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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3VWBWUH CEHCUTUB,

cnpeit HasanbHbIK AO3UPOBaHHbLIN, 22,5 MKr/go03a

300028332
236160A

Manufacturing date (mm.yyyy): /

Qara npoussoacrsa ‘MM.I’I‘I’I’!:

Expiry date (mm.yyyy): /
Cpok roaxocTu (MM.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

ﬂgouaaogm'enh B COOTBETCTBUU

¢ perucrpauvein B Poccuu:

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

Parameter / Mapamerp Specifications / Cneuuduxauum Results / Pesynbrarhb!
Description / Onucaxue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3paunblit UnKn nouTy

Npo3payHbIf, NOYTU GecuBETHbLIN UNn

Cnerka Xenrbi pacTeop.
Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NpeHTuiHoCTL required to correspond to the retention time
OKCUMETa30MuHa of the main peak on the chromatogram of
ruapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpema

yAEepXXaHNA OCHOBHOrO NuKa Ha

XpomMaTtorpamme ucnbiTyemoro pacTeopa

AOMKHO COOTBETCTBOBATH BpeMeHU

YAEpXXaHus OCHOBHOro nNuka Ha

XpomaTorpamme 3TanoHHOro pacTaopa

OKCUMETAa30NnHa ruapoxnopuaa,

NoNy4eHHOro Npu TeCTUPOBaHUKM METoAa.
Relative density (d 20/20) / {From 1,006 to 1,010/ 1.008 /1,008
OtHocutenbHas nnotHocTte | 1,006-1,010
d 20/20)
pH/pH From 5,6 to 6,1/ 5,6-6,1 5.9/59
Osmolality / From 270 to 330 mOsmol/kg / 291 mosmol/kg
OcMoNsaNbHOCTL 270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
Ussnekaembiii 06bem He meHee 3asBneHHoro

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 61-440
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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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpe# HazanbHbIA 4O3UPOBaHHLINA, 22,5 MKr/ao3a

300028332
236160A

Manufacturing date (mm.yyyy): /

dara npousBoacTBa (MM.ITIT !:

Expiry date (mm.yyyy): /
Cpok rogHocTy (Mm.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUY

€ perucrtpauuein B Poccuu:

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

Parameter / Napamerp

Specifications / Cneuudukauumu

Results / Pesynbrarthl

Average dose and
uniformity of delivered dose
/ CpepHas nosa u
OAHOPOAHOCTL
A0CTaBNsAeMOln KO3kl

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 /

CpeaHas nosa 45 mr +15%.
OAHOPOAHOCTb AOCTaBNAEMOW AO3bi:
cpegHan nosa +£25%.

Make. 2 u3 10 no3 > £25% ot cpeaHen
Maccbl f03bl, HO Beerga s £35% or
cpeaHen macch! 4o3bi

47.86 mg / 47,86 mg

Quantity of doses per pack /
KonuuecTtso A03 Ha
ynaxkoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBky

conforms

Relative impurities /
PoacreenHblie npumecu

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

0.0%/ 0,0%

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

0.0%/ 0,0%

Single unknown impurity — NMT 1,0 % /
OavHouHan HeupeHTULMPOBaHHaSR
npumecs — He 6onee 1,0%

01%/ 0,1%

Total impurities NMT4,9 % /
Bcero npumecei ~ He Gonee 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

WWww.pg.com

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

Product: / MpoaykTr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTMUB,

cnpeit HasanbHbI AO3UPOBaHHLIN, 22,5 MKr/ao3a

300028332
236160A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrea jMM.I'l'I'l'!:

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

06.2021

06.2024

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

I'lgouaaogmenb B COOTBETCTBUM

¢ perucrpayuei B Poccum:

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

Parameter / Mapamerp

Specifications / Cneuyudukaumum

Results / PeaynbraThl

Microbial purity /
MukpoGuonoruyeckan yucrorta

TAMC — NMT 10?2 CFU/mi / 0 CFU/10 ml
O6uiee konuyecTso aapobHbIX

MWKPOOpraHuamos — He 6onee

102 KOE/mn

TYMC — NMT 10! CFU/mI / 0 CFU/10 ml

Obujee KONMYECTBO APONOKEBLIX U
nnecHesbIx rpuboB — He 6onee
10' KOE/mMn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcytcTeue 8 1 Mn

Absentin 1.0 ml/ 1,0 m!

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTtcreve 8 1 Mn

Absentin 1.0 mi/ 1,0 mi

Assay Oxymetazoline

22,5 pg / dose: 450 - 525 ug of

hydrochloride / oxymetazoline hydrochloride / m! /
KonuyectseHnHoe coaepxaHue |22,5 mkr/nosa: 450-525 mkr/mn
oKCUMETa30NuHa OKCUMETa30NuHa rugpoxnopuaa
rmapoxnopmaa

486.0 pg/ml/ 486,0 ug/mi

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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Kiagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHATIU3A

Product: / Mpoayxr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTMUB,

cnpen HasanbHbIK 403UPOBaHHLIN, 22,5 MKr/A03a

300028332
236160A

Manufacturing date (mm.yyyy): /
dara npoussoacTsa (MM.rrrr): 06.2021

Expiry date (mm. |

Cpok roaHocTu (MMm.rrrr):

06.2024

Manufacturer according to the

registration in Russia: /

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

nEOM3BOQHTeﬂb B COOTBETCTBUU

€ perucrpauuven B Poccum: «®amap Xanc Kaa Cepucus Magpug, C.A.Y.»
Parameter / Napametp | Specifications / Cneuudukauuu | Results / Pesynbrarsl
Packaging / Ynakoska Package / 10 mlin polyethylene | Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and
with a protective polyethylene with a protective polyethylene cap.
cap. 1 vial and a patient 1 vial and a patient information
information leaflet in a carton. At |leaflet in a carton. At least 190
least 190 doses per vial. / doses per vial. /
10 MN B NONNITUNEHOBOM 10 M1 B NOANITUNEROBOM
chnakoHe ¢ f03npyioLUM ¢nakoHe ¢ oO3NpyOLLIUM
YCTPOIACTBOM M 3aLLUTHBIM YCTPOWCTBOM U 3aLINTHBLIM
AONNITUNEHOBLIM KOMNAYKOM. NoONN3TUNEHOBLIM KONMaYKOM.
1 pnakoH n NUCTOK-BKNAALIW B 1 bnakoH B nauke. He meHee
KapToHHol navke. He meHee 190 no3 Ha chnakoH.
190 o3 Ha dnakoH.

Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooteeTcTBUM C HOPMaTUBHLIM | COOTBETCTBYET NPeanMcaHHOMY
AOKYMEHTOM

Storage conditions /
Ycnosus xpaHeHus

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

Shelf-life / Cpok xpaHeHus

3 years / 3 roaa

Assessment: / 3aknioueHue: The batch complies with the specification according to ND M-

Date / Signature of Qualified Person: /
Qara / noanuch yNnonHOMOYEHHOrO Nuua:

P&G Health Austria GmbH & Co. OG

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTus cooTseTcTayeT cneuudukaumsm
HopmaTtusHoro aokymenta J1M-000811-261017 (nameHeHugd

Hosslgasse 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
wWww.pg.com

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706




