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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne naprtuu:
Manufacturing date (mm.

ga'ra npon3BoAcTBa ! MM.I'I'I'I'!:

Expiry date (mm. 4
Cpok rogHoCcT# (MM.FrrT):

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpem HasanbHbIN AO3NPOBaHHbLIN, 22,5 MKr/A03a

81725406

242760A
i

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

c gerucmagueﬁ B8 Poccuu:

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

Parameter / MapaveTp

Specifications / Cneundukauum

Results / PesynbTaTth!

Description / Onucaxue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbtili LN No4TU
NpospayHbi, NoUTK HecuBeTHbI nnn
Cnerka »enTbii pacTeop.

conforms

MN3Bnekaembiii 06vem

He meHee 3asBneHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTUUHOCTL required to correspond to the retention time
oKcUMeTasonuHa of the main peak on the chromatogram of
rnapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep)XaHua OCHOBHOrO N1Ka Ha

XpomaTorpamme UCNbITYEMOro pacTeopa

DOMKHO COOTBETCTBOBATbL BPEMEHHU

yAepXaHUAa OCHOBHOTrO Nnuka Ha

XpomMaTorpamme 3TanoHHOro pacteopa

oKCUMeTasonuHa rnapoxnopuaa,

NONy4eHHOro Npu TECTUPOBaAHUN MeToAA.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTtenbHas nnotHocts | 1,006 - 1,010
(d 20/20)
pH/ pH From5.6t06.1/5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 284 mOsmol/kg
OcMONANBHOCTL 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
WwWWw.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 / CEPTUDUKAT AHATNTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

cnpeun HasanbHbIW 4O3UPOBaHHbIN, 22,5 mkr/ao3a

81725406
242760A

Manufacturing date (mm.yyyy): /

ga'ra npoussoncrea !MM.I'I"IT!:

Expiry date (mm. 1/
Cpok rogHoCTH (MM.FITT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTensL B COOTBETCTBUMN

¢ perucTtpauueit B Poccum:

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

Parameter / NapameTtp

Specifications / Cneundukaunmn

Results / PeaynbTaTthl

Mpuwmecs ZP-1 — He Gonee 1,5%

Average dose and Average dose 45 mg £15 %. 48.98 mg/ 48,98 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpepHsa pnosa v Average dose +25 %.
OAHOPOAHOCTL Max. 2 from 10 doses > +25 % from
AocTaBnsAemomn [03b! average dose mass
But always < £35 % from average dose
mass /
CpeaHsis ao3a 45 mr £15%.
OaHopoaHOCTL AOCTaBNAEMON AO3bI:
cpeaHnan aosa +25%.
Makc. 2 u3 10 o3 > +25% oT cpegHen
Macch! Bo3bl, Ho Bcerga < +35% ot
cpeaHen mMacch! 403bl
Quantity of doses per pack / [ Not less than 190 doses per pack / conforms
KonuyecTtso n03 Ha He meHee 190 n03 Ha ynakoBky
ynakoBKy
Relative impurities / Impurity A— NMT 2.0 %/ <0.03%/<0,03%
PoacteeHHble npumecy Mpumeck A — He Gornee 2,0%
Impurity ZP-1 — NMT 1.5 % / <0.04%/<0,04%

Single unknown impurity — NMT 1.0 % /
OanHoYHan HemaeHTUMUMpOBaHHAA
npumech — He 6onee 1,0%

<01%/<01%

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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [Ipoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpen HasanbHbIA [O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
242760A
/

ga'ra npounssoncTea ‘MM.I'ITI'!:

Expiry date (mm. 1/
Cpok rogHocTH (MM.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

MNpousBoauTens B COOTBETCTBUU

¢ perucrpauueil B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudukauuu

Results / PesynbTaTthbl

Microbial purity /
Mukpobuonornueckas uncroTa

TAMC — NMT 10? CFU/m! / 0 CFU/10 ml
Obuwee konuuecTBo a’apobHbIX

MWUKPOOpraHu3amMoB — He Bonee

102 KOE/mn

TYMC — NMT 10! CFU/mlI / 0 CFU/10 ml

ObLee KoNMUeCcTBo APOXOKEBbIX U
nnecHesbIx rpubos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa —
absence/ml / Pseudomonas
aeruginosa — OTCyTCTBUE B 1 Mn

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 mi

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyecteseHHoe cofepxkaHue (22,5 mkr/gosa: 450-525 mxr/mn
oKcMMeTasonnHa OKCUMETa30nuHa ruapoxnopuaa
rnapoxnopuaa

496.0 pg/ml / 496,0 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
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpeu Ha3anbHbIA 4O3UPOBaHHbLIN, 22,5 MKr/Ao3a

81725406
242760A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTBa !MM.I'ITI'!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogm‘enb B COOTBETCTBUMK

¢ peructpauuen B Poccum:

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

Parameter / MNapameTtp

Specifications / Cneundukaummu

Results / PesynbTatbl

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 MA B NONU3TUNEHOBOM
cdnakoHe ¢ AO3MPYOLLNM
YCTPOWCTBOM 1 3aLLUTHBIM
NONMU3TUIEHOBBLIM KOSINAYKOM.

1 pnakoH 1 NUCTOK-BKNAAbILL B
KapTOHHOW Naudke. He meHee
190 003 Ha thnakoH.

Package / 10 mi 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 NONN3TUNEHOBOM
cdnakoHe ¢ fO03UpYyIOWUM
YCTPONCTBOM W 3aLMTHBLIM
NONN3ITUNEHOBLIM KONMNAYKOM.

1 dnakoH B nauvke. He meHee
190 po3 Ha cnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBETCTBUM C HOPMATUBHbLIM
OOKYMEHTOM

Complies as prescribed /
CooTtBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosusa xpaHenns

At the temperature not more than 30°C. /

[Mpn Temnepatype He sbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roaa

Assessment: / 3akoueHue:

Date / Signature of Qualified Person: /
Qara / nognucb yNnonHoMo4eHHOro nuua:

HopmaTusHoro aokymeHTa J1M-000511-261

P&G Health Austria GmbH &

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

Co. OG

The batch complies with the specification according to ND J1I1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua coorseTcTBYET CrieumdnKaLmam
017 (uameHeHne Ne 1 ot

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




