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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpei HasanbHbI [O3UPOBaHHbIN, 11,25 mkr/no3a
SAP-Code: / Kon SAP: 81724614
Batch no.: / N2 napTuu: 241640A
Manufacturing date (mm.yyyy): /
Oara npoussogcrTea (MM.rrrr): 09.2021
Expiry date (mm. 1/
Cpok roaHocTu (MM.Irrr): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTBUM
¢ peructpauuvei B Poccum: «®amap Xanc Kaa Cepsucus Magpup, C.A.Y.»
Parameter / Mapametp Specifications / Cneuncbukaumu Results / Pesynbtathl
Description / OnucaHue Transparent or nearly transparent, from | conforms

almost colorless to slightly yellow
solution. / MNpo3spayHbIf UnK nouTN
nNpo3pa4HbIi, NOYTK 6ecuBeTHLIR N
cnerka XenTblil pacTeop.

Identification Oxymetazoline | The retention time of the main peak on | conforms

hydrochiroide / the chromatogram of tested solution is
MaeHTYHOCTL required to correspond to the retention
OKCUMETa3onnHa time of the main peak on the
rmapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,
received at assay testing. / Bpems
yAepXXaHus OCHOBHOrO Nuka Ha
Xpomartorpamme UCMbITYeMoro pacraopa
AOMKHO COOTBETCTBOBaTL BPEMEHM
yAepXaHua OCHOBHOrO Nuka Ha
XpomaTtorpamme 3TanoHHOro pactsopa
OoKCMMeTa3onuHa ruapoxnopuaa,
NoONyYeHHOro NpU TeCTUpoBaHNA

MeToja.
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 From 5.6 t0 6.1/ 5,6-6,1 5.9/5,9
Osmolality / OcmonsineHocTe | From 270 to 330 mosmol/kg / 289 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
N3Bnekaemblih 06bem He meHee 3aaBneHHoro
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWUH CEHCUTUB,

cnpeu Ha3anbHbIW [O3UPOBaHHbLIN, 11,25 MKr/ao3a

81724614
241640A

Manufacturing date (mm.yyyy): /
Qata npoussoacrTea (MM.Frrr): 09.2021

Expiry date (mm. 2/

Cpok rogHocTy (MM.ITIT):

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenL B COOTBETCTBUU

¢ peructpauuveu B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundukauuun

Results / PeaynbTtathbl

Average dose and uniformity
of delivered dose / Cpegnas
A03a U 0AHOPOAHOCTL
AOCTaBNsAeMON [03bl

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 /

CpeaHan aosa 45 mr £15%.
OpaHopoaHOCTb A0CTaBNAEMO 403bl:
cpenHnan nosa +£25%.

Makc. 2 u3 10 gos > +25% ot cpegHei
Macchb! 4o3bl, HO Bceraa < +35% ot
cpenHen mMmaccbl 403bl

48.46 mg / 48,46 mg

Quantity of doses per pack /
KonuuyecTBo 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTteeHHbIe npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Honee 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 % /
OanHouYHas HengeHTUudUUMpoBaHHas
npumecs — He 6onee 1,0%

<01%/ <01%

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

<01%/ <0,1%

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
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / poaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbLIN, 11,25 Mkr/go3a

81724614
241640A

Manufacturing date (mm.yyyy): /

Data nponssoacrea ‘MM.ITITI:

Expiry date (mm. 2/

Cpok rogHocTH (MM.ITIT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MNpoussoguTenb B COOTBETCTBUU

c peructpauueii B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukauuu

Results / Peaynbtartb!

ObLyee KoNMYEeCTBO APOXOKEBLIX U
nnecHesbIX rpubos — He Gonee
10' KOE/Mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpoburonoruyeckasn O6Lwee konm4ecTBo a3pobHbiX
yucToTa MWKpoopraHusmoB — He 6onee

102 KOE/mn

TYMC = NMT 10" CFU/mi / O0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTcyTcTB/E B
1 mn

Absentin 1.0 mi/ 1,0 mi

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

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe copepxanue | 11,25 mkr/nosa: 225-262,5 mkr/mn
OKCMMeTa3onuHa OKCMMETa3onuHa rugpoxnopuaa
rmapoxnopuaa

248.4 pg/ml/ 248,4 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / MpoaykTt NASIVIN SENSITIVE
Nasal metered spray 11,25 yg/dose /
HA3UBWUH CEHCUTUB,
cnpeit HazanbHbIX [O3MPOBaHHbIW, 11,25 MKkr/no3a
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTum: 241640A
Manufacturing date (mm.yyyy): /
dara npoussoacrea (MM.rrrr): 09.2021
Expiry date (mm. il
Cpok rogHoCTH (MM.ITIT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpousBoauTens B cOooTBETCTBUMN
¢ perucrpauunen B Poccuu: «®amap Xanc Kaa Cepsucus Magpug, C.A.Y.»
Parameter / NapameTtp Specifications / Cneuudcdukaumumn | Results / PesynbTathbl
Packaging / Ynakoska Package / 10 ml 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 NOAU3TUNEHOBOM 10 Mn B nonNuaTuneHoBsoMm
¢dnakoHe ¢ go3npytoum cdnakoHe ¢ Ao3npyOWMUM
YCTPOWACTBOM U 3aLYUTHbIM YCTPONCTBOM U 3aLUTHBLIM
NONU3TUIEHOBLIM KOMNA4YKOM. NoNUaTUNEHOBLIM KONMNA4YKoM.
1 cbnakoH n NMCTOK-BKNaAbILL B 1 bnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOI nNayke. He meHee KapTOHHOW nayke. He meHee
190 no3 Ha chnakoH. 190 no3 Ha nakoH.
Labeling / MapkupoBska In accordance with ND / Complies as prescribed /
B cooTBeTcTBUM ¢ HOpMaTUBHBLIM | COoOTBETCTBYET NpeanucaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosusi xpaHeHus INpu Temnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHenus |3 years/ 3 roga

Assessment: / 3aknoveHue The batch complies with the specification according to ND JI1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTus coorseTcTBYET Creundukaumam
HopmatusHoro aokymeHTa JIM-000511-261017 (uameHeHune Ne 1 ot
04.02.2019, uameHeHune Ne 2 ot 19.11.2019)

Gruber Katrin 4
Date / Signature of Qualified Person: / : Lét
Oava / nognucb YNoNHOMOYEHHOro nuta: 2 ﬂ__ﬂu_z%/
P&G Health Austria GmbH & Co. OG
Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaf )
Telefon +43 (0)4762 51 51-0 Sitz der Geselischaft: Spittal an derfa
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
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