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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

crnpew HasanbHbIN 403MPOBaHHbLIN, 22,5 MKr/ao3a

81725406
242000A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTBa ‘MM.I’I’I‘I‘!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTens B COOTBETCTBUU

C perucTtpaumeii B Poccum;

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

Parameter / Mapametp

Specifications / Cneuudukauum

Results / Pesynbrartbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbIii UK No4TH
npo3payHbli, NoYTH GecuBeTHbIN unn
cnerka XenTbln pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
peHTUYHoCTb
oKkcMMmeTasonuHa
rmapoxnopvaa

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
yAep)XaHna OCHOBHOro nNuka Ha
XpomaTorpamme UcnbiTyeMoro pacrsopa
AOMKHO COOTBETCTBOBaTL BPEMEH!U
yaepXaHusi OCHOBHOrO NUKa Ha
Xpomarorpamme 3TanoHHOro pacreopa
OoKCUMeTa30nuHa rmgpoxnopuaa,
Nony4YEeHHOro Npu TECTUPOBAHUN METOAa.

conforms

NaBnekaembiil 06bem

He meHee 3asBneHHoro

Relative density (d 20/20)/ {From 1.006 to 1.010/ 1.008 /1,008
OTHocuTenbHas nnotHocTb | 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 / 288 mOsmol/kg
OcmonanbHOCTb 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpogykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbIA A03UPOBaHHLIN, 22,5 MKr/no3a

81725406
242000A

Manufacturing date (mm.yyyy): /

ga'ra npou3isoncrTsea ‘MM.ITIT!:

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

€ perucrpaumei B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukayum

Results / PeaynbTaTthl

Average dose and
uniformity of delivered dose
/ CpegHsist nosa u
OAHOPOAHOCTL
AocTaBnsemon Ao3bl

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 /

CpenHsas nosa 45 mr £15%.
OaHOpOAHOCTL AOCTABNAEMOW 403bt:
cpenHsasa nosa +25%.

Makc. 2 us 10 nos > +25% ot cpegHe
maccbl fo3bl, Ho Bceraa < +35% ot
cpeaHein Macchl 403kl

47.33 mg /47,33 mg

Quantity of doses per pack /
KonuyecTtBo 0o3 Ha
YNaKoBKy

Not less than 190 doses per pack /
He meHee 190 fo3 Ha ynakoBky

conforms

Relative impurities /
PopacreeHHble npumecu

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

<0.03%/<0,03%

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

<0.04%/<0,04 %

Single unknown impurity — NMT 1.0 % /
OpavHouHas HenaeHTUUUMPOBaHHANA
npumeck — 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 / CEPTUDPUKAT AHATNTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbI A03UPOBaHHLIN, 22,5 mKrino3a

81725406
242000A
/

ga'ra npoussoancrtea ‘MM.I'I'I'I"!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

Mpoussoaurens B COOTBETCTBUMN

C perucrtpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneuudukaummn

Results / PesynbTathl

Microbial purity /
Mukpobuonoruyeckas uncrora

TAMC - NMT 102 CFU/ml / 0 CFU/10 ml
O6uee konuuecTso aapobHbIX

MWUKpOOpraHM3moB — He Gonee

10%2 KOE/mn

TYMC — NMT 10! CFU/ml / 0 CFU/10 ml

Ob6LLee KONMYECTBO APONOKEBLIX U
nnecHeBbIX rpnboBs — He bonee
10" KOE/mn

Pseudomonas aeruginosa —
absence/ml| / Pseudomonas
aeruginosa — otcyTctene B 1 mn

Absent in 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/m| / Staphylococcus
aureus — oTcyTcTene B 1 Mn

Absentin 1.0ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonunyecrseHHoe cogepxanue |22,5 mkr/nosa; 450-525 mkr/mn
OKCMMeTa3onuHa OKCMMeTasonuHa rugpoxnopuaa
rmgpoxnopuga

508.0 pg/mi / 508,0 pg/ml
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpei HasanbHbIN O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
242000A

Manufacturing date (mm.yyyy): /

ga'ra npow3soacraa ! MM. I'I'I'I'!:

Expiry date (mm. 4|
Cpok rogHocTu (MM.IITT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

Mpoussogurens 8 COOTBETCTBUU

€ perncrpauueii B Poccuu:

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

Parameter / lTapameTtp

Specifications / Cneundukauum

Results / PeaynuTathl

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
cnakoHe ¢ Ao3NpYOLMM
YCTPOWMCTBOM U 3aLUTHBIM
NONMaTUNEHOBLIM KONMNAYKOM.

1 cpnakoH 1 NUCTOK-BKNaabILW B
KapTOHHOW nadke. He meHee
190 403 Ha hnakoH.

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
cdnakoHe ¢ fO3vpyOLUM
YCTPOCTBOM U 3aLUWUTHLIM
NONNU3TUNEHOBLIM KONNaYKOM.

1 dnakoH B nauke. He meHee
190 Ao3 Ha dpnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTtcTBYET NpeanucaHHomy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHuUs

3 years / 3 roga

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /

The batch complies with the specification according to ND S1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTCTBYET Cneuudukaumam

HopmaTtusHoro aookymeHTa JIM-000511-261017 (nsmeHeHue Ne
04.02.2019, usmeHenue Ne 2 ot 19.11.2019) :
Unterlerchner Barba

ga'ra / noaAnuch YNONHOMOYEHHOro 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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Rechtsform: Offene Geselischaft (OG)
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