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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpeun Ha3anbHbIX [O3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
241470A

Manufacturing date (mm.yyyy): /

gaTa npon3soacrea ! MM.I'ITI'!:

Expiry date (mm. i)
Cpok rogHocTu (MM.IrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogm'enb B COOTBETCTBUU

€ perucrpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundunkavum

Results / PesynbTaTthbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblii UNK NouTH
npo3payHbI, NouTN 6GecuBeTHbIR Unn
crierka XenTbii pacTeop.

conforms

N3snekaemblili o6bem

He meHee 3asiBnNeHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochiroide / chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention time
OKCUMETa30M1Ha of the main peak on the chromatogram of
rugpoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXaHNa OCHOBHOrO NuKa Ha

XpoMaTorpaMme UcnbITyeMoro pacTtesopa

AOMKHO COOTBETCTBOBAaTL BPEMEHU

yAepXaHWsa OCHOBHOTO NuKa Ha

Xpomarorpamme 3TanoHHOro pacTteopa

OKCUMEeTa3onuHa ruapoxnopvaa,

Nony4YeHHOro Npyu TECTUPOBaHUM METOAA.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTtHocuTenbHas 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 / 289 mOsmol/kg
OcMoNAnNbHOCTL 270 - 330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANN3A

Product: / Mpogykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTMUB,

cnpen Ha3anbHbIA AO3NPOBaHHLIN, 22,5 MKr/ao03a

81725406
241470A

Manufacturing date (mm.yyyy): /

ga'ra npou3soacTBa ! MM. I'l'l'l'!:

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.IrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTensL B COOTBETCTBUM

¢ peructpauueit B Poccuu;

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

Parameter / MapameTp

Specifications / Cneuuduxkaunn

Results / PesynbTaTthl

Average dose and
uniformity of delivered dose
| CpegHsasa nosa v
O0AHOPOAHOCTb
DOCTaBNAEMON 403b!

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 /

CpepnHss posa 45 mr +15%.
OAHOPOAHOCTL 4OCTaBNAEMON A03bl:
cpenHAn aosa +25%.

Makc. 2 us 10 go3 > £25% ot cpeaHeir
Macchbl Ao3bl, HO Bceraa < +35% ot
cpefHen Macchl A03bl

44.67 mg/ 44,67 mg

Quantity of doses per pack /
KonuuecTtBo 003 Ha
YNaKOBKY

Not less than 190 doses per pack /
He meHee 190 g03 Ha ynakosky

conforms

Relative impurities /
PoacTteeHHble npumecu

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

<01%/<01%

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

<01%/<0,1%

Single unknown impurity — NMT 1.0 % /
OauHovHas HenaeHTUULMPOBaHHaNA
npumecs — He 6onee 1,0%

<01%/<01%

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

<01%/<0,1%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau © Austria

Telefon +43 (0)4762 51 51-0
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpel HasanbHbI [O3UPOBaHHbLIN, 22,5 MKr/Qo3a

81725406
241470A
/

dara npoussoacTea (MM.ITIT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

ngouseogmem, B COOTBETCTBUM

¢ perucrpauumein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Resuits / PeaynbTathi

Microbial purity /
Mwukpobuonoruyeckas uictoTa

TAMC - NMT 102 CFU/ml / 0 CFU/10 ml
ObLyee konu4ecTBO a3pOBHbIX

MUKpOOpraHn3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obuiee KONUYECTBO APOXOKEBbLIX U
nnecHesbIx rpuboB — He Gonee
10" KOE/mn

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

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus -
absence/ml / Staphylococcus
aureus — oTcyTcTene B 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecTtBeHHoe coaepxaHue | 22,5 mkr/posa; 450-525 mkr/mn
oKkcuMeTasonuHa OKCUMeTasonuHa ruapoxnopuaa
rmapoxnopuaa

509.0 pg/mi / 509,0 pg/ml

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpeu HasanbHbIA 4O03UPOBaHHbIN, 22,5 Mkr/go3a

81725406
241470A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacTBa ‘MM.I'I'I'I'!:

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./

Hgousaogm'enb B COOTBEeTCTBUMU

€ peructpauuen B Poccuum:

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

Parameter / NapameTtp

Specifications / Cneundukaunmn

Results / PesynbTarthbi

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 NONM3TUNEHOBOM
¢hnakoHe ¢ f03upyoLUM
YCTPOWCTBOM 1 3aLUTHBIM
NONNITUNEHOBLIM KONNaYKOM.

1 pnakoH u nucTok-BKNaAbIL B
KapTOHHOW nadke. He meHee
190 803 Ha bnakoH.

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 noNuaTuneHosom
cdnakoHe ¢ Ao3NpyoLLMM
YCTPOWCTBOM W 3aLWLUTHBIM
NOMNITUNEHOBLIM KOMIMaYKOM.

1 cbnakoH B nauyke. He meHee
190 no3 Ha cnakoH.

Labeling / MapkupoBska

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTBercTByeT NpegnucaHHoOMy

Storage conditions /
Ycnosus xpaHeHust

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHusi

3 years/ 3 roga

Assessment: / 3aknoueHue:

The batch complies with the specification according to ND NI-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTtus cooTseTCcTBYET Cneundukaumam

HopMaTueHoro gokymeHTa JIM-000511-261017 (u3meHeHune Ne 1 ot
04.02.2019, nsmeHeHune Ne %m[ga,e

Date / Signature of Qualified Person: /

ODarta/ noanuchb ynonHOMouveHHoro nuvua:

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austrid’

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