TasriloHHOro pactsopa
oKkcumeTasonuHa ruapoxnopuwaa,
Nony4YeHHOro Npu TecTUpoBaHUM MeToaa.

conforms

MNaBnekaembitt o6bem

He meHee 3asBneHHoro

Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocutensHast nnoTHocTe | 1,006 - 1,010

(d 20/20)

pH/ pH From5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg
OcMoNANbHOCTL 270 - 330 mocmonb/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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTMUB,

cnpen HasanbHbIA OO3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
255010A

Manufacturing date (mm.yyyy): /

Qarta npoussoacTBa (MM.rrrr):

03.2022

Expiry date (mm. 2/
Cpok rogHocTH (MM.rTrT):

03.2025

Manufacturer according to the

registration in Russia: /

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

MNpoussoaguTenb B COOTBETCTBUM

c perucTtpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundpukauum

Results / PeaynbTarthi

Average dose and
uniformity of delivered dose
/ CpegHsas posa u
0AHOPOAHOCTL
AocTaBnsemMon 4o3bl

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

Average dose 125 %.

Max. 2 from 10 doses > 125 % from
average dose mass

But always < +35 % from average dose
mass /

CpeaHsasn gosa 45 mr £15%.
OAHOPOAHOCTb 4OCTaBNAEMON A03bI:
cpenHsist aosa £25%.

Make. 2 us 10 gos > +25% ot cpegHei
Macchl A03bl, HO Bceraa < £35% ot
cpeaHen macchl 403bI

50.75 mg / 50,75 mg

Mpumecsh ZP-1 — He 6onee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuuecTtBo go3 Ha He meHee 190 f03 Ha ynakosky
yNaKkoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacreeHHble npumecu Mpumeck A — He 6onee 2,0%

Impurity ZP-1 = NMT 1.5 % / <0.04 % /<0,04 %

Single unknown impurity - NMT 1.0 % /
OaunHoyHasn HenaeHTUUUMPOBaHHas
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hdsslgasse 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®PUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3BUH CEHCUTMUB,

cnpei Ha3zanbHbIA [O3MPOBaHHbLIN, 22,5 MKr/ao3a

81725406
255010A

Manufacturing date (mm.yyyy): /

gaTa npovssoacTBa !MM.ITIT!:

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

Manufacturer according to the

registration in Russia: /

03.2022

03.2025

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

MNpousBoauTens B COOTBETCTBUU

¢ peructpauueii B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukauvm

Results / PeaynbTtarthbi

Microbial purity /
Mukpobuonoruueckas uictora

TAMC — NMT 10?2 CFU/ml/ 0 CFU/10 ml
Obuwee konu4ecTso asapobHbIX

MUKpOOpraHu3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obuiee KONUYECTBO APOXOKEBBIX U
nnecHesblx rpubos — He Gonee
10' KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTBue B 1 M

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBue B 1 Mn

Absent in 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 yg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectseHHoe cogepxaHue | 22,5 mkr/aosa: 450-525 mkr/mn
OKCUMeTa3onuHa OoKCUMEeTa30nnHa rmgpoxnopuaa
rmapoxnopuaa

518 pg/ml/ 518 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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIU3A

Product: / [IpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen Ha3anbHbIW 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
255010A

Manufacturing date (mm.yyyy): /

gara npoussogcrTea ‘MM.I'I'I"I'!:

Expiry date (mm.yyyy): /
Cpok rogHoOCTH (MM.ITrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

Mpoussogurent B COOTBETCTBUU

C pernctpaumei B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuucdukauum

Results / PeaynbTaTthl

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 mn B NONNSTUNEHOBOM
chnakoHe ¢ AO3UPYIOLLM
YCTPOMCTBOM U 3aLLNTHBIM
NONUITUNEHOBbLIM KOMNAYKOM.

1 cbnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHO nayke. He meHee
190 003 Ha bnakoH.

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 NOANITUNEHOBOM
cnakoHe ¢ 4o3npyowmm
YCTPOWCTBOM W 3aLUNTHBLIM
NOANITUNEHOBLIM KONNAYKOM.

1 cnakoH B navke. He meHee
190 Ao3 Ha chnakoH.

Labeling / MapkupoBska

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTeeTcTBYET NpeanMcaHHoOMyY

Storage conditions /
Ycnosus XxpaHeHus

At the temperature not more than 30°C. /

[pu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga

Assessment: /| 3aknioveHue:

Date / Signature of Qualified Person: /

HopmaTtuBHoro gokymenTa JilM-0005

gaTa / noanuchb ynonHoMovYeHHoro nuua:

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

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) / NapTtua cooTeTcTBYET CneuuduKaUmam
-261017 (u3ameHeHue Ne 1 ot

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




