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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

cnpenl HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/go3a

81725406
241490A

Manufacturing date (mm.yyyy): /

gaTa npoun3Bogcrea ! MM. I'I'I'I'!:

Expiry date (mm. i)
Cpok rogHocTH (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUM

¢ perucrpauuein 8 Poccum:

«®amap Xanc Kaa Cepsucus Magpua, C.AY.»

Parameter / [TapameTp

Specifications / Cneuudukauuu

Results / PesynbTaTthl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu nouTH
npo3payHbli, NovTn 6ecuBeTHbIR nnn
cnerka XenTblid pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaoeHTryHoCTb
OKCMMeTa3onuHa
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>XXaHWs OCHOBHOrO NWKa Ha
XpomaTorpamme UCrbITyemoro pacrtaopa
AOIMKHO COOTBETCTBOBATbL BPEMEHM
yAepXKaHUs OCHOBHOrO NuKa Ha
Xpomarorpamme 3TarnoHHOro pactsopa
oKcumeTasonuHa rugpoxnopuaa,
NonNy4YeHHOro NpyY TeCTUpOBaHUW METOAA.

conforms

N3Bnekaemblin o6bem

He meHee 3aasneHHoOro

Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHaa nnoTHocTb | 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 / 289 mOsmol/kg
OcmonanbHOCTb 270 - 330 mocmonb/kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

crnpei HasanbHbIA A03UPOBaHHbLIN, 22,5 MKr/go3a

81725406
241490A

Manufacturing date (mm.yyyy): /

gaTa npon3soncTsea ‘MM.I'ITI'!:

Expiry date (mm. 1/
Cpok rogHocTH (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenL B COOTBETCTBUM

¢ perucTpayueii B Poccuu:

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

Parameter / Mapamerp

Specifications /| Cneuudukauumn

Results / PeaynbTatbl

Average dose and
uniformity of delivered dose
/ CpepHas posa u
OAHOPOAHOCTL
AOCTaBnAeMon 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 /

CpenHsa nosa 45 mr £15%.
OpHopoAHOCTbL AOCTABNAEMON A4,03bl:
cpeaHsna aosa +25%.

Makc. 2 us 10 o3 > +25% oT cpeaHeit
macchbl 4o3bl, HO Bcerga < £35% ot
cpeaHel Maccbl A03bi

46.2 mg/ 46,2 mg

Quantity of doses per pack /
KonuuecTso 03 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 n03 Ha ynakoBky

conforms

Relative impurities /
PoacreeHHbie npumecu

Impurity A — NMT 2.0 %/
Mpumecs A — He Gonee 2,0%

<01%/<01%

impurity ZP-1 —=NMT 1.5 % /
Mpumecs ZP-1 — He 6onee 1,5%

<01%/<01%

Single unknown impurity — NMT 1.0 % /
OavHouHas HenaeHTudMUMpoBaHHanA
npumecs — He 6onee 1,0%

<01%/<0,1%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWH CEHCUTUB,

cnpen HasanbHbIA AO3MPOBaHHLIN, 22,5 MKkr/ao3a

81725406
241490A

Manufacturing date (mm.yyyy): /

gaTa npoun3sogcresa !MM.I'ITI'!:

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

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MNpoussoautens B COOTBETCTBUU

¢ peructpauueii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneyundpukaumum

Results / PeaynbTarthl

Microbial purity /
Mukpo6uonoruyeckas yucrora

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Ob6wee konuyecTeo aspobHbIX

MWUKpoOOpraHn3MoB — He Gonee

102 KOE/mn

TYMC - NMT 10! CFU/ml / 0 CFU/10 ml

ObLwee KONUYECTBO APONOKEBLIX W
nnecHesbIX rpnboB — He 6onee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTeue B 1 Mn

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonunuecTtBeHHoe cogepxaHnue |22,5 mkr/aosa: 450-525 mkr/mn
oKcumeTasonuHa oKcumeTasonuHa ruapoxnopuaa
rmapoxnopuaa

505.0 pg/ml/ 505,0 pg/ml

P&G Health Austria GmbH & Co.
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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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /
HA3UBWUH CEHCUTUB,
cnpeun Ha3anbHbI [O3UPOBaHHbLIN, 22,5 MKr/ao03a

SAP-Code: / Kog SAP: 81725406
Batch no.: / Ne napTuu: 241490A
Manufacturing date (mm.yyyy): /

Oarta npoussogcTBa (MM.rrrr): 09.2021
Expiry date (mm. :/

Cpok rogHocTy (MM.rrrT): 09.2024

Manufacturer according to the

registration in Russia: /
MNpoussoauTensL B COOTBETCTBUU
¢ perucTpauuein B Poccum:

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

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

Parameter / MapameTtp [ Specifications / Cneuudukanum

Results / PesynbTathl

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 NONNITUNEHOBOM
dnakoHe ¢ A03MpyOWUM
YCTPOWCTBOM W 3aLMUTHbIM
NONNITUNEHOBbLIM KONMNAYKOM.

1 cbnakoH n NUCTOK-BKNaAbIW B
KapTOHHOW nayke. He meHee
190 no3 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 mn B NONNITUNEHOBOM
donakoHe ¢ 4o3npyowmnm
YCTPONCTBOM ¥ 3aLLUTHBIM
NONUITUNEHOBLIM KONNAYKOM.

1 conakoH B nayke. He meHee
190 Ao3 Ha ¢hnakoH.

In accordance with ND /
B cooTBETCTBUM C HOPMATUBHBIM
OOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CooTBeTcTBYET NPeanucaHHOMY

Storage conditions /

Ycnoeus xpaHeHust Mpu Temneparype He Bbiwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHenus | 3 years / 3 ropa

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) / NapTus cooTBeTCTBYET CneuvguKkaumam

Assessment: / 3aknioveHue:

HopmaTtusHoro nokymenTa JIM-000511-2610
04.02.2019, nameHenue Ne 2 ot 19.11.2019

Date / Signature of Qualified Person: /
Qarta / nognucb YNnonHoMo4eHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 » 9800 Spittal an der Drau * Aus}
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

www.pg.com

Rechtsform: Offene Gesellschaft (OG)
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