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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHANIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpei HasanbHbIN 4O3MPOBaHHbIN, 11,25 MKkr/gosa

81724614
242310A

Manufacturing date (mm.yyyy): /

gaTa npon3BoacTtBa !MM.I‘I’I‘I‘!:

Expiry date (mm. )
Cpok rogHocTu (MM.IrIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

nQOM3BOBMTeﬂb B COOTBETCTBUMN

¢ perucrpauuei B Poccum:

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

Parameter / MapameTp Specifications / Cneuudukaumm Results / PeaynbTtathl
Description / Onucanue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / Mpo3payHbIA UNK NoYTK
Npo3paYHbIn, NOYTN GecLUBETHLIN UNK
cnerka »enTblii pacTBop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MpeHTnuHOCTL required to correspond to the retention
OKCMMETAa30MnHa time of the main peak on the
rmagpoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepaHusi OCHOBHOIO N1Ka Ha
XpoMaTorpammMe UCMbITYEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHHN
yAEPXXaHWA OCHOBHOrO Nuka Ha
XpomaTtorpaMmme 3TajfiIoHHOro pacTeopa
OKCMMETa30NnHa rnapoxnopunaa,
NOMy4YeHHOro NpY TECTUPOBaHUN
meToaa.
Relative density (d 20/20)/ | From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH/pH From5.6t06.1/5,6-6,1 5.9/5,9
Osmolality / OcmonsnbHocTb | From 270 to 330 mosmol/kg / 296 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
N3enekaemblin 06bem He meHee 3asBNeHHOro

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 AHAIIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpeu HasanbHbIA 4O3UPOBaHHbIN, 11,25 MKr/ao3a

HA3UBWUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 242310A
Manufacturing date (mm.yyvyy): /
Oata npousBoacTBa (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITrT): 09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUM

¢ perucrpauuei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneunduxkauuu

Results / PesynbTartbl

Average dose and uniformity
of delivered dose / CpegHss
A03a N 0AHOPOAHOCTL
AocTaensemoii A03bl

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 /

CpepnHssa nosa 45 mr £15%.
OAaHOpOAHOCTL fOCTaBNSAEMOWN A03b!:
cpepHsan aosa +25%.

Makc. 2 u3 10 nos > £25% oT cpenHei
maccbl Ao3bl, HO Bcerga < +35% ot
cpefHeln maccb! f,03bl

49.31 mg /49,31 mg

Quantity of doses per pack /
KonuuyecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 f03 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHble npumecw

Impurity A — NMT 2.0 % /
Mpumeckb A — He Bonee 2,0%

<0.03%/ <0,03 %

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouHasa HeuaeHTUUUMPOBaHHAA
npumeck — He 6onee 1,0%

<01%/ <0,1%

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

<01%/ <01%

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
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATNU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpei Ha3anbHbLIN AO3UPOBaHHbIN, 11,25 Mkr/ao3sa

81724614
242310A

Manufacturing date (mm.yyyy): /

ga'ra npou3sBoacTea ‘MM.I'I'I'I'!:

Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.rrrr):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

"QOM3BOBMTGHI:_B COOTBETCTBUMU

c perucrpauueit B Poccuu:

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

Parameter / lMapameTtp

Specifications / Cneundukayum

Results / Peaynbtarth!

O6uiee KONMYECTBO APONOKEBLIX U
nnecHesbIx rpubos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonornueckas O6ulee konuuecTBo as3pobHbix
yucToTa MUKpPOOpPraHu3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10 ml

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

Absent in 1.0 ml/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe copepxaHue | 11,25 mkr/gosa: 225-262,5 mkr/mn
OKCMMEeTas3onuHa OKCUMETAa30MNMHa rmapoxnopuaa
rmapoxnopuaa

248.2 ug/ml / 248,2 ug/ml

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 Gesell$chaft (OG)

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




CERTIFICATE

Product: / MpoaykT

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

Manufacturing date (mm.yyyy): /
Qara npoussofcTBa (MM.rrrr):

Expiry date (mm. 1
Cpok rogHocTH (MM.ITTIT):

Manufacturer according to the
registration in Russia: /

PeG

OF ANALYSIS / CEPTUOUKAT AHATIU3A
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NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

cnpeu HasanbHbLIN O3UPOBaHHbIN, 11,25 MKkr/aosa

81724614
242310A
09.2021
09.2024

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

nQOVI3BOEVITeI'Ib B COOTBETCTBUU

C perucrtpauueit B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukauum

Results / Peaynbrathl

Packaging / Ynakoska

1 vial

Package / 10 ml in polyethylene
vial with a metering device and
with a protective polyethylene cap.

leaflet in a carton. At least 190
doses per vial. /

10 Mn B NONNM3TUNEHOBOM
dnakoHe ¢ 4o3MpyOLUM
YCTPONCTBOM W 3aLUTHBLIM
NONU3TUNEHOBbLIM KOMMaYKOM.
1 bnakoH 1 NUCToK-BKNaAbIL B
KapTOHHOI Nnadvke. 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 NONV3TUNEHOBOM
crakoHe ¢ Ao03upyrowmum
YCTPOWCTBOM W 3aLUTHBLIM
NOMMATUNEHOBLIM KONNAYKOM.

1 chnakoH n NUCTOK-BKNagbILL B
KapTOHHO nauke. He meHee

190 [03 Ha hnakoH.

and a patient information

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCcTBMM C HOPMATUBHLIM
AOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NPEeanUcaHHOMyY

Storage conditions /
Ycnoeua xpaHeHws

At the temperature not more than 30°C. /
Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHust

3 years / 3 ropa

Assessment: / 3aknoveHue

Date / Signature of Qualified Person: /
Oarta / noagnucb yNnonHoMo4eHHOro nuua:

The batch complies with the specification according to ND Jr1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTeeTCTBYEF CNeuncmKaLmMam
HopmaTtusHoro gokymenTa JIM-00051/1-261017 (n3meHeHne Ne 1 ot
04.02.2019, usmeHeHne Ne.& l\?ﬁj

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau
Telefon +43 (0)4762 51 51-0

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

* Austria
Sitz der Gesellschaft; Spittal an der D
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706



