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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei Ha3anbHbIW [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270900A

Manufacturing date (mm.yyyy): /

gara npou3BogcTBa ‘MM.ITI'I'!:

Expiry date (mm. il
Cpok rogHocTu (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

flpoussoauTensL B COOTBETCTBUU

¢ peructpauuein B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukaumu

Results / PesynbTtaTthbl

Description / OnucaHune

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHbii unu noutn
Npo3payHbli, NouTn 6ecuseTHbIN nnNu
cnerka XXenTblil pacTeop.

conforms

N3Bnekaembith 06bem

He meHee 3asaBNEHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTU4HOCTb required to correspond to the retention time
oxcumeTasonuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep>XaHWA OCHOBHOrO NuKa Ha

XpomaTtorpaMmme UcnbiTyemoro pactsopa

AOSDKHO COOTBETCTBOBATL BPEMEHU

yAep>KaHUA OCHOBHOrO NUKa Ha

XpomaTtorpamme 3TanoHHOro pacteopa

OKCUMeTa3onMHa ruapoxnopuaa,

NONYYEHHOro Npu TECTUPOBaHUY MeToaa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 /1,007
OTHOocuTeNnbHas nnotHocTb | 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 / 286 mOsmol/kg
OcMonanNbHOCTb 270 - 330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3NBUH CEHCUTMUB,

cnpei Ha3anbHbIA AO3UPOBaHHbIW, 22,5 MKr/ao3a

81725406
270900A

Manufacturing date (mm.yyyy): /

gaTa npou3BoacrTea ‘MM.I'ITI'!!

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

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens B COOTBETCTBUU

c peructpaumeii B Poccumu:

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

Parameter / MapameTp

Specifications / Cneyndukaumn

Results / Peaynbrartsl

Average dose and
uniformity of delivered dose
/ CpepHas posa u
OAHOPOAHOCTb
AOCTaBnsaemomn Ao3bl

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 /

CpepnHsia nosa 45 mr £15%.
OpHOPOAHOCTL AOCTaBNAEMON A03bl:
cpeaHana fosa +25%.

Makc. 2 us 10 gos > £25% ot cpeaHei
macchbl A03bl, HO Bceraa < +35% ot
cpefiHel macchl f03bl

48.8 mg/ 48,8 mg

Quantity of doses per pack /
KonnuyecTtso o3 Ha
ynakoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBKy

conforms

Relative impurities /
PoacrteeHHble npumecu

Impurity A—NMT 2.0 % /
Mpumecb A — He 6onee 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 % /
OavHo4vHasa HenaeHTUUUMpOBaHHas
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria

Telefon +43 (0)4762 51 51-0
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy):

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBUH CEHCUTUB,

cnpei Has3anbHbI [O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
270900A
/

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

Cpok rogHoCTH (MM.IFTT):
Manufacturer according to the
registration in Russia: /

11.2022

11.2025

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

MpousBoguTens B COOTBETCTBUU

c perucrtpauuein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudunkauumn

Results /| PeaynbTtathl

Microbial purity /
Mukpobuonoruyeckas umctota

TAMC — NMT 10? CFU/ml / 0 CFU/10 ml
Obuwee konn4yecTso aspobHbIX

MWKpOOpraHn3MoB — He 6Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Ob6uwiee KoNUYEeCTBO APONCKEBBLIX U
nnecHesbIX rpubos — He Gonee
10" KOE/mn

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

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecTteeHHoe cogepxaHune (22,5 mkr/posa: 450-525 mkr/mn
OKCMMETas3onunHa OoKCUMeTas30nnHa rugpoxnopuaa
rmapoxnopuaa

477 pg/ml / 477 pug/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 Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /
HA3UBWH CEHCUTUB,
cnpe Ha3anbHbIN AO3UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
270900A

Manufacturing date (mm.yyyy): /

ga'ra npousBoacTaea ]MM.I'I'IT!:

Expiry date (mm. i)
Cpok rogHoCTH (MM.TTrT):

Manufacturer according to

11.2022

11.2025
the

registration in Russia: /

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

MpousBoguTenb B COOTBETCTBUU

¢ peructpauven B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudukayum

Results / PeaynbTartbl

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 NONU3TUNEHOBOM
chnakoHe ¢ [o3NpYOLLUM
YCTPONCTBOM U 3aLLUTHBLIM
NONUITUNEHOBLIM KONMAYKOM.

1 ¢pbnakoH 1 NUCTOK-BKNaAbILL B
KapTOHHOW nauyke. He meHee
190 n03 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 NONU3TUNEHOBOM
cnakoHe ¢ AO3MpYIOWMUM
YCTPONCTBOM U 3aLLUTHbIM
MONUSTUMEHOBLIM KOJTMAYKOM.

1 conakoH B nauke. He meHee
190 n03 Ha chnakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTcTBUN C HOPMATUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTBeTCcTBYET NpeanucaHHomy

Storage conditions /
Ycnosusi XxpaHeHus

At the temperature not more than 30°C. /

Mpu TemnepaTtype He Bbile 30°C.

Shelf-life / Cpok xpaHeHus

3 years/3roaa

Assessment: / 3aknioueHu

The batch complies with the specification according to ND J111-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / Maptua coorseTcTBYET cneyndukaumsam

HopmaTueHoro gokymenTa JIM-000511-261017 (nameHeHve N2 1 oT
04.02.2019, nameHeHue Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

gaTa / noagnucb ynonHomMoYveHHoro 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

(_/uis}\_,

%

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

Rec/h(tsff&ine Gesellschalt, (o




