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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpeu HasanbHbLIW O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
241480A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacrtea ! MM. I'l'I'I'!!

Expiry date (mm. )
Cpok rogHocTH (MM.ITrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTtenb B COOTBETCTBUM

¢ peructpauueit B Poccum:

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

Parameter / Mapametp

Specifications / Cneuundukauuu

Results / PesynbTathl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbiii unu nouTk
Npo3payHbii, noYTy 6ecuBeTHbIN UNK
Crierka XenTbii pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NpeHTnyHoCTb
OKCMMETa3oNuHa
ruapoxnopuga

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
yAepXXaHua OCHOBHOro Nuka Ha
Xpomarorpamme UCnbITYeMoro pacteopa
AOIMKHO COOTBETCTBOBATL BPEMEHN
yAepXXaHusi OCHOBHOMO NuKa Ha
XpomaTorpamme 3TanoHHOro pacTeopa
OKCUMETa3onnHa rnapoxnopuaa,
Nony4eHHOro Npu TeCTUpoBaHUKM MeToaa.

conforms

WN3snekaembili 06bem

He meHee 3aaBneHHOro

Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHasa nnoTHocTs | 1,006 - 1,010

(d 20/20)

pH/ pH From 5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg
OcmonsinbHOCTL 270 - 330 mocmonb/Kr

Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAITU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTUB,

cnpen Ha3anbHbIW AO3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
241480A

Manufacturing date (mm.yyyy): /

gaTa npousBsoacTsea ‘MM.ITI'I'!:

Expiry date (mm. 2/
Cpok rogHoCcTH (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpou3BoauTeNbL B COOTBETCTBUM

€ peructpauuen B Poccum:

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

Parameter / MapameTtp

Specifications / Cneuudukaunu

Results / PesynbTarthl

Average dose and
uniformity of delivered dose
/ CpegHsas gosa u
OAHOPOAHOCTL
[ocTaBnsemMon [osbl

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 /

CpeaHss nosa 45 mr +15%.
OaHopoAHOCTL A0CTaBNAEMOIR A03b!:
cpeaHsa nosa +25%.

Makc. 2 3 10 o3 > +25% ot cpegHeir
Macchbl 403bl, HO Bceraa < +35% oT
cpenHen maccbl A03bl

45.67 mg/ 45,67 mg

Quantity of doses per pack /
KonuuyecTtso 403 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 003 Ha ynakoBKy

conforms

Relative impurities /
PopacteeHHble npumecn

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

<01%/<0,1%

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

<01%/<01%

Single unknown impurity — NMT 1.0 % /
OanHovHasa HeuaeHTUULMpoBaHHas
npumech — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpogaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3VWBWUH CEHCUTUB,

cnpeu HasanbHbIN [O03UPOBaHHbLIN, 22,5 MKr/no3a

81725406
241480A

Manufacturing date (mm.yyyy): /

ga'ra npoun3soacrTsea !MM.ITIT!:

Expiry date (mm. 1/
Cpok rogHocTu (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

I'lgoussogwrenb B COOTBETCTBUMU

€ pernctpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudunkauum

Results / PeaynbTathl

Microbial purity /
Mukpoburonoruyeckas uncrorta

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
O6uiee konuuecTso a3pobHbIX

MUKpoopraHu3moe — He Gonee

102 KOE/mn

TYMC — NMT 10 CFU/mI / 0 CFU/10 ml

O6Lwee KoNMYeCTBO APOXOKEBbLIX 1
nnecHesbix rpubos — He Gonee
10' KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcytcTeue B 1 mn

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0mi/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectsenHoe coaepxaHnue |22,5 mkr/igosa: 450—525 mkr/mn
oKCUMeTasonuHa oKCUMeTasonuHa ruapoxnopuaa
ruapoxnopuaa

510.0 pg/mt/510,0 ug/mi

P&G Health Austria GmbH & Co.
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

0oG

Rechtsform: Offene Gesellschaft (OG)

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




PeG

Page 4 of 4/ Ctpanuua 4 us 4

CERTIFICATE OF ANALYSIS / CEPTU®OUKAT AHANTU3A

Product: / Mpoaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpewn HasanbHbIN 4O3UPOBaHHLINA, 22,5 MKr/a03a

81725406
241480A

Manufacturing date (mm.yyyy): /

ga'ra npou3isoacrTea ! 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./

I'Igousaogm'enb B COOTBETCTBUU

¢ peructpaumen B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumm

Results / PeaynbTathbi

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 NOAN3TUNEHOBOM
cbnakoHe ¢ A03UPYOLLNM
YCTPONCTBOM U 3aLLMUTHBLIM
NONWU3TUNIEHOBLIM KONMMAYKOM.

1 donakoH n NUCToK-BKNaabILL B
KapTOHHOW nadyke. He meHee
190 403 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 NONUaTUNEeHoBoOM
cdnakoHe ¢ fo3npyloLWMM
YCTPONCTBOM W 3aLLUTHbLIM
NONM3TUNEHOBBIM KONNAYKOM.

1 dpbnakoH B nauke. He meHee
190 o3 Ha cnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUU C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTteeTtcTBYyEeT NpeanucaHHoOMY

Storage conditions /
Ycnoeus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbilie 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3roga

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND JIN-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MNapTua coorBeTcTBYET CNeunduKaLmam

HopmaTusHoro ookymeHTa JIM-000511-261017, (n3meHeHue N2 1 ot
04.02.2019, nameHeHune Ne 2 ot 19.11.2019

Date / Signature of Qualified Person: /

gaTa / noannuch ynosiHoOMo4eHHOro nuia:

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
WWWw.pg.com
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