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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / TpoAykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HaszanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270880A

Manufacturing date (mm.yyvy): /

gaTa npou3soncTea ‘MM.I‘I‘I’I‘!:

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

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTent B COOTBETCTBUU

¢ peructpauyueii 8 Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuudukauum

Results / PesaynbTarthbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIn UnK NoYTH
Npo3payHbiv, NoUTH GecuBeTHbIN Unu
cnerka XerTbii pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaeHTu4HOCTL
oKkcumeTasonuHa
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
yAepXaHVsA OCHOBHOrO NUKa Ha
Xpomarorpamme UcnbITyeMoro pacrtsopa
AOMKHO COOTBETCTBOBATbL BPEMEHU
yAep)XaHUa OCHOBHOro NUka Ha
XpomaTtorpaMmme 3TanoHHOro pacrsopa
okcumMeTasonunHa ruapoxnopuaa,
NonyyYeHHoro Npu TecTuposaHuM MeToaa.

conforms

MN3snekaembiii 06bem

He meHee 3asBneHHoro

Relative density (d 20/20) / [From 1.006 to 1.010/ 1.007 /1,007
OTHocuTenbHana nnoTHocTk | 1,006 - 1,010

(d 20/20)

pH/pH From 5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg
OcmMonanbHOCTbL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pug/dose /

HA3WBWH CEHCUTUB,

cnpen Ha3anbHbIN [O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
270880A

Manufacturing date (mm.yyyy): /

ga'ra npon3BoacTea ‘MM.I’I’I’I’!:

Expiry date (mm. 1
Cpok rogHocTw (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MNpoussogutenL B COOTBETCTBUM

c peructpauueii B Poccuu:

«®amap Xanc Ksa Cepaucus Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneuudukauuu

Results / PeaynbTathl

Average dose and
uniformity of delivered dose
/ CpegHsas aosa u
0AHOPOAHOCTb
[0CTaBNAEMOW A403bl

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 /

CpeaHsasn nosa 45 mr +15%.
OpHopoaHOCTL AoCTaBNAeMon A03bI:
cpepHan nosa +25%.

Make. 2 n3 10 gos > +25% ot cpeaHen
mMaccbl 403bl, HO Bceraa < +£35% ot
cpegHein macchl 4o3b!

50.82 mg / 50,82 mg

Quantity of doses per pack /
Konuuecteo A03 Ha
YyNaKoBKy

Not less than 190 doses per pack /
He meHee 190 03 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHble npumecu

impurity A — NMT 2.0 % /
Mpumech 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 % /
OavHouHan HeuaeHTuULMpoBaHHas
npumeck — He 6onee 1,0%

<01%/<0,1%

Total impurities NMT 4.9 % /
Bcero npumecei - He Gonee 4,9%

<01%/ <0,1%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpeu HasanbHbIN 403UPOBaHHbIN, 22,5 MKr/go3a

81725406
270880A

Manufacturing date (mm.yyyy): /

ga'ra npou3isoncrTea ‘MM.I’I‘I’I‘!:

Expiry date (mm. i |
Cpok rogHoCcTH (MM.ITTT):

Manufacturer according to the

registration in Russia: /

11.2022

11.2025

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

NpousBoauTens B COOTBETCTBUU

C perucTpauueii 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / Pe3ynbrtarbl

Microbial purity /
Mukpobuonoruyeckas Yuctota

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konuuecTBo a3pobHbLIX

MUKpOOpPraHnusMoB — He Gonee

102 KOE/mn

TYMC — NMT 10! CFU/ml / 0 CFU/10 ml

Obuee KONUUECTBO OPONOKEBbIX U
nnecHesbIx rpnbos — He Honee
10' KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 m!/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecTteeHHoe conepxkaHue |22,5 mkr/aosa:; 450-525 mkr/mn
OKCMMETAa30NnHa OKCUMETa30NnHa ruapoxnopuaa
rmapoxnopuaa

472 pg/mt / 472 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / [Ipoaykr

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIA 4O3UPOBaHHbLINA, 22,5 MKr/go3a

SAP-Code: / Kon SAP: 81725406
Batch no.: / Ne naptuu: 270880A
Manufacturing date (mm.yyyy): /

Oata npoussoacrsa (MM.rrrr): 11.2022
Expiry date (mm. 2l

Cpok roagHocTH (MM.ITIT): 11.2025

Manufacturer according to the
registration in Russia: /

{lpoussoauTensL B COOTBETCTBUM
c perucrpauuen B Poccuu:

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

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

Parameter / MapameTp | Specifications / Cneuncdukaummu

Results / PesynbTartbl

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 NONN3TUNEHOBOM
tbnakoHe ¢ Jo3vpyoLWUM
YCTPOWUCTBOM U 3alUTHBLIM
NONU3TUNEHOBLIM KONMAYKOM.

1 chnakoH ¥ NUCTOK-BKNaAbILL B
KapTOHHOW nayke. He meHee
190 Ao3 Ha hnakoH.

Packaging / Ynakoeka

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 NONN3TUNEHOBOM
dnakoHe ¢ A03MpYIOWUM
YCTPOUCTBOM 1 3a4MTHbLIM
NONUITUNEHOBLIM KONMAYKOM.

1 ¢hnakoH B nadke. He meHee
190 no3 Ha cnakoH.

In accordance with ND /
B cooTBeTCTBMM C HOPMATUBHBLIM
OOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET NpeanncaHHoOMy

Storage conditions /

YcnoBus xpaHeHns Mpyu Temnepatype He Bbiwe 30°C.

At the temperature not more than 30°C. /

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

The batch complies with the specification according to ND NMM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTus cooTBETCTBYET cneundukaumuam
HopmaTusHoro aokymenTa JIM-000511-261017 (uameHeHne Ne 1 oT
04.02.2019, usmeHenune Ne 2 ot 19.11.2019)

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /
Qara / nognucb yNnonHOMOYEeHHOro nuua:

P&G Health Austria GmbH & Co. OG
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Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440
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