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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIW 4O3UPOBaHHbLIN, 22,5 MKkr/no3a

81725406
270930A

Manufacturing date (mm.yyyy): /

gaTa npoussoacrTBa ‘MM.I'ITI'!:

Expiry date (mm. i)
Cpok rogHocTu (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTens B COOTBETCTBUM

€ peructpauveu B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauunm

Results / Pe3ynbTartbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbivi unu noyTn
Npo3payHbli, NOHTY 6eCLBETHBIA NN
cnerka XxenTbli pacTeop.

conforms

Identification Oxymetazoline
hydrochiroide /
MpeHTuyHoCTb
oKcUMeTasonuHa
rmgpoxnopuaa

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. / Bpemsa
yAep>KaHUsi OCHOBHOIO NMuKa Ha
XpomaTtorpaMme UCnbITYyeMoro pacTsopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAepXXaHUsA OCHOBHOro NuKa Ha
XpomaTtorpamme 3TasioHHOro pactesopa
oKcuMeTasonuHa rugpoxnopuvaa,
NONYYEHHOro Npyu TeCTUpoBaHUW MeToAa.

conforms

M3Bnekaembit 06bem

He meHee 3asBNeHHOro

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

(d 20/20)

pH/pH From5.6t06.1/5,6 -6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 286 mOsmol/kg
OcMonanbHOCTb 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoayxr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpeu Ha3anbHbIA 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270930A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoanctTea ‘MM.I'I'IT!:

Expiry date (mm. 1/
Cpok rogHocTu (MM.Irrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoguTen B COOTBETCTBUKN

¢ perucTpauueii B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundukauuu

Results / PeaynbTaTthl

Average dose and
uniformity of delivered dose
/ CpegHsia no3a v
0AQHOPOAHOCTb
DOCTaBNAEMON A03b!

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 /

CpegHsis nosa 45 mr £15%.
OaHOPOAHOCTL AOCTABNAEMON A03bI:
cpeaHan nosa +25%.

Make. 2 3 10 gos > +25% ot cpeaHer
mMaccbl Ao3bt, Ho Bceraa < +35% ot
cpegHen macchl 403bl

51.64 mg /51,64 mg

Quantity of doses per pack /
KonuyecTtBo no3 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 f03 Ha ynakoBKy

conforms

Relative impurities /
PopacTBeHHble npuMeciu

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 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 % /
OaunHoyHasa HenaeHTudMLMpoBaHHas
npumect — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <0,1%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNIU3A

Product: / Mpoayxkr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3NBWH CEHCUTUB,

cnpen HasanbHbIN KO3UPOBaHHbLIN, 22,5 MKr/po3a

81725406
270930A

Manufacturing date (mm.yyyy): /

Oara npoussoactBa (MM.ITrr):

Expiry date (mm.yyvyy): /

Cpok rogHocTH (MM.rTrT):

Manufacturer according to the
registration in Russia: /

11.2022

11.2025

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

Mpou3soaunTensL B COOTBETCTBUKN

C perucrpauuein B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneuudukauumn

Results / Pe3ynbTtarthbl

Microbial purity /
Mukpobuonoruyeckas UncTota

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konuyecTso asapobHbIx

MWUKPOOpPraHnusmMoB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

ObLee KONNMYECTBO APOXOKEBBIX U
nnecHesbix rpubos — He Gonee
10! KOE/Mn

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

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBUE B 1 MN

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteseHHoe cogepxaHue | 22,5 mkr/gosa: 450-525 mkr/mn
OKCUMeTas3onuHa OKCUMETAa30NunHa ruapoxnopuaa
rugpoxnopuaa

487 pg/ml / 487 pg/ml

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /
HA3UBWUH CEHCUTMUB,
cnpeu HasanbHbIW 403UPOBaHHbIN, 22,5 MKr/go3a

SAP-Code: / Koa SAP: 81725406
Batch no.: / Ne naprTuu: 270930A
Manufacturing date (mm.yyyy): /

Oarta npoussoacTBa (MM.ITIT): 11.2022
Expiry date (mm. |

Cpok rogHocTu (MM.rrer): 11.2025

Manufacturer according to the
registration in Russia: /
MpoussoaunTensL B COOTBETCTBUN
€ perucTtpauuen B Poccuu:

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

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

Parameter / Mapametp | Specifications / Cneuncdukauun

Results / Pesynbrarthbl

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 nonNuaTunieHoBoM
chnakoHe ¢ fO3npYOLLUM
YCTPOWCTBOM U 3aLLUTHBLIM
NONU3TUNEHOBLIM KONMAYKOM.

1 bnakoH 1 NUCTOK-BKNaabIW B
KapTOHHOW nauke. He meHee
190 Ao3 Ha hnakoH.

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 NONU3TUNEHOBOM
cdnakoHe ¢ AO3MPYIOLLNM
YCTPOWCTBOM U 3aLUTHBIM
NONU3ITUNEHOBbLIM KONNA4KOM.

1 conakoH B nauke. He meHee
190 A03 Ha dhnakoH.

In accordance with ND /
B cooTBeTCTBMM C HOPMATUBHBLIM
OOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET NpeannMcaHHOMY

Storage conditions /

YcnoBus XxpaHeHus (pn TemnepaType He sbiwe 30°C.

At the temperature not more than 30°C. /

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

The batch complies with the specification according to ND JIM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBETCTBYET cCneuucpnkaunsam
HopmaTusHoro gokymeHTa JIM-000511-261017 (u3ameHeHne Ne
04.02.2019, uameHeHne N2 2 ot 19.11.2019)

Assessment: / 3aknioueHue:

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

P&G Health Austria GmbH & Co. OG
Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
Telefon +43 (0)4762 51 51-0

Telefax +43 (0)4762 51 51-440

Www.pg.com
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