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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTIU3A

Product: / MpoaykTr

SAP-Code: / Kog SAP:
Batch no.: / N2 naptum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpen HaszanbHbIK 403UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241520A

Manufacturing date (mm.yyyy): /

Oara npoussoacTBa !MM.I’I’I’I’!:

Expiry date (mm. 2/
Cpok rogHocTu (MM.FITT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUMN

C perucTtpaumei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuucukauum

Results /| Peaynbrartbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3payHbIi NN NoYTK
npo3padHblii, NouTU HecuBeTHbIN K
cnerka XenTblin pacTsop.

conforms

Identification Oxymetazoline
hydrochliroide /
NpaeHTUYHOCTL
oKcMMeTasonnHa
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
yAepXXaHWs OCHOBHOrO NuKa Ha
Xpomartorpamme UCrbITYeMOro pacresopa
AOMKHO COOTBETCTBOBaTL BPEMEHMU
yAepXXaHUsi OCHOBHOrO Nuka Ha
Xpomarorpamme aTanoHHOro pacrtsopa
oKCUMeTasonuHa rugpoxnopuaa,
Nony4YeHHOro Npy TeCTMpPOBaHUM MeToaa.

conforms

N3Bnekaembliit o6bem

He meHee 3asaBneHHoro

Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTtHocuTenwHas 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 / 288 mOsmol/kg
OcmonsanbHOCTbL 270 - 330 mocMonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpein HasanbHbIN 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241520A

Manufacturing date (mm.yyyy): /

gara npou3BoncrTea ‘MM.I'ITI'!:

Expiry date (mm. i
Cpok rogHocTK (MM.ITrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Ipoussogmenb B COOTBETCTBUMU

C Qeruchagueﬁ B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundvkauumn

Results / PeaynbTaTb!

Average dose and
uniformity of delivered dose
/ CpepHsia fosa u
OAHOPOAHOCTL
AocTaBNAemoi 403kl

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

Average dose 125 %.

Max. 2 from 10 doses > 25 % from
average dose mass

But always < 35 % from average dose
mass /

CpenHss no3a 45 mr £15%.
OpaHopoAHOCTL AOCTABNAEMO 403bI:
cpegHsana aosa +25%.

Makc. 2 us 10 ao3s > +25% ot cpeagHeit
Maccbl f03bl, HO Bceraa s £35% or
cpeaHen Maccbl 403bl

48.92 mg / 48,92 mg

Quantity of doses per pack /
KonuuyecTeo A03 Ha
yMakoBKy

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakosky

conforms

Relative impurities /
PoacTeeHHble npumecn

Impurity A— NMT 2.0 % /
Mpumeck A — He 6onee 2,0%

0.0%/ 0,0%

Impurity ZP-1 —= NMT 1.5 % /
Mpumect ZP-1 — He Gonee 1,5%

<0.01%/<0,01 %

Single unknown impurity — NMT 1.0 % /
OavHovyHas HenaeHTUULMpPOBaHHas
npumech — He 6onee 1,0%

<0.01%/<0,01%

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

<0.01%/<0,01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / MpogaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3WBWUH CEHCUTUB,

cnpei Ha3anbHbIA AO3UPOBaHHbLIN, 22,5 Mkr/go3a

81725406
241520A

Manufacturing date (mm.yyyy): /

gaTa npou3sogcrsea ‘MM.rI’I’I’!:

Expiry date (mm. |
Cpok roaHocTu (MM.ITIT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

NpoussoauTens B cOOTBETCTBUM

c Qerucrgal_.mev“l B Poccum:

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

Parameter / [lapameTtp

Specifications / Cneundukauumn

Results / PesynbTath!

Microbial purity /
Mukpobuonoruyeckas uncrora

TAMC - NMT 102 CFU/ml / 0 CFU/10 mi
Obwee konuyecTso a3pobHbIX

MWKpOOpPraHu3moB — He 6onee

10% KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 mi

O6Lee koNUMYeCTBO APONOKEBbLIX U
nnecHeBbIX rpnbos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyTcTeve 8 1 mn

Absent in 1.0 mi/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTene B 1 mn

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / mi /
KonudectBeHHoe coaepxaHue | 22,5 mkr/no3a: 450-525 mkr/mn
oKcumeTasonuHa OKCUMETa30NNHa rugpoxnopuaa
rmapoxnopuaa

495.0 ug/ml/ 495,0 ug/ml
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATNU3A

Product: / Mpoaykt

SAP-Code: / Kog SAP:
Batch no.: / N2 napTuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpeu HasanbHbIW AO3MPOBaHHbLIW, 22,5 MKr/ao3a

81725406
241520A

Manufacturing date (mm.yyyy): /

ga'ra npoussoancrtea 1MM.I'I'IT!:

Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.TTIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

nEOM3BOEMTeﬂb B COOTBETCTBMU

c perucTpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauum

Results / PeaynbTatsl

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
cdnakoHe ¢ AO3UPYIOLUM
YCTPOWCTBOM ¥ 3aLUMTHBIM
NONUATUNEHOBBLIM KOMINAYKOM.

1 dnakoH 1 NUCTOK-BKNAAbILL B
KapToHHOW nayke. He meHee
190 803 Ha ¢hbnakoH.

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 nonuaTuneHosom
¢hnakoHe ¢ Ao3npyroLUM
YCTPOACTBOM ¥ 3aLUTHBLIM
NONNITUNEHOBLIM KONMAYKOM.

1 chnakoH B nauke. He meHee
190 no3 Ha cnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUU C HOPMaTUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPeancaHHoOMyY

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3roga

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND JIM1-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTust cooTBeTCcTBYET CNejuduKkaumam

HopmaTusHoro gokymenta JiM-Q

Date / Signature of Qualified Person: /

ga'ra / noaAnNuUcChb ynonHoOMo4YeHHOro 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
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