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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / [ipogykTt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTUB,

cnpen HazanbHbIW 4O3UPOBaHHbIN, 11,25 Mkr/no3a

81724614
262630A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTea ‘MM.I'I'I'I'!:

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

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

c perucrpauueit B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukauun

Results / PesynbTarhl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Npo3paurbii UNU NOYTK
Npo3pa4yHbIn, NouTH 6ecuBeTHLIR unu
cnerka XenTtblil pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
NaeHTudHOCTb required to correspond to the retention
oKCUMeTasonunHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAep)KaHua OCHOBHOIO NMUKa Ha

Xpomarorpamme UcnbITYeMoro pactsopa

AOMKHO COOTBETCTBOBAaTL BPEMEHMU

yAEPKaHUR OCHOBHOMO MWKa Ha

Xpomarorpamme 3TanoHHOro pacteopa

OKCUMETa3onNuHa ruapoxnopuaa,

NOMy4YeHHOro Npn 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 5.6106.1/5,6-6,1 59/5,9

Osmolality / OcMonsnbHOCTL

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

291 mosmol/kg

Extracted volume /
N3Bnekaembiii o6bem

Not less than declared /
He meHee 3aaBneHHoOro

conforms

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
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN 4O3UPOBaHHbLIN, 11,25 MKr/aosa

SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTuu: 262630A
Manufacturing date (mm.yyyy): /

Qara npousBogcrea (MM.Irrr): 06.2022
Expiry date (mm.yyyy): /

Cpok rogHocTy (MM.ITTT): 06.2025

Manufacturer according to the

registration in Russia: /

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

I'Igousaogwrenb B COOTBETCTBUN

¢ peructpauuei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukaunu

Results /| Pe3ynbTaTbl

Average dose and uniformity
of delivered dose / CpegHsis
£03a 1 0OQHOPOAHOCTb
AocTasnsaemoi 4o3bl

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 /

CpeaHssa posa 45 mr £15%.
OpHopoaHOCTb AOCTaBNAEMON A03bI:
cpeaHan aosa £25%.

Makc. 2 n3 10 nos > £25% ot cpegHen
Macchbl Ao3bl, HO Bcerga < +35% ot
cpenHen maccol [03bl

48.34mg/ 48,34 mg

Quantity of doses per pack /
KonnyecTBo 103 Ha ynakoBKy

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

conforms

Relative impurities /
PoacreeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 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 % /
OpauvHouHan HenaeHTUULMPOBaHHas
npumecs — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecett — 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
WWww.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3UBWH CEHCUTUB,

cnpen HasanbHbIA A03UPOBaHHbLIN, 11,25 MKr/no3a

81724614
262630A

Manufacturing date (mm.yyyy): /

ga'ra npounssoncrsa !MM.I'I'I'I'!:

Expiry date (mm. 2
Cpok rogHocTu (MM.TTIT):

Manufacturer according to the
registration in Russia: /

06.2022

06.2025

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

Mpoussogurens B COOTBETCTBUM

c perucrpauueii B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudukauum

Results / PesynbTaThl

O6uee KONUYECTBO APOXOKEBLIX U
nnecHeBbIX rpubos — He Gonee
10" KOE/Mn

Microbial purity / TAMC — NMT 102 CFU/m!/ 0OCFU/10ml
Mukpobuonoruueckas O6bulee konuyecTso aspobHbIx
yucToTa MMWKpPOOPraHn3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

Pseudomonas aeruginosa — absence/mi /
Pseudomonas aeruginosa — oTcyTcTeue B
1 mn

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus - 0TCyTCTBUE B
1mn

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxaHnue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKkcMmeTa3onuHa oKcUmeTasonuHa ruapoxnopuga
rmapoxnopuga

251.3 pg/mi/ 251,3 pg/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
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / lpoaykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3MBUH CEHCUTUB,
cnpen Ha3anbHbIA [4O03UPOBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptuu: 262630A
Manufacturing date (mm.yyyy): /

Oara npoussoacTBa (MM.rrrr): 06.2022
Expiry date (mm.yyyy): /

Cpok rogHocT! (MM.IrrT): 06.2025

Manufacturer according to the

registration in Russia: /
poussoauTenb B COOTBETCTBUMN
¢ peructpauuen B Poccuu:

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

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

Parameter / Mapametp Specifications / Cneundpukauumn

Results / Pe3ynbTtartb!

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
cnakoHe ¢ Ao3npyoWwnm
YCTPOWCTBOM U 3aWUTHBIM
NOMNITUNEHOBBLIM KOMNAYKOM.

1 dnakoH U NUCTOK-BKNAAbILL B
KapTOHHOW nayke. He meHee
190 003 Ha hNakoH.

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 doses per
vial. /

10 M B NONNITUNEHOBOM
dnakoHe ¢ AO3MPpYOLLNM
YCTPOWACTBOM W 3aLLUUTHBLIM
MNONN3TUNEHOBLIM KONNAYKOM.

1 donakoH n NUCTOK-BKNaabIL B
KapTOHHOM nauke. He meHee

190 103 Ha hNaKoH.

In accordance with ND /
B cooTBeTCTBMM C HOPMATUBHBLIM
OOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTseTcTBYET NPEANUCAHHOMY

Storage conditions /

YcnoBusi xpaHeHus Mpu TemnepaTtype He Bbiwe 30°C.

At the temperature not more than 30°C. /

Sheif-life / Cpok xpaHeHus |3 years/ 3 roga

Assessment: / 3aknioueHue

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) / MapTua coorseTcTByeT Cneundmkaumam

04.02.2019, uameHenve Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Qara / nognucb YNONHOMOYEHHOro 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

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




