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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWH CEHCUTMUB,

cnpen Ha3anbHbIM A03MpPOBaHHbIN, 11,25 MKr/po3a

81724614
242700A

Manufacturing date (mm.yyyy): /

Oarta npousBoacTBa ‘MM.I'ITFI:

Expiry date (mm. 2/

CQOK rogoHocTu ‘MM.TI'IT!:

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

Hgoussogmenb B COOTBETCTBUU

¢ perucrpauueir B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuncukaumm

Results / PesynbTarthbs

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblil Ny NoYTU
npo3payHbIv, NoYTH GecLBeTHbIA Unu
Cnerka XenTtblil pacTsop.

conforms

WN3Bnekaemblil 06em

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NpeHTUJYHOCTL required to correspond to the retention
OKCUMETa3onunHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yaepXXaHus OCHOBHOFO NWKa Ha
XpomaTorpaMmme UCNbITyeMOro pactsopa
DOMKHO COOTBETCTBOBATL BPEMEHN
yOAepKaHUA OCHOBHOIO NUKa Ha
XpomaTorpamme 3TanoHHOro pacteopa
OKCMMETa3oNMHa ruapoxopuaa,
NONYYEHHOro NpU TECTUPOBAHUK
MeToaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 /1,008
OTHocutenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1/ 5,6-6,1 5.9/5,9
Osmolality / OcmonaneHocTb | From 270 to 330 mosmol/kg / 284 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / lpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpewn HasanbHbIW 403UPOBaHHbIN, 11,25 Mkr/no3a

HA3UBWUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptuu: 242700A
Manufacturing date (mm.yyyy): /
Qata npoussoacrea (MM.Frrr): 09.2021
Expiry date (mm. 1/
Cpok rogHocT# (MM.rrrT): 09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

C peructpaumeit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauumn

Results / Pe3synbTrartbl

Average dose and uniformity
of delivered dose / CpeaHss
[03a U 0AHOPOAHOCTb
AOCTaBNsieMOW A03bI

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 /

CpeaHssa pgosa 45 mr £15%.
OpaHOpOAHOCTb AOCTaBNSEMON A03bI:
cpeaHsn nosa +25%.

Makc. 2 us 10 nos > +25% ot cpegHen
macchl no3bl, HO Bcerpa < £35% ot
cpefHen maccehbl 403bl

49.66 mg / 49,66 mg

Quantity of doses per pack /
KonuyecTeo 003 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTteeHHbIe npymecn

Impurity A — NMT 2.0 %/
Mpumeck A — He 6onee 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 % /
OavHouHas HemaeHTUMLMpoBaHHasn
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpei Ha3anbHbIN 4O3UPOBaHHbIN, 11,25 MKr/go3a

81724614
242700A

Manufacturing date (mm.yyyy): /

Oarta npouisoacrtea ]MM.I'ITI'!:

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

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

l'lgoussogmenb B COOTBETCTBUM

¢ peructpaumeii B Poccum:

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

Parameter / NapameTtp

Specifications / Cneundukaunn

Results /| Peaynbtarthbl

Obuiee KONUYECTBO APONOKEBBIX U
nnecHesblx rpubos — He 6onee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / OCFU/10mi
Mukpobuonornyeckas O6wee konuuecTBo a3poBHbIX
yucrToTta MUKpoopraHusmos — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 mi/ 1,0 m!

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuecTtBeHHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcUMeTasonuHa oKcumeTasonuHa rmapoxnopuaa
rmgpoxnopuaa

251.5 pyg/ml / 251,5 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
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHANTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3WBWUH CEHCUTUB,
cnpen HasanbHbIA 0O03MPOBaHHbLIN, 11,25 mkr/no3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptum: 242700A
Manufacturing date (mm.yyyy): /

Qarta npoussoacrtea (MM.rrrr): 09.2021
Expiry date (mm. :/

CpokK rogHoCcTH (MM.rrrr): 09.2024

Manufacturer according to the

registration in Russia: /
MpousBoauTentL B COOTBETCTBUU
¢ peructpauuen B Poccuu:

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

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

Parameter / MapameTp Specifications /| Cneundpukauumn

Results / PeaynbtaTthl

Packaging / YnakoBka 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

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 NONU3ITUNEHOBOM
dnakoHe ¢ 4O3npYIOLIM
YCTPOACTBOM U 3aLUTHBIM
NONU3TUNEHOBLIM KONMAaYKOM.

1 cbnakoH n NUCToK-BKNaAbILW B
KapTOHHOI navke. He meHee
190 03 Ha hnakoH.

Complies as prescribed /
CooTteeTcTBYET NpeanMcaHHOMY

doses per vial. /

10 MN B NONNITUNEHOBOM
cnakoHe ¢ fo3npyoLwm
YCTPONCTBOM U 3aLLMTHLIM
NONUITUNEHOBLIM KONNMAYKOM.

1 dnakoH 1 NUCToK-BKNaAbIW B8
KapTOHHOI nayke. He meHee
190 no3 Ha hnakoH.

In accordance with ND /

B cooTBeTCTBUM C HOPMATUBHLIM
DOKYMEHTOM

At the temperature not more than 30°C. /
Mpu Temnepatype He sbiwe 30°C.

3 years / 3 rona

Labeling / Mapkuposka

Storage conditions /
Ycnosus xpaHeHus
Shelf-life / Cpok xpaHeHus

Assessment: / 3aknioyeHue 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) / NapTtus cooTBeTCTBYET Cneundukauvam
HopmaTusHoOro aokymeHTa JilM-0

04.02.2019, nameHeHue Ne 2 ot

Date / Signature of Qualified Person: /
dara / noagnucb ynonHoMo4eHHOro nuua: i

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
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