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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpew Ha3anbHbIA 4O3UPOBaHHbLIN, 11,25 MKr/ao3a

81724614
273240A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrtea !MM.I’I"I‘T!:

Expiry date (mm. i |
CpokK rogHocTH (MM.ITrT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

I'Igouaaogwrenb B COOTBETCTBUMU

C perucrpaumen B Poccuu:

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

Parameter / lMapameTp

Specifications /| Cneundpukaumum

Results / Pesynbtathbl

Description / Onucatnue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbIi KU NOYTH
npo3payHbIi, NoYTH GecuBETHLIN UNK
cnerka Xentblil pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
MaeHTU4YHOCTb required to correspond to the retention
oKcumeTasonuHa time of the main peak on the
rnapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpemsa

yAepXXaHWa OCHOBHOrO NuKa Ha

Xpomarorpamme UcnbITyemMoro pacrsopa

DOMKHO COOTBETCTBOBATL BPEMEHN

yAep>XaHUs OCHOBHOMO NUKa Ha

XpomartorpaMmme 3TanoHHOro pacteopa

oKCUMETa3onuHa rugpoxnopuaa,

NONy4YeHHOro NpU TeCTUPOBaHUK

mMeToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.007 / 1,007
OtHocutenbHas nnotHocTs | 1,006—-1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 5.9/59

Osmolality / OcmonsanbHOCTbL

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

287 mosmol/kg

Extracted volume /
WN3snekaembiih 06bem

Not less than declared /
He meHee 3asiBneHHoro

conforms

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
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / [IpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIA O3UMPOBaHHbIW, 11,25 Mkr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptuu: 273240A
Manufacturing date (mm.yyyy): /

Qara npoussoacrBa (MM.ITrr): 10.2022
Expiry date (mm. 2/

Cpok roaHocTH (MM.ITrT): 10.2025

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoaurTens B COOTBETCTBUUN

c peructpauyuen B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundpukayumm

Results / Pe3ynbTathl

Average dose and uniformity
of delivered dose / CpeaHss
[032 U OAHOPOAHOCTb
AOCTaBNsAEeMONn J03bl

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 /

CpeaHsis gosa 45 mr £15%.
OaHopoAHOCTL AOCTaBNAEMON A03bl:
cpeaHnas posa +25%.

Makc. 2 u3 10 o3 > +25% ot cpegHen
Macchbl A03bl, HO Bceraa < +35% ot
cpeaHein macchbl 403bl

48.13mg /48,13 mg

Quantity of doses per pack /
KonuyecTBo 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 go3 Ha ynakoBky

conforms

Relative impurities /
PoacteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Bonee 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 % /
OavHouHasa HemaeHTUUUNPOBaHHARA
npumech — 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

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykTt

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

Manufacturing date (mm.yyyy)

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpen Ha3anbHbIi 4Oo3UpoBaHHbIN, 11,25 MKr/go3a

81724614
273240A

2/

DOara npoussoacTBa 1MM.I'ITI'!1

Expiry date (mm. i |
Cpok roaHocTn (MM.Irrr):

Manufacturer according to the
registration in Russia: /

10.2022

10.2025

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

MpoussoauTens B COOTBETCTBUMN

C perucrpaumen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneyudukaumm

Results / PesynbTathbl

O6wee KONUUECTBO APONOKEBBLIX W
nnecHesbix rpnbos — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 10% CFU/ml / 0CFU/10ml
Mukpo6uronorudeckan O6Lwee konuuyecTso aapobHbIX
yucToTa MUKPOOPraH13moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTCyTCTBUE B
1 ™Mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi/
KonuuectseHHoe coaepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCUMETa3onNuHa OKCUMEeTasonuHa rugpoxnopuaa
rmapoxnopuaa

241.5 pg/ml/ 241,5 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 / CEPTUOUKAT AHAJTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN 4O3UPOBaHHbINA, 11,25 Mkr/ao3a

81724614
273240A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrea ! MM. I'I"I'I'!:

Expiry date (mm. 4|
Cpok rogHoCcT! (MM.ITTT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUM

c perucTtpauuven B Poccuum:

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

Parameter / lNapameTtp

Specifications / Cneundukaummn

Results / Pesynbtarbl

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
chnakoHe ¢ [o3npytowmum
YCTPONCTBOM U 3aLUTHBIM
NONNITUNEHOBLIM KONNaYKoM.

1 onakoH ¥ NUCTOK-BKNaAbILW B
KapTOHHOW nayke. He meHee
190 003 Ha hNakoH.

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
thnakoHe ¢ Ao3npyoLWwmUm
YCTPOWUCTBOM U 3aLUTHBIM
NONUATUNEHOBbLIM KOMNAYKOM.

1 cbnakoH 1 NUCTOK-BKNaAbIL B
KapTOHHOW nayke. He meHee

190 no3 Ha hnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBEeTCTBUN C HOPMATUBHbLIM
DOKYMEHTOM

Complies as prescribed /
CooTtBeTtcTByeT npeanucaHHomy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga

Assessment: /| 3aknoyeHue

The batch complies with the specification according to ND J1I1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTseTcTBYET cneuudukaumam

04.02.2019, nsmerenne Ng 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

gaTa / noanuchbL ynonHoMo4eHHoro 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




