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CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHAITU3A

Product: / poaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWH CEHCUTUB,

cripen Ha3anbHbI A03UPOBaHHbLIN, 11,25 mkr/go3a

81724614
245140A

Manufacturing date (mm.yyyy): /

gara npoun3soacTsea (MM, I'I'I'I'!:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoauTens B COOTBETCTBUMU

c perucrpauueii B Poccuu:

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

Parameter / MapameTp Specifications / Cneundukauum Results / Peaynbrarth!
Description / Onucanue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Npo3payHbIi UNK NOYTK
NPO3padHbIi, NOYTY BECLBETHLIA N
cnerka Xentbii pacTaeop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochiroide / the chromatogram of tested solution is
MpeHTUYHOCTL required to correspond to the retention
oKCMMeTasonuHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep)XaHUs OCHOBHOrO NUKa Ha
XpomaTtorpaMmme UCMbITYEMOro pactsopa
AOMKHO COOTBETCTBOBaTL BpeMeHH
yAEep>XaHUst OCHOBHOIO Nvka Ha
Xpomarorpamme 3TarloHHOro pacrsopa
oKCUMeTasonuHa rmapoxnopuaa,
NONYYEHHOro Npy TECTUPOBaHUN
MeToAaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHas nnotHocTs | 1,006—1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 5.9/5,9
Osmolality / OcmonanbHocTe | From 270 to 330 mosmol/kg / 293 mosmol/kg
270-330 mocmMonb/kr
Extracted volume / Not less than declared / conforms
WsBnekaembii o6bem He meHee 3aaBNeHHOro

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria
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Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpeu HasanbHbIA AO3UPOBaHHbIN, 11,25 MKr/go3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTtuu: 245140A
Manufacturing date (mm.yyvyy): /
Oava npou3BoacTBa (MM.ITrT): 10.2021
Expiry date (mm. :/
Cpok rogHocTu (MM.IIIT): 10.2024

Manufacturer according to the

registration in Russia: /

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

n poussoanTens B COOTBETCTBUU

C perucrpauuen B Poccum:

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

Parameter / Mapametp

Specifications / Cneundunkayun

Results / PesynbTtathl

Average dose and uniformity
of delivered dose / CpegHss
A03a 1 0gHOPOAHOCTb
AocTaBnAemomn Ao3bl

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 /

CpepnHss posa 45 mr +15%.
OAHOPOAHOCTL AOCTABNAEMOW A03bI:
cpenHaa nosa £25%.

Makc. 2 u3 10 o3 > +25% ot cpeaHen
Macchbl A03bl, HO Bceraa < +35% ot
cpegHen maccbl A03bl

49.14 mg /49,14 mg

Quantity of doses per pack /
KonuyecTtso 403 Ha YNaKoBKy

Not less than 190 doses per pack /
He menee 190 g03 Ha YynaKoBKY

conforms

Relative impurities /
PoacTeeHHble Npumecu

Impurity A — NMT 2.0 % /
Mpumeckb A — He Bonee 2,0%

<0.03%/ <0,03 %

Impurity ZP-1 —NMT 1.5 % /
MNpumeck ZP-1 — He 6onee 1,5%

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OauHoyHasa HenaeHTUMUMpoBaHHas
npumeck — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpeu HasanbHbIA AO3UPOBaHHbINK, 11,25 mkr/nosa

81724614
245140A

Manufacturing date (mm.yyyy): /

gaTa npon3Boacrea ‘MM.I'ITI'!:

Expiry date (mm. 2/

CQOK rogHocTH ‘MM.ITI'I'I!

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

Hgousaogmen_b B COOTBETCTBUU

c perucrpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneunduxaumm

Results / PeaynbTarbl

O6Lwee KONMYECTBO APONCKEBLIX U
nnecHesbiX rpuboB — He Bonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 mi
Mukpo6uonoruyeckas O6Lyee konuyecTBO a3pobHbIX
yucroTta MUWKpPOOpraHn3moB — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0ml/ 1,0 mi

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxaHue | 11,25 mkr/nosa: 225-262,5 mkr/mn
okcumeTasonuHa OKCMMETas3onNuHa ruapoxnopuaa
ruapoxnopuaa

246.9 pg/ml/ 246,9 pg/ml

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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Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / [poaykt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpei HasanbHbIN 4O3UPOBaHHbIN, 11,25 Mkr/gosa

81724614
245140A

Manufacturing date (mm.yyyy): /

ga'ra npou3soactTea ! MM.ITIT):

Expiry date (mm.yyyy): /
Cpok roaHocTu (MM.Irir):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

Hgoussogm'enb B COOTBETCTBUM

¢ peructpauven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauun

Results / Pe3ynbTtartbl

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
doses per vial. /

10 MmN B NONU3TUNEHOBOM
dnakoHe ¢ A03UpPYOLLUM
YCTPOWCTBOM W 3aLUUTHBIM
NONNITUNEHOBLIM KONMNAYKOM.

1 hnakoH U NNCTOK-BKNagbILL B
KapTOHHOM nauke. He meHee
190 803 Ha nakoH.

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 NONUITUNEHOBOM
dnakoHe ¢ Ao3npyOWMM
YCTPONCTBOM U 3aLUTHBIM
MOMN3TUNEHOBLIM KONNAYKOM.

1 donakoH 1 NNCTOK-BKNaAbILL B
KapToHHOW nayke. He meHee

190 A03 Ha hnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBMM C HOPMATUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTseTcTByeT NpeanucaHHomy

Storage conditions /
YcnoBusa xpaHeHus

At the temperature not more than 30°C. /

MNpu Temneparype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHua

3 years/ 3 ropa

Assessment: / 3aknioyeHue

Date / Signature of Qualified Person: /

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) / NapTua cooTBeTCTBYET Cneundukaumam
HopmMaTueHoro gokymenTa JilN-000511-261017 (nsmeHenue Ne 1 ot

04.02.2019, nsmeHeHve Ne 2 ot 1

gara / noanuchb YynonHoMo4YeHHoOro nuiia:
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