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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBWUH CEHCUTUB,

cnpen HasanbHbIK AO3UPOBaHHbLINW, 22,5 MKr/go3a

81725406
241460A

Manufacturing date (mm.yyyy): /

ga'ra npouvw3Boacrsea ‘MM.I'I'IT!:

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

Hgousaogmenb B CoOTBEeTCTBUMU

¢ peructpauven B Poccum:

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

Parameter / MapameTp

Specifications / Cneundunkaunm

Results / PesynbTathbl

Description / Onucanne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblit N NoyTH
npo3payHbIid, NoYTN BecuBeTHbLIN UNu
cnerka XXenTbliA pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
UaerTuYHOCTD required to correspond to the retention time
OKCUMETa30snHa of the main peak on the chromatogram of
rmgpoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

YAEpXaHUSA OCHOBHOMO Nuka Ha

XpomMaTtorpamme vucnbITyemMoro pacreopa

AOMKHO COOTBETCTBOBATL BPEMEHM

yAepXaHUs OCHOBHOMO NUKa Ha

XpoMaTorpaMme 3TanoHHOro pacTeopa

OKCMMETa3onunHa rugpoxnopuaa,

NONy4eHHOro Npu TECTUPOBAHWW 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)

H/pH From5.6t06.1/5,6 -6,1 5.9/5,9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg
OCMONANLHOCTL 270 - 330 mocmonb/Kr

Extracted volume /
N3Bnekaemsblit o6bem

Not less than declared /
He meHee 3asBneHHOro

conforms

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
www.pg.com

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpew Ha3anbHbI 4O3MPOBaHHLIN, 22,5 MKr/ao3a

81725406
241460A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoAcTBa ! MM, I'I'I'I'!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia; /

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

ﬂgousaogwrenb 8 COOTBETCTBUU

c peructpauueii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuundukaumm

Results / PesynbTarsl

Average dose and
uniformity of delivered dose
/ CpepHaAs fosa u
OAHOPOAHOCTL
focTaBnsemMon Ao3.l

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 /

CpeaHsas pos3a 45 mr +15%.
OAaHopoAHOCTL AOCTaBNAEMO A403b:
cpeaHsas nosa +25%.

Makc. 2 3 10 po3s > +25% ot cpegHei
Maccbl 403bl, HO Bceraa < +35% ot
cpeaHei macchl Ao3bl

47.04 mg/ 47,04 mg

Quantity of doses per pack /
KonuyecTteo no3 Ha
nakoBKy

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakoBky

conforms

Relative impurities /
PoacrseHHble npumecu

Impurity A — NMT 2.0 % /
Mpumect A — He 6Gonee 2,0%

<01%/<01%

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

<01%/<01%

Single unknown impurity — NMT 1.0 % /
OavHouHas HemaeHTUULMPOBaHHanA
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%

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
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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Product: / MpoAaykr

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

Manufacturing date (mm.yyyy): /
Qata npoussoacTBa (MM.ITIT):

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITTT):

Manufacturer according to the
registration in Russia: /
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NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpeu HasanbHbIA AO3MPOBaHHbLIN, 22,5 MKr/Ao3a

81725406
241460A

09.2021
09.2024

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

HQOM3BOEVIT9.I1I: B COOTBETCTBUU

C perucrtpauyuen B Poccum:

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

Parameter / MapameTtp Specifications / Cneuundpukayuu Results / Pesynbrathl

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/10 ml
MukpoBuonoruyeckas unctota | ObLyee KONMUECTBO a3poBHbIX
MUKpoopraHuamos — He Bonee
102 KOE/mn

TYMC - NMT 10! CFU/mi / 0 CFU/10 mi
ObLee KoNUUYECTBO APONOKEBBLIX U
nnecHesbIX rpnbos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa — Absentin 1.0mi/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa ~ oTcyTcTeue B 1 Mn

Staphylococcus aureus — Absentin 1.0mi/ 1,0 ml
absence/ml| / Staphylococcus
aureus — oTcyTcTeue B 1 mn

Assay Oxymetazoline 22,5 pg / dose: 450 — 525 ug of 511.0 ug/ml /511,0 ug/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuuectBeHHoe cogepxaHue |22,5 mkr/gosa: 450525 mkr/mn

OKCMMETAa3oNuHa oKcCUMeTasonuHa rugpoxriopuaa

ruapoxnopuaa

P&G Heaith Austria GmbH & Co. OG
Hoésslgasse 20 » 9800 Spittal an der Drau * Austria Rechtsform: Offene Gesellschaft (OG)

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
WWw.pg.com

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykt

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpeil HasanbHbIW [O3UPOBaHHbLINA, 22,5 MKr/ao3a

SAP-Code: / Kog SAP;

Batch no.: / Ne napTum:

Manufacturing date (mm.yyyy): /
data npoussoacTBa (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rTTT):
Manufacturer according to the
registration in Russia: /

MNpoussoguTens B COOTBETCTBUM
C perucrpauuen B Poccum:

81725406
241460A

09.2021

09.2024

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

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

Parameter / Mapametp | Specifications / Cneundukauum

Results / Peaynbtarthl

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 nONUaTUNEHOBOM
chnakoHe ¢ 4O03NpyOLLUM
YCTPOWCTBOM 1 3aLUUTHBLIM
NONN3TUNEHOBLIM KONMAYKOM.

1 chnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOI nauke. He meHee

190 f03 Ha dnakoH.

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 B8 NonnaTUNeHosom
dnakoHe ¢ 4o3upyroLLUM
YCTPOCTBOM M 3aLLUTHBIM
NoNU3TUNEHOBLIM KONNaYKoM.

1 donakoH B nauke. He meHee
190 f03 Ha chnakoH.

In accordance with ND /
B cooTBeTCTBUM C HOPMAaTUBHLIM
OOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CooTteeTcTBYeT NpeanucaHHoOMy

Storage conditions /

YcnoBust xpaHeHus Mpu TemnepaTtype He Bbiwe 30°C.

At the temperature not more than 30°C. /

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

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) / Maptua cootseTcTBYET CneundukaLmuam
HopmaTuBHoro gokymeHta JilM-000511-261817 (nameHeHue Ne 1 ot

04.02.2019, nameHeHue Ne 2U°T\I 19.11.2

TEREG onpas
Date / Signature of Qualified Person: / 1 '
farta / nognucb ynonHOMoOYeHHOro niMuya: 080 J

P&G Health Austria GmbH & Co. OG
Hosslgasse 20 = 9800 Spittal an der Drau * Austrig’
Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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Rechtsform: Offene Gesellschaft (OG)
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