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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / [IpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HazanbHbIN 4O3UpPOBaHHbIN, 11,25 mkr/go3sa

81724614
273190A

Manufacturing date (mm.yyyy): /

Oarta npoussogcTea (MM.rrrr):

10.2022

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

10.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTenL B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukaumu

Results / PeaynbTtartbl

Description / OnucaHne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MpospayHbIi UK NoYTn
Npo3payHbIi, No4TH GecuBeTHLIA unn
cnerka »enTbii pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention
OKCUMETa3oNuHa time of the main peak on the
ruapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpema

yAEepXaHWA OCHOBHOFO NuKa Ha

XpomaTtorpaMmmMe UCnbITYeMoro pacrsopa

[OMKHO COOTBETCTBOBATH BPEMEHU

yAepXaHWa OCHOBHOrO NMuKa Ha

XpomaTorpammMme 3TanoHHOro pacrsopa

oKCUMeTasonuHa ruapoxnopuaa,

NONyYeHHOro Npu TeCTUpoBaHUU

mMeToAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHaa nnoTHocte | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6-6,1 59/5,9

Osmolality / OcmonsanbHOCTb

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

289 mosmol/kg

Extracted volume /
N3snekaemblii 06bem

Not less than declared /
He meHee 3assBNeHHOro

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 AHANTU3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

HA3WBWUH CEHCUTUB,

cnpeu HasanbHbIA 4O3UPOBaHHbIN, 11,25 Mkr/ao3a

SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne naptum: 273190A
Manufacturing date (mm.yyyy): /

Qata npouseoacrTea (MM.rrrr): 10.2022
Expiry date (mm. i)

Cpok rogHocTu (MM.rrrT): 10.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTenb B COOTBETCTBUMN

¢ peructpauuei B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuudukauum

Results / PeaynbTathl

Average dose and uniformity
of delivered dose / CpegHsas
A03a U 0AHOPOAHOCTb
AocTaBnAemMomn 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 /

CpeaHsas fosa 45 mr +15%.
OaHOpPOAHOCTL AOCTABMNAEMON AO3bI;
cpeaHnas nosa +25%.

Make. 2 n3 10 pos > £25% oT cpeaHen
Macchb! 4o3bl, Ho Bcerpga < +35% ot
cpeaHer macchl 403bl

48.26 mg/ 48,26 mg

Quantity of doses per pack /
KonuyecTtso [03 Ha YNAKOBKY

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He bonee 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 % /
OavHouHasa HeuaeHTUMLMPOBaHHAA
npumeck - He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecein — He 6onee 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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / [poAaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3NBUH CEHCUTUB,

cnpen HaszanbHbIN 4O3UpoBaHHbLIN, 11,25 Mkr/ao3a

81724614
273190A

Manufacturing date (mm.yyyy): /

gaTa npou3isoncrea {MM.rrrr):

Expiry date (mm.yyyy): /
CpOK rogHOCTH (MM.Frrr):

Manufacturer according to the

registration in Russia: /

10.2022

10.2025

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

MpousBoguTens B COOTBETCTBUMN

c peructpauueit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PesynbTtartbl

Obuee KONMYECTBO APONOKEBLIX U
nnecHesbix rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0CFU /10 ml
Mukpobuonoruuyeckas O6Lwee konnyecTBo a3pobHbIX
yucToTa MUKpOOpraHu3mos — He bonee

102 KOE/mn

TYMC — NMT 10! CFU/mI/ 0 CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — OTCyTCTBNE B
1 MmN

Absentin 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 pg of

hydrochloride / oxymetazoline hydrochloride / mi/
KonuuecteeHHoe coaepxarue | 11,25 mkr/posa: 225-262,5 mkr/mn
OKCMMETAa30MnHa OKCUMETAa30NUHa rnapoxnopuaa
rmapoxnopuaa

240.1 pyg/ml/ 240,1 pug/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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpen Ha3anbHbIA [O3MPOBaHHbIA, 11,25 MKr/go3a

81724614
273190A

Manufacturing date (mm.yyyy): /

gaTa npounisoncrea ‘MM.ITI'I'!!

Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.ITTT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUMN

c peructpayueit B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudpukaumnu

Results / PesynbTtatbl

Packaging / Ynakogka

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 NONNITUNEHOBOM
c¢nakoHe ¢ Ao3UpyOWUM
YCTPOUCTBOM U 3aLLUTHBIM
NONUITUNEHOBbLIM KOMNMNAYKOM.

1 chnakoH 1 NUCTOK-BKNaAbLILL B
KapTOHHOW nauke. He meHee
190 n03 Ha chnakoH.

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 NONU3TUNEHOBOM
chnakoHe ¢ Ao3npyoLWmnM
YCTPONCTBOM U 3aLUUTHBIM
NONUITUNEHOBbIM KONMavKoM.

1 chnakoH U NUCTOK-BKNaAbIW B
KapTOHHOM nadyke. He meHee

190 03 Ha hNakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUMN C HOPMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPEANUCaHHOMY

Storage conditions /
YcnoBsusa xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga

Assessment: /| 3akniovyeHue

The batch complies with the specification according to ND M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTus cooTseTcTBYET Cneuudurkaunsam
HopmMmaTtusHoro aokymeHta J1M-000511-261017 (u3ameHeHune Ne 1 ot

04.02.2019, nsmeHerne Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

Oarta / nognucb YNoNnHOMOYEHHOro nnua:

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

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




