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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpei HaszanbHbIN [O3UPOBaHHbIN, 22,5 MKr/go3a

81725406
241970A

Manufacturing date (mm.yyyy): /

ga'ra npovn3BoacTBa ! MM.I'I'I'I'!:

Expiry date (mm. 1
Cpok rogHOCTU (MM.ITrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpounssoauTenb B COOTBETCTBUM

c perucTpauueit B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuudukaumumn

Results / PeaynbTaThl

Description / Onucanwue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbiii unu NodTn
npo3payHbiv, NoYTY GecuBeTHLIA UNn
cnerka »XenTbli pacTeop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaeHTuuHoCTL
oKcuMeTasonuHa
rmapoxnopuaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXaHUa OCHOBHOIO NWKa Ha
XpomaTorpamme UCnbITYeMoro pacTsopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAepXaHusi OCHOBHOrO NUKa Ha
Xpomarorpamme 3TasioHHOro pactsopa
OKCUMeTa3onuHa rmgpoxnopuaa,
NonyyYeHHoro Npu TeCTUpoBaHUU MeToAa.

conforms

N3snekaembii 06eM

He meHee 3asBneHHoro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 / 1,007
OTHocuTenbHasa nnotHocTh | 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 / 289 mOsmol/kg
QOcMONANBHOCTL 270 - 330 mocmonb/kr

Extracted volume / Not less than declared / conforms

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 / CEPTUOUKAT AHATIU3A

Product: / MpoaykTr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWH CEHCUTMUB,

cnpeil HasanbHbIA 403UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241970A

Manufacturing date (mm.yyyy): /

gaTa npou3Boacrtea ‘MM.I'ITI'!:

Expiry date (mm. 2/
Cpok rogHocTH (MM.rrrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia;: /

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

Hgousaogmenb B COOTBETCTBUMN

¢ perucTpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbtaThl

PoacTteeHHble npuMmecu

Mpumech A — He 6onee 2,0%

Average dose and Average dose 45 mg 15 %. 46.65 mg/ 46,65 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpeaHsas nosa n Average dose £25 %.
OAHOPOAHOCTb Max. 2 from 10 doses > +25 % from
AocTaBnaemoi [03bl average dose mass
But always < £35 % from average dose
mass /
CpepHsia posa 45 mr +15%.
OpHopoAHOCTb AOCTaBNAEMON 403bi:
cpeaHsasn nosa +25%.
Makc. 2 s 10 go3s > +25% ot cpenHeit
mMacch! fo3bl, HO Bceraa < +35% ot
cpeAHeln Maccol 403bl
Quantity of doses per pack / [ Not less than 190 doses per pack / conforms
Konunuyectso 03 Ha He meHee 190 fo3 Ha ynakosky
ynakoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%

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

<0.04 % /<0,04 %

Single unknown impurity — NMT 1.0 % /
OpauHovHas HeuaeHTUUUMpoBaHHas
npumeck — He 6onee 1,0%

<01%/<0,1%

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

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hésslgasse 20 « 9800 Spittal an der Drau * Austria

Telefon +43 (04762 51 51-0
Telefax +43 (0)4762 51 51-440
www.pg.com

Rechtsform: Offene Geselischaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANUSA

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBUH CEHCUTUB,

cnpeu HasanbHbIW AO3UPOBaHHLIN, 22,5 MKr/ao3a

81725406
241970A

Manufacturing date (mm.yyyy): /

QaTa npou3soacrTea ‘MM.I'I'I'I'!Z

Expiry date (mm. |
Cpok rogHocTu (Mm.rrrr):

Manufacturer according to the
registration in Russia: /

09.2021

09.2024

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

ngousaogm'en b B COOTBETCTBUMU

c peructpauuven B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PesynbTarthl

Microbial purity /
MukpoGuonornyeckas yuctora

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
Obwee konnuyecTBo aapobHbIX

MUKpOOpraHMamoB — He Bonee

102 KOE/mn

TYMC — NMT 10! CFU/mi / 0 CFU/10 ml

ObLee KONMYECTBO APOXOKEBLIX U
nnecHesbIX rpnbos — He Bonee
10" KOE/Mn

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

Absentin 1.0 mi/ 1,0 ml

Staphylococcus aureus —
absence/ml| / Staphylococcus
aureus — oTcyTcTeue B 1 Mn

Absent in 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuyecTtseHHoe coaepxaHue | 22,5 mkr/gosa: 450-525 mkr/mn
okcMmeTasonuHa oKcUMeTasonuHa rmgpoxnopuaa
rmapoxnopuaa

513.0 pg/mi / 513,0 ug/mi

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®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /
HA3UBUH CEHCUTUB,
cnpei Ha3anbHbIN 4O3UPOBaHHbLINA, 22,5 MKr/go3a

81725406
241970A

Manufacturing date (mm.yyyy): /

gaTa npousBsoacrtBa ‘MM.I’I’I’I’!:

Expiry date (mm.yyyy): /

Cpok rogHocTu (MMm.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

lNpoussoauTesnb B COOTBETCTBUM

C pernuctpauumen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauumn

Results / PeaynbTaTthl

Packaging / Ynakoska

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 NONK3TUNEHOBOM
cbnakoHe ¢ fo3upyowmnm
YCTPOWCTBOM U1 3alUTHLIM
NONUITUNEHOBbLIM KONNAYKOM.

1 dhnakoH v NUCTOK-BKNagbILW B
KapToHHOW nauke. He meHee
190 003 Ha hnakoH.

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 NONU3ITUNEHOBOM
¢dnakoHe ¢ Ao3npyloWUM
YCTPOWACTBOM W 3aLLUTHBLIM
NONUITUNEHOBLIM KONMNAYKOM.

1 pnakoH B nayke. He meHee
190 o3 Ha dnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPpMaTUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTtBeTcTByeT NpeanMcaHHoOMy

Storage conditions /
Ycnosust XxpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga

Assessment: / 3akniouyeHue:

Date / Signature of Qualified Person: /
fdara / noanuch ynonHoOMo4YeHHOro 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
Www.pg.com

The batch complies with the specification according to ND J1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTusa cooTBeTCcTBYET CneunduKkauusm

HopmartueHoro gokymeHta JIM-000511-261017 (usmeHeHune Ne 1 ot
04.02.2019, usmerenune Ne 2 ot 19.11.2019)

21

Gruber Katrin

f 7

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




