Page 1 of 4/ CtpaHuua 1 u3 4

PeG

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWUH CEHCUTUB,

cnpen HasanbHbI# [4O3MPOBaHHbIN, 11,25 Mmkr/gosa

81724614
242690A

Manufacturing date (mm.yyyy): /

gaTa npoussoncrTea ‘MM.I'I'I'I'[:

Expiry date (mm.yyyy): /
CpokK rogHoCcTU (MM.Irrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoauTens B COOTBETCTBUN

c peructpaumeii B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneyundukauum

Results / PeaynbTrathbl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbiti UNK No4TH
npo3padyHbii, NoYTn GecuseTHbIN UNK
crierka entbii pacTeop.

conforms

N3snekaembii 06bem

He meHee 3asiBneHHOro

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTHYHOCTL required to correspond to the retention
OKCUMEeTas3onuHa time of the main peak on the
rmapoxnopuga chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep)XaHua OCHOBHOIO NUKa Ha
XpomaTtorpaMmme UCNbLITYEMOro pacTtsopa
AOMKHO COOTBETCTBOBATb BpEMEHU
yAep)XaHWa OCHOBHOMO NUKa Ha
Xpomarorpamme 3TanOHHOro pacTeopa
OKCMMETasonuHa rnapoxnopuaa,
Nosy4eHHOro Npu TeCTUpoBaHUU
MeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OtHocutensHasa nnotHocts | 1,006—1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6-6,1 59/5,9
Osmolality / OcmonsanbHocTb | From 270 to 330 mosmol/kg / 284 mosmol/kg
270-330 mocmonb/kr
Extracted volume / Not less than declared / 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
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Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

cnpei HasanbHbIA AO3UPOBaHHbIN, 11,25 mMkr/go3a

HA3UBUH CEHCUTUB,
SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne naptuu: 242690A
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /
Cpok rogHoCcTU (MM.rrrr): 09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igoussogm'enb B COOTBETCTBUN

€ peructpauumenn B Poccum:

«®amap Xanc Kaa Cepsucus Magpug, C.AY.»

Parameter / MapameTp

Specifications / Cneundmkayum

Results / Pesynbrathbl

Average dose and uniformity
of delivered dose / CpegHsasn
Ao3a n 0AHOPOAHOCTb
pocrasnsaemMon go3bl

Average dose 45 mg £15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > £25 % from
average dose mass

But always < +35 % from average dose
mass /

CpepnHss nosa 45 mr £15%.
OpHopoaHOCTh AocTaBnAeMol A03bl:
cpeaHana nosa +25%.

Makc. 2 u3 10 o3 > £25% ot cpeaHen
Maccb! 4o3bl, HO Bceraa < +35% ot
cpeaHelr macchi 403b!

51.41 mg/ 51,41 mg

Quantity of doses per pack /
Konu4yectso 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacrteeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck 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 % /
OpauHoyHas HenpeHTUdNLMpoBaHHas
npumech — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%

P&G Health Austria GmbH & Co. OG

Hoésslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
Telefax +43 (0)4762 51 51-440
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIW OO3UPOBaHHbIN, 11,25 MKr/ao3a

81724614
242690A

Manufacturing date (mm.yyyy): /

ga'ra npou3soncrTea !MM.I'ITI'!:

Expiry date (mm. )

Cpok rogHocTH (MM.IrIT):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

n pou3soauTesnib B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneuncbukaumm

Results / PesynbTaTthl

ObLee KONUYECTBO APONOKEBLIX U
nnecHesbix rpubos — He 6onee
10" KOE/mni

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpobuonorudyeckas Obuee konuyecTBo aspobHbIX
yucroTa MUKPOOPraHn3moB — He Gonee

102 KOE/mn

TYMC — NMT 10! CFU/ml / 0CFU/10ml

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

Absentin 1.0 mi/ 1,0 mi

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — 0TCyTCTBUE B
1 mMn

Absent in 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecreseHHoe coaepxkanue | 11,25 mkr/aosa: 225-262,5 mMkr/mn
OKCUMEeTa30NnnHa OKCUMeTas3onnHa rugpoxnopvaa
rugpoxnopuga

253.5 pg/ml / 253,5 pg/mi

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oarta npousBofacTBa (MM.ITIT):
Expiry date (mm. i/

Cpok rogHocTu (MM.ITrT):

Manufacturer according to the
registration in Russia: /

MpoussoauTensL B COOTBETCTBUU
C perucrtpauuen B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbLIN 4O3UPOBaHHbLINW, 11,25 Mkr/go3sa

81724614
242690A

09.2021

09.2024

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

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

Parameter / NapameTtp

Specifications / Cneyndukauum

Results / PeaynbTaThbl

Packaging / Ynakoeka

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 NONNM3TUNEHOBOM
cdnakoHe ¢ [O3VPYIOLLUM
YCTPOWCTBOM U 3aLLUTHLIM
NONUITUNEHOBLIM KONMNAYKOM.

1 ¢hnakoH N NUCTOK-BKNAAbIW B
KapTOHHOW nayke. He meHee
190 no3 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 NONNSTUNEHOBOM
cdnakoHe ¢ fO3UpPYyOLLIMM
YCTPOWCTBOM U 3aLLUTHbLIM
NONUITUNEHOBLIM KOMNaYKoM.

1 conakoH v NUCTOK-BKNaAbILL B
KapTOHHOW nayke. He meHee

190 o3 Ha nakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHLIM
DOKYMEHTOM

Complies as prescribed /
CooTtBeTcTBYET NpeanMcaHHoOMy

Storage conditions /
Ycnosusa XxpaHeHus

At the temperature not more than 30°C. /
MNpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3 ropa

Assessment: / 3aknioueHne

The batch complies with the specification according to ND JIM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MNapTua coorseTcTeyeT cneumdrkaLmam

04.02.2019, usmeHeHue Ne 2 ot

Date / Signature of Qualified Person: /
Qarta / noanucb YNONHOMOYEHHOro nuua:

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
WwWw.pg.com

D17 (usmeHprrie Ne §3
.2D1P) - -

Rechtsform: Offene Geselischaft (0G)
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