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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoAaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTMUB,

cnpein HasanbHbIW [QO3UPOBaHHbLIN, 22,5 MKr/a03a

300028332
236150A

Manufacturing date (mm.yyyy): /

Qdarva npou3soacrea ‘MM.I‘ l'l'l'!:

Expiry date (mm. 2/

Cpok roagHoCcTH (MM.ITTT):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTent B COOTBETCTBUYU

C perncrpauvei B Poccuu:

«®amap Xanc Kza Cepsucus Maapua, C.A.Y.»

Parameter / NapameTp Specifications / Cneundukauumn Results / PeaynsTaTthi
Description / Onucanue Transparent or nearly transparent, from conforms

almost colorless to slightly yellow

solution. / Mpo3pauHbIi unAKn nouTn

NPo3payHblil, NOYTN GecuBeTHbLIR Nnn

chnerka XenTbl pacTeop.
Identification Oxymetazoline | The retention time of the main peak on the [conforms
hydrochlroide / chromatogram of tested solution is
MaeHTuuHoCTL required to correspond to the retention time
OoKCUMETa30MnnHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAEepXaHUA OCHOBHOTO NUKA Ha

XpomarorpaMmme UCnbITyemMoro pacTeopa

AOMKHO COOTBETCTBOBATH BPEMEHMU

yAepxaH1usi OCHOBHOrO NuKa Ha

XpomaTorpamme 3TanoHHOro pacTeopa

oKCUMeTa3onuHa ruppoxnopuaa,

Mosy4EHHOro Npu TeCTUPOBaHUN MEeToAa.
Relative density (d 20/20) / {From 1,006 to 1,010/ 1.008 / 1,008
OTtHocuTenbHaa 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 / 291 mosmol/kg
OcMonsAnNbHOCTL 270-330 mocmonb/kr
Extracted volume / Not less than declared / conforms
U3ssnekaemeblit 06bem He meHee sasBneHHoro

P&G Health Austria GmbH & Co. OG

Hdsslgasse 20 » 9800 Spittal an der Drau * Austria

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

Rechtsform: Offene Gesellschaft (0G)

Sitz der Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740708
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [poaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3NBUH CEHCUTUB,

cnpel HasanbHbIW 4O3UPOBaHHLIW, 22,5 MKr/Ao3a

300028332
236150A

Manufacturing date (mm.yyyy): /

Qara npou3Boancrea ‘MM.I‘I’I‘I’I:

Expiry date (mm.yyyy): /
Cpok rogHocTu (Mm.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

I'Igousaogwrenb B COOTBETCTBUMU

C perucrpauven B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneuudukayumn

Results / PesynbTarb!

Average dose and
uniformity of delivered dose
/ CpepHsas nosa un
OQHOPOAHOCTL
AOCTaBNAEMON A03b)

Average dose 45 mg 15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < +35 % from average dose
mass /

CpepHnan posa 45 mr +15%.
OAHOPOAHOCTL AOCTaBNAGMOI A03b!:
cpeaHss nosa +25%.

Makc. 2 u3 10 go3 > +25% ot cpeaHeln
Maccbl Ao3bl, HO Beeraa < +35% ot
cpefHein macchl A03bl

4712 mg/ 47,12 mg

Quantity of doses per pack /
KonuyecTso 003 Ha
YNaKkoBKy

Not less than 190 doses per pack /
He mexee 190 go3 Ha ynakoBsky

conforms

Relative impurities /
PoacTeeHHbie npumeck

Impurity A = NMT 2,0 % /
Mpumecsk A — He Gonee 2,0%

0.0%/ 0,0%

Impurity ZP-1 - NMT 1,5 % /
[Mpumeckh ZP-1 — He Gonee 1,5%

0.0%/ 0,0%

Single unknown impurity — NMT 1,0 % /
OAavHouHas HenaeHTUUUMPOBaHHAR
npumech — He 6onee 1,0%

