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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3NBUH CEHCUTUB,

cnpeit HazanbHbIN 4O3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
275690A

Manufacturing date (mm.yyyy): /

ga'ra npouwisoncrtea ‘MM.I'I'IT!:

Expiry date (mm. :/
CpoK rogHoCTH (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUU

c peructpaumeii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauuu

Results / PesynbTtatsl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHelli UK noyTN
npo3payHbIn, NoYTy GecuBeTHLIN UNn
cnerka XXenTbii pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTUIHOCTL
oKkcMMeTasonuHa
rugpoxnopuaa

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
yaepXaHUs OCHOBHOIO NUKa Ha
XpomaTtorpamme UCNbLITYEMOro pacTesopa
OOMKHO COOTBETCTBOBATbL BPEMEHM
yAEpXXaHNA OCHOBHOrO NWKa Ha
XpomaTtorpaMmme 3TafioHHOro pacrsopa
OKCMMETa30NuHa rugpoxnopuaa,
nony4YeHHOro Npyu TeCTUpoBaHUU MeToga.

conforms

N3snekaembih 06bemM

He meHee 3asBNEHHOro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 /1,007
OTtHocutenbHasa nnoTHocTs | 1,006 - 1,010

(d 20/20)

pH/pH From 5.6t06.1/5,6 - 6,1 59/59
Osmolality / From 270 to 330 mOsmol/kg / 285 mOsmol/kg
OcmonsnbHOCTL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / [IpoAaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3WBWUH CEHCUTUB,

cnpeu HasanbHbIA 403MPOBaHHbLIN, 22,5 MKr/ao3a

81725406
275690A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTBa ‘MM.ITIT!!

Expiry date (mm. 1
Cpok rogHoCcTH (MM.ITrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUMU

c peructpauueii B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneuudpukauun

Results / Pe3ynbTtarthl

Average dose and
uniformity of delivered dose
/ CpepHsa nosa v
OAHOPOAHOCTb
AocTaBnAemMon 4o3bl

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 /

CpeanHsna nosa 45 mr £15%.
OpHopoaHOCTb gocTaBnsemMon A03bl:
cpepHana pnosa £25%.

Makc. 2 n3 10 nos > +25% ot cpegHen
maccbl Ao3bl, HO Beerpa < +35% ot
cpeaHen macchl o3bl

49.54 mg / 49,54 mg

Quantity of doses per pack /
KonnuecTtso [03 Ha
YyNakoBKy

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBKy

conforms

Relative impurities /
PopacTBeHHbIE NnpUuMmecH

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OpavHouHasa HengeHTUULMpOBaHHaA
npumecst — 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 AHANU3A

Product: / MpoaykT

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

Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.rrrr):
Expiry date (mm. 1l

Cpok rogHoCcT! (MM.Irrr):
Manufacturer according to the
registration in Russia: /
MpousBoauTens B COOTBETCTBUMU
C peructpauuen B Poccum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpen HasanbHbIM A03UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
275690A

11.2022
11.2025
Famar Health Care Services Madrid, S.A.U./

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

Parameter / MNapametp Specifications / Cneundukauum Results / Pesaynbrarthbl

Microbial purity / TAMC — NMT 10% CFU/mi / 0 CFU/10 ml
Mukpobuonoruyeckasa uncrora | ObLiee KONNYECTBO a3pobHbIX
MMUKpoOpraHmamoB — He Bonee
102 KOE/mn

TYMC - NMT 10! CFU/mI / 0 CFU/10 ml
Obuwee KONUYECTBO APOXOKEBLIX U
nnecHesbix rpnbos — He Bonee
10' KOE/mn

Pseudomonas aeruginosa — Absent in 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — oTcyTcTeue B 1 Mn

Staphylococcus aureus — Absentin 1.0 ml/ 1,0 ml
absence/ml / Staphylococcus
aureus — oTcytcTeme B 1 mn

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 g of 472 pg/ml / 472 ug/mi
hydrochloride / oxymetazoline hydrochioride / ml/

KonnuectseHHoe cogepxaHue | 22,5 mkr/gosa: 450-525 mkr/mn

OKCMMEeTa30nuHa OKCMMETa30nuHa ruapoxnopuaa

rmapoxnopuaa

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / poayKkT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /
HA3UBWH CEHCUTUB,
cnpen Ha3anbHbIA O3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
275690A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrtea !MM.ITIT!:

Expiry date (mm. i)
CpoK rogHoOCTU (MM.ITrT):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

Mpoussoaurens B COOTBETCTBUMU

C peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuncmnkaumnu

Results / PesynbTartbl

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 MmN B NONW3TUNEHOBOM
cdnakoHe ¢ Ao3npyoLLUM
YCTPORCTBOM U 3aLUUTHBIM
NONUITUNEHOBbIM KONMAYKOM.

1 chnakoH U NUCTOK-BKNAAbILL B
KapTOHHOW nauke. He meHee
190 803 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 NONW3TUNEHOBOM
dnakoHe ¢ [O3VPYIOLLUM
YCTPOWCTBOM W 3aLUTHBIM
NOMUAITUNEHOBLIM KONMAYKOM.

1 chnakoH B nayke. He meHee
190 no3 Ha chnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHbLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

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 ropa

Assessment: / 3aknioyeHue:

The batch complies with the specification according to ND J1IM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBETCTBYET CrneLudukaumam

HopmaTusHoro gokymeHTa JIM-000511-261017 (usameHeHune Ne
04.02.2019, namereHune N2 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

gaTa / noanuchb ynosmHomMo4YeHHoro 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
www.pg.com
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