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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWH CEHCUTUB,

cnpen Ha3anbHbIN A03MPOBaHHbLIN, 22,5 MKr/ao3a

81725406
243330A

Manufacturing date (mm.yyvy): /

ga'ra npoun3soacrtea ‘.MM. rrrr[:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUU

¢ peructpauueii B Poccum:

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

Parameter / Mapametp Specifications / Cneuudukaumu Results / PeaynbTaTthl
Description / Onucanue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3payHbIii nnu nouTn

Npo3payHbiil, NOYTH GecuBeTHbIN nnn

Cnerka XenTbii pacTeop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochliroide / chromatogram of tested solution is
UpeHTnyHOCTL required to correspond to the retention time
oKCcMMeTasonuHa of the main peak on the chromatogram of
ruapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXXaHUA OCHOBHOIO NnKa Ha

XpomaTorpaMme UCTbLITYEMOro pactsopa

DOSMKHO COOTBETCTBOBaTL BpEMEHU

yAEepKaHUs OCHOBHOIO NUKa Ha

XpomaTorpaMme 3TanoHHOro pacreopa

OKCUMETa3oNnHa rugpoxnopuaa,

NONYYEHHOro NpU TECTUPOBAHUU MeToAa.
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 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg
OcMONANbHOCTL 270 - 330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
N3Bnekaembin 06bem He meHee 3asBneHHOro
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINMU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWH CEHCUTMUB,

cnpeu HasanbHbIW AO3UPOBaHHLIN, 22,5 MKkr/ao3a

81725406
243330A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTea ‘MM.ITIT!:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

MpouasoauTens B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuucdukaumm

Results / PesynbTartbl

Average dose and
uniformity of delivered dose
| CpepHas posa u
OAHOPOAHOCTD
AocTasnsemon fo3b!

Average dose 45 mg 15 %.
Uniformity of delivered dose:

Average dose £25 %.

Max. 2 from 10 doses > 125 % from
average dose mass

But always < 35 % from average dose
mass /

CpeaHsa fosa 45 mr £15%.
OaHOPOAHOCTL AOCTABNAEMON J03bI:
cpeaHsa nosa +25%.

Makc. 2 3 10 nos > +25% oT cpeaHe
maccbt Ao3bl, HO Bceraa < +35% or
cpeaHen macchl A03bi

51.22 mg/ 51,22 mg

Mpumeckb ZP-1 — He 6onee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuuyecTso no3 Ha He meHee 190 403 Ha ynakoBky
yNaKoBKY
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacTteeHHble npumecu Mpumecb A — He Bonee 2,0%

Impurity ZP-1 = NMT 1.5 % / <0.04%/<0,04 %

Single unknown impurity — NMT 1.0 % /
OavHoyHas HenaeHTUUUMpoBaHHasn
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJU3A

Product: / MpogaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBUH CEHCUTUB,

cnpew HasanbHbIA O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
243330A

Manufacturing date (mm.yyyy): /

gara npou3soacrsea !MM.I‘I‘I’I‘!:

Expiry date (mm. |
Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

10.2021

10.2024

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

MpoussoauTenb B COOTBETCTBUU

c peructpauuei 8 Poccum:

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

Parameter / NapameTp

Specifications / Cneundguxauum

Results / PesynbTaTthbl

Microbial purity /
Mukpo6uonoruyeckas 4ncroTa

TAMC — NMT 10?2 CFU/ml / 0 CFU/M0 ml
O6ulee konu4yecTso aspobHbIX

MWUKpOOpraHnamoBs — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/mI / 0 CFU/10 mi

O6ulee KONMYECTBO APOXOKEBLIX U
nnecHesbIX rpubos — He Bonee
10! KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0ml /1,0 mi

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectBeHHoe cogepxaHue |22,5 mkr/gosa: 450-525 mkr/mn
OKCMMETa30nuHa oKCUMeTasonuHa rugpoxnopuaa
rmapoxnopuaa

492.0 pg/ml / 492,0 pug/ml
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBWUH CEHCUTUB,
cnpeun Ha3anbHbIN [O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
243330A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacTBa !MM.I’I’I’I’!:

Expiry date (mm. 2
Cpok rogHocTH (MM.ITIT):

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

nQOM?.BOEMTeI'Ib B COOTBETCTBUU

¢ peructpauueii B Poccum:

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

Parameter / Mapametp

Specifications / Cneuundukaummn

Results / Pesynbtathl

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 NONU3TUNEHOBOM
chnakoHe ¢ [o3npyoLLUM
YCTPOWUCTBOM U 3aLLUTHBLIM
NONNITUNEHOBLIM KONNAYKOM.

1 pnakoH 1 NUCTOK-BKNAALILL B
KapTOHHOW nadke. He meHee
190 o3 Ha thnakoH.

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 NONUATUNEHOBOM
dnakoHe ¢ fo3NpyOLLUM
YCTPOWCTBOM U 3aLUUTHBLIM
NONMU3TUNEHOBbIM KONNAYKOM.

1 donakoH B nayke. He meHee
190 ao3 Ha ¢hnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
AOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeagnucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/3roga

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND J1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / NapTua cooTeeTcTByeT cneuudukaLmnam

Date / Signature of Qualified Person: /

gaTa / noanuch ynonHoOMo4eHHoro nuua:

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
www.pg.com

Rechtsform: Offene Gesellschaft (OG)
Sitz der Gesellschaft: Spittal an der Drau
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