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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIN AO3MPOBaHHLINR, 22,5 mkr/go3a

300028332
236320A

Manufacturing date (mm.yyyy): /

ga'ra npou3soncraa !MM.I’I‘I’ l'!:

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

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

l'lgousaogmenb B COOTBEeTCTBUN

C perucrpauuet B Poccuu:

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

Parameter / [TapameTp

Specifications / Cneuuduxkaumuu

Results / PesynbTaTthl

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / MNpo3pauHbI UK NouTH
Npo3payHblit, no4Th 6ecuseTHbIR Unn
Cnerka >XenTbii pacTeop.

conforms

Identification Oxymetazoline

The retention time of the main peak on the

conforms

M3BnekaemMoit 06vem

He meHee 3aasneHHoro

hydrochlroide / chromatogram of tested solution is
NpeHTUIHOCTL required to correspond to the retention time
oKcumeTasonuHa of the main peak on the chromatogram of
ruapoxnopunaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXaHus OCHOBHOrO nuka Ha

XpoMartorpaMme UCNbLITYEMOro pacteopa

AOIMKHO COOTBETCTBOBATL BpEMeHu

yAep>XaHUs OCHOBHOTO NWKka Ha

XpomaTorpaMmmMe 3TanoHHOro pacTeopa

OKCUMETa3onuHa rnapoxnopuaa,

NOMYYEHHOro NP TECTUPOBaHUN METOAA.
Relative density (d 20/20) / |From 1,006 to 1,010/ 1.008/ 1,008
OtHocuTeneHas nnotHocTs | 1,006—1,010
(d 20/20)
pH/ pH From 5,6 to 6,1/ 5,6-6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 290 mosmol/kg
OcmonsanbHOCTL 270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbIN [O3UPOBaHHLIN, 22,5 MKr/ao3a

300028332
236320A

Manufacturing date (mm.yyyy): /

gara npou3BoncTea ‘MM.I‘I‘I‘I‘!Z

Expiry date (mm. )

Cpok rogHocTu (MMm.IrrT):

06.2021

06.2024

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUYU

c gemc‘rgagueﬁ B Poccum:

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

Parameter / lNapameTp

Specifications / Cneundnkaumumn

Results / Peaynbrathbl

Average dose and
uniformity of delivered dose
/ CpegHsas posa v
OAHOPOAHOCTL
AOCTaBNAEMOI AO3bi

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 /

CpepHsns ao3a 45 mr +15%.
OpHOpoAHOCTL AOCTaBNAEMOM A03bt:
cpeaHAn aosa £25%.

Maxkc. 2 u3 10 po3 > +25% ot cpegHeit
macchbi [03bl, HO Bcerpa S +35% or
cpeaHein maccbl 403bl

45.31mg / 45,31 mg

Quantity of doses per pack /
KonnuecTso 403 Ha
NaKkoBKy

Not less than 190 doses per pack /
He meHee 190 no3 Ha ynakoBKy

conforms

Relative impurities /
PoacTeeHHbIe npumeci

Impurity A — NMT 2,0 % /
Mpumecw A — He Bonee 2,0%

0.0%/ 0,0%

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

0.0%/ 0,0%

Single unknown impurity — NMT 1,0 % /
OauHovHasn HemaeHTUULMPOBaHHaR
npumech — He 6onee 1,0%

01%/01%

Total impurities NMT4,9 % /
Bcero npumeceit — He 6onee 4,9%

01%/ 01%
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CERTIFICATE OF ANALYSIS /| CEPTUOUKAT AHANTU3A

Product: / Mpoaykr

SAP-Code: / Kon SAP;
Batch no.: / Ne naprum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN AO3UPOBaHHLINW, 22,5 MKr/ao3a

300028332
236320A

Manufacturing date (mm.yyyy): /

gara nponssoAcTBa (MM.T! I'I'I'IZ

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTTT):

Manufacturer according to the
registration in Russia: /

06.2021

06.2024

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

MpoussoauTenb B COOTBETCTBUMN

¢ perucrpaumei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauumn

Results / PesynbTarth!

Microbial purity /
MukpoBuonorudeckas yuctoTa

TAMC — NMT 102 CFU/mt / 0 CFU/M10 mli
Ob6wee konuuecTeo a3pobHbIX

MUKpOOpraHuamMos — He Gonee

102 KOE/mn

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

Obuiee KoNM4ecTeo APONOKEBDIX W
nnecHesbix rpnbos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — oTcyrcTsue 8 1 mn

Absentin 1.0 ml/ 1,0 mi

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — OTcytcTene B 1 Mn

Absent in 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 pyg / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / mi/
KonuyecTsenHoe copnepxaHue (22,5 mkr/posa: 450-525 mkr/mn
OKCUMETAa30NuHa oKkcMeTasonuHa rnapoxnopuaa
rmapoxnopuga

497.0 pyg/ml / 497,0 ug/mi
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoayxr

NASIVIN SENSITIVE

Nasal metered spray 22,5 pug/dose /
HA3UBUH CEHCUTUB,
cnpei Ha3anbHbIA [O3MPOBaHHLIW, 22,5 MKr/ao3a

300028332
236320A

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

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

Cpok rogHocTu (MMm.rrrr):

Manufacturer according to the
registration in Russia: /

OpousBoguTensL B COOTBETCTBUU
¢ perucrpauuei B Poccuu:

06.2021

06.2024

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

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

Parameter / NMapamerp | Specifications / Cneuudukayuu

Results / PeaynbTratbi

Packaging / YnakoBka 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 nonuaTuNeHoBOM
tnakoHe ¢ A03UPYIOWUM
YCTPOACTBOM W 3aLLUTHLIM
NONU3TUNEHOBLIM KONNAYKOM.

1 ¢bnakoH 1 NUCTOK-BKNagbILW B
KapToHHOW nayke. He meHee
190 A03 Ha ¢nakoH.

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 nonNnatTuneHosom
dnakoHe ¢ 4o3MpyOWUM
YCTPOWUCTBOM W 3aWUTHBLIM
NONW3TUNEHOBbLIM KONMNAYKOM.

1 hnakoH B nayke. He meHee
190 po3s Ha dnakoH.

in accordance with ND /
B cooTBeTCTBUM C HOPMaTUBHBIM
[BOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CooTsetcTByeT npeannucaHHoMy

Storage conditions /

Ycnosus xpaHeHus Ipu TemnepaTtype He Bbiwe 30°C.

At the temperature not more than 30°C. /

Shelf-life / Cpok xpaHeHus | 3 years / 3 ropa

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND NM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

19.11.2019) / NapTus cootsercrayeT cngt

Date / Signature of Qualified Person: /
fara / noanuceL YNonHoMO4YeHHOro finua:

P&G Health Austria GmbH & Co. OG
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