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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpew HasanbHbIM A03UpPOBaHHbIN, 11,25 mKkr/go3a

81724614
270630A

Manufacturing date (mm.yyyy): /

gara npoussoacrtsea ‘MM.I'I'I'I'!:

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

09.2022

09.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

¢ perucrpaumeir B Poccuum:

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

Parameter / MNapametp

Specifications / Cneundukauumn

Results / PesynbTathbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblil UNu NoYTU
npospavHblii, No4TH GecuyseTHbIN UNn
cnerka XenTblid pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTU4YHOCTD required to correspond to the retention
oKcUMeTa3onuHa time of the main peak on the
rmapoxnopuga chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAEPXKaHUsi OCHOBHOrO NUKa Ha

Xpomartorpamme UCrbITyemMoro pacrtsopa

AOSHKHO COOTBETCTBOBATL BPEMEHU

yAepKaHNsi OCHOBHOIO NuKa Ha

Xpomarorpamme 3TanoHHoro pactsopa

oKcumeTasonuHa rmapoxnopuaa,

NONy4YeHHOro Npu TecTMpoBaHU

mMeToAa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHas nnoTtHocte | 1,006-1,010
(d 20/20)
pH/pH From 5.6 to 6.1/ 5,6-6,1 5.9/5,9

Osmolality / OcmonansHOCTL

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

292 mosmol/kg

Extracted volume /
N3Bnekaemblit o6bem

Not less than declared /
He meHee 3aaBneHHoOro

conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykTt

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpeu HasanbHbIW AO3UpoBaHHbIN, 11,25 mkr/ao3a

HA3UBUH CEHCUTUB,
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne napTuu: 270630A
Manufacturing date (mm.yyyy): /
Oara npousBoacrea (MM.Irir): 09.2022
Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.ITIT): 09.2025

Manufacturer according to the

registration in Russia: /

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

MpousBsoguTens B COOTBETCTBUU

¢ peructpaumeir B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTathbl

Average dose and uniformity
of delivered dose / CpegHas
A03a N OQHOPOAHOCTb
AocTasnsemon 403bl

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 /

CpenHssa posa 45 mr £15%.
OaHopoAHOCTL AOCTaBNAEMON A03bI:
cpeaHsa nosa +25%.

Makc. 2 u3 10 go3 > +25% or cpegHen
Maccbl A403bl, HO Beerpa < +35% ot
cpepHein macchl 403bl

48.79 mg/ 48,79 mg

Quantity of doses per pack /
KonnuyecTBo 403 Ha ynakosky

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

conforms

Relative impurities /
PoacrteeHHble npumecn

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

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

<01%/ <01%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWUH CEHCUTUB,

cnpe HasanbHbIM A03UPOBaHHbIN, 11,25 MKr/go3a

81724614
270630A

Manufacturing date (mm.yyyy): /

daTta npon3BoAcTBa ‘MM.I’I’I’I’!:

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.FTrT):

Manufacturer according to the
registration in Russia: /

09.2022

09.2025

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

ngousaogmenb B COOTBETCTBUU

¢ perucTpauue B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuudumkauuu

Results / PeaynbTaTthl

ObLee KONMYECTBO APOIOKEBLIX U
nnecHesbIx rpubos — He 6onee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 ml
Mukpobuonoruueckas O6wee konuyecTso aspobHbIX
yucToTa MUKpoopraHuamos — He Bonee

102 KOE/mn

TYMC - NMT 10" CFU/ml/ 0CFU/10 mi

Pseudomonas aeruginosa — absence/ml| /
Pseudomonas aeruginosa — oTCyTCTBUE B
1 mn

Absentin 1.0 ml/ 1,0 mi

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

Absentin 1.0 mi/ 1,0 mi

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochioride / oxymetazoline hydrochloride / ml /
KonuuecteseHHoe cogepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcuMeTasonuHa OKCMMETA30N1Ha rugpoxnopuia
rugpoxnopuaa

252.4 ug/ml/ 252,4 ug/mi

P&G Health Austria GmbH & Co. OG

Hdésslgasse 20 « 9800 Spittal an der Drau ¢ Austria
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpogykTt

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /
HA3UWBUH CEHCUTMUB,
cnpeit HazanbHbLIN [O3UPOBaHHbLIN, 11,25 mkr/no3a

81724614
270630A

Manufacturing date (mm.yyyy): /

ga'ra npouisoncrTea ‘MM.I'I'I'I'!:

Expiry date (mm. ./
CpokK rogHoCTH (MM.rrrT):

09.2022

09.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoauTesnb B COOTBETCTBUU

¢ peructpaumeit B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuudukauun

Results / PesynbTarthbl

Packaging / Ynakoeka

Package / 10 mi 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 NONU3ITUNEHOBOM
cdnakoHe ¢ A03MPYIOWUM
YCTPONCTBOM U 3aLUTHbIM
NONWU3TUNEHOBbIM KONNaYKoM.

1 conakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOM nauyke. He meHee
190 no3 Ha cbnakoH.

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 NONN3aTUNEHOBOM
cdnakoHe ¢ AO3NPYIOLWLUM
YCTPOWCTBOM U 3aLUTHBLIM
NONW3TUNEHOBBLIM KONMNAYKOM.

1 cbnakoH 1 NUCTOK-BKNaAbILL B
KapToHHOM nadke. He meHee

190 o3 Ha nakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUN C HOPMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHomy

Storage conditions /
Ycnosuvs xpaHeHus

At the temperature not more than 30°C. /

Mpwu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga

Assessment: /| 3aknioyeHve

The batch complies with the specification according to ND M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTtua cootBeTCcTBYET Cneundukaunam
HopMaTueHoro gokymenrTta JIM-000511-261017 (uameHeHne Ne 1 oT

04.02.2019, nameHeHve Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

ga'ra / noaonnuchb YNONMHOMOYEHHOro nuia:

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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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