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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIIU3A

Product: / [poaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3SUBWUH CEHCUTUB,

cnpei HasanbHbI 403UPOBaHHbIN, 11,25 mkr/go3a

81724614
273260A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTea (MMm.rrrr):

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTT):

10.2022

10.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3BoauTtesnb B COOTBETCTBUU

¢ peructpaumei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauumn

Results / PesynbTaTtbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3paydblin Unv NouTH
nNpo3payHblil, NoYTH 6ecuBETHLIN UNn
cnerka xenTblid pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochliroide / the chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention
OKCMMETa3onuHa time of the main peak on the
rmgpoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpems

yAepXaHUsi OCHOBHOrO nuka Ha

XpomaTtorpamme UCnbLITYyemMoro pacrsopa

[OMKHO COOTBETCTBOBATb BPEMEHMN

yAepXaHUsa OCHOBHOrO nuka Ha

XpoMaTorpamMmMe 3TafloHHOro pacTeopa

oKCMMETa30NuHa rnapoxnopuaa,

NONy4YeHHOro Npu TeCTUpoBaHUU

meToaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.006 / 1,006
OTHocuTenbHaa nnotHocTe | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 t0 6.1/ 5,6—6,1 5.9/5,9

Osmolality / OcmMonanbHOCTb

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

288 mosmol/kg

Extracted volume /
MN3Bnekaembivi 06bem

Not less than declared /
He meHee 3aaBneHHOro

conforms

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykt

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBUH CEHCUTUB,

cnpewn HaszanbHbI 403UpOoBaHHbIN, 11,25 mkr/no3sa

SAP-Code: / Kon SAP: 81724614
Batch no.: / Ne napTum: 273260A
Manufacturing date (mm.yyyy): /

Qara npousBoacTBa (MM.Irrr): 10.2022
Expiry date (mm. :/

Cpok rogHocTH (MM.rrrr): 10.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoanTenb B COOTBETCTBUMN

c pernctpauuen 8 Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneundmkayum

Results / PesynbTathbl

Average dose and uniformity
of delivered dose / CpegHsas
0033 U 0QHOPOAHOCTL
AocTaBnAemMon 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 /

CpepaHss no3sa 45 mr £15%.
OpaHopoAHOCTL AoCTaBnsiemMoin A03bl:
cpenHnana paosa +25%.

Makce. 2 u3 10 gos > £25% ot cpeaHei
macchbl 4o3bl, Ho Bcerga < +35% ot
cpeaHei Macchbl A03bl

49.79 mg /49,79 mg

Quantity of doses per pack /
KonuuyecTBo 003 Ha YNakoBKy

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

conforms

Relative impurities /
PoacTeeHHbIe npumecu

Impurity A — NMT 2.0 % /
Mpumecst A — He Gonee 2,0%

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OanHouHaa HenaeHTuULNpoBaHHas
npumeck — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecein — He 6onee 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
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 AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWH CEHCUTUB,

cnpeu HasanbHbIW A403MPOBaHHbLINA, 11,25 mkr/go3a

81724614
273260A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrtea ! MM.[TTT):

Expiry date (mm.yyyy): /
Cpok roagHocTH (MM.IFTT):

Manufacturer according to the

registration in Russia: /

10.2022

10.2025

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

NpouasoauTen B COOTBETCTBUM

¢ peructpauueit B Poccuu:

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

Parameter / lapameTtp

Specifications / Cneuudukaumnu

Results / PesynbTarthbl

Obulee KONMMYECTBO APOICKEBBIX U
nnecHesbix rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 10?2 CFU/ml / 0CFU/10 ml
Mukpobuonoruyeckas O6wee konuyecTso a3pobHbIx
yucToTa MUKpoOOpraHu3mos — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml/ 0CFU/10 ml

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

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 - 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi/
KonuuecteeHHoe copepxanue | 11,25 mkr/aosa: 225-262,5 mkr/mn
OKCUMETA30N1Ha OKCUMETA30NnHa ruapoxnopuaa
rmapoxnopuaa

248.6 ug/ml/ 248,6 ug/ml

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 Klagenfurt FN 168759a
UID-Nr. ATU43740706




PeG

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATIU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 uyg/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbLIN 4O03UMPOBaHHbIN, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 273260A
Manufacturing date (mm.yyvyy): /
Odara npoussoncTea (MM.Irrr): 10.2022
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITIT): 10.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpoussogurens B COOTBETCTBUYN
¢ peructpauuen B Poccuu: «®amap Xanc Kaa Cepsucus Magpun, C.A.Y.»
Parameter / MapameTp Specifications / Cneundukauun | Results / Pesynbrarthl
Packaging / Ynakoska Package / 10 mi in polyethylene Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and with
with a protective polyethylene cap. | a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 Mn B RONN3ITUNEHOBOM 10 mn B NONNaTUNEHOBOM
dnakoHe ¢ AO3NpYOWUM cdnakoHe ¢ AO3UPYIOLLUM
YCTPOWCTBOM U 3alUTHBIM YCTPOWCTBOM U 3aLUMTHBIM
NONU3TUNEHOBBLIM KOMNMaYKoM. NONW3TUNEHOBbLIM KONNAYKOM.
1 cbnakoH ¥ NUCTOK-BKNAaAbILL B 1 ¢hnaxkoH v NUCTOK-BKNaAbILL B
KapToHHOI nadvke. He meHee KapToHHOW Nayke. He meHee
190 f03 Ha hNakoH. 190 no3 Ha hnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTtBeTcTBUM ¢ HOpMaTMBHBIM [ CooTBETCTBYET NpeanMcaHHoMy
OOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusa xpaHeHus Mpu Temnepartype He sbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years /3 roga

Assessment: /| 3aknioveHue The batch complies with the specification according to ND NIn-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBETCTBYET Cneundurkaumam
HopmaTuBHoro gokymenta JIM-000511-261017 (nsmeHeHune Ne 1 ot
04.02.2019, nameHeHne Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /
Qara / nognucb YNosIHOMOYEHHOro nivua:

P&G Health Austria GmbH & Co. OG
Héosslgasse 20 « 9800 Spittal an der Drau » Austria Rechtsform: Offene Gesellsch

Telefon +43 (0)4762 51 51-0 Sitz der Geselischaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706