01%/ 01%

Total impurities NMT4,9 % /
Bcero npumeceit — 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
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 AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

Cnpen HasanbHbLIN AO3UPOBaHHLIR, 22,5 Mkr/go3a

300028332
236150A

Manufacturing date (mm.yyyy): /

Oara npoussoacrea !MM.I‘I"I’I‘!:

Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.FrrT):

Manufacturer according to the
registration in Russia: /

06.2021

06.2024

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

nEOH3BOBI¢ITeIIb B COOTBETCTBUU

€ perucrpayven 8 Poccuu:

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

Parameter / Napamerp

Specifications / Cneundukayum

Results / Peaynosrarth!

Microbial purity /
Mwukpobuonorudeckas uncrorta

TAMC — NMT 102 CFU/m!/ 0 CFU/10 mi
Obujee konuuecTeo aapobHbIX

MWKpoopraHusmoB — He Gonee

102 KOE/mn

TYMC = NMT 10! CFU/m! / 0 CFU/10 mi

Obwee KONUYECTBO APOXOKEBbLIX U
nnecHesbIx rpubos — He Gonee
10! KOE/mn

Pseudomonas aeruginosa —
absence/m| / Pseudomonas
aeruginosa — otcytcrsuve 8 1 mn

Absentin 1.0 ml/ 1,0 mi

Staphylococcus aureus -
absence/ml / Staphylococcus
aureus — oTCyTCTBUE B 1 M

Absentin 1.0 ml/ 1,0 mi

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 pg of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuectserHoe conepxanue | 22,5 mkr/nosa: 450-525 mkr/mn
OKCUMeTa3onuHa OKCUMETasoNuHa ruapoxnopuga
ruapoxsnopuaa

485.0 pg/mi / 485,0 pg/mi

P&G Health Austria GmbH & Co. OG

Hdosslgasse 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 Geselischaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /
HA3UBWUH CEHCUTUB,
cnpei HasanbHbLIW 4O3UPOBaHHLIA, 22,5 MKr/ao3a

300028332
236150A

Manufacturing date (mm.yyyy): /

gara npou3sofcrea !MM.I’I’I‘I‘!:

Expiry date (mm. 2/

Cpok rogHocTu (MM.rrrr):

06.2021

06.2024

Manufacturer according to the

registration in Russia: /

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

nEOM3BOBVlTeIIb B COOTBEeTCTBUU

C perucrpayueit B Poccuum:

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

Parameter / MapameTp

Specifications / Cneunduxaunn

Results / PeaynbTats!

Packaging / Ynakoeka

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 NONNaTUNEHOBOM
thnakoHe ¢ fo3MpyloLUMm
YCTPOIACTBOM U 3aLLUUTHBLIM
NONUATUNEHOBBLIM KONNAaYKOM.

1 dbnakoH U NucTok-BKNaabILW B
KapToHHOI nayke. He MeHee
190 A03 Ha dnakoH.

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 mMn B nonuaTuneHosoM
¢hnakoHe ¢ Ao3upYIOWUM
YCTPONCTBOM WU 3aWUTHBIM
NONNITUNEHOBLIM KOMMAYKOM.

1 donakoH B nauke. He menee
190 n03 Ha nakoH.

Labeling / MapkupoBska

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHbLIM
BOKYMEHTOM

Complies as prescribed /
CootsetcTsyeT npegnucaHHOMy

Storage conditions /
YcnoBus xpaHeHus

At the temperature not more than 30°C. /

Mpw TemnepaType He Bbilwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3roga

Assessment: / 3akniouenune:

The batch complies with the specification according to ND firl-

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

HopMaTuBHoro gokymenTa J1M-000511
04.02.2019, namerHeHue NIRRTHRIES

Date / Signature of Qualified Person: /

Qara / noaAnucCL yNOonHOMO4YeHHOro 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

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
UID-Nr. ATU437407086




