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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbLIA A03UPOBaHHbIN, 22,5 Mkr/go3a

81725406
262960A

Manufacturing date (mm.yyyy): /

Oara npon3BoacTBa (MM.IIIT):

06.2022

Expiry date (mm. |
Cpok rogHoCcTu (MM.FFTT):

06.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

c perucrpauuein B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuudukaumm

Results / Pe3ynbTarthl

Description / Onucaxue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu noyTn
npospadHbIi, NoYTU BecuBeTHLIN UK
cnerka XenTbli pacTeop.

conforms

MNasnekaembit 06bem

He meHee 3aaBNeHHOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTU4HOCTL required to correspond to the retention time
OoKCUMETa30Nu1Ha of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep>XaHuA OCHOBHOrO nuka Ha

XpomaTtorpaMmme UcrbITyeMoro pactsopa

OOMMKHO COOTBETCTBOBATL BPEMEHU

yAepXaHusa OCHOBHOro NuKa Ha

XpomaTorpamme 3TanoHHOro pacteopa

OKCMMeTasonuHa rugpoxnopuaa,

NONy4eHHOro Npu TECTUPOBaHUM MeToAa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.006 / 1,006
OTtHocuTenbHas nnotHocTb | 1,006 - 1,010
(d 20/20)
pH / pH From 5.6 t0 6.1 /5,6 - 6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 293 mOsmol/kg
OcMoNANbHOCTL 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
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Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBUH CEHCUTUB,

cnpew HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
262960A

Manufacturing date (mm.yyyy): /

gaTa npounssoacrea ‘MM.I'I'IT[:

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

06.2022

06.2025

Manufacturer according to the

registration in Russia: /

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

MNpoussoauTenb B COOTBETCTBUU

¢ peructpauueti B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauunu

Results / PesynbTaTbl

Average dose and
uniformity of delivered dose
/ CpenHsas posa u
OAHOPOAHOCTb
AOCTaBNSEMON 036l

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 /

CpenHsia gosa 45 mr £15%.
OpHOpOAHOCTL 4OCTaBNREMON A03bI:
cpenHsas posa +25%.

Makc. 2 u3z 10 o3 > +25% oT cpegHen
Maccbl 4o3bl, HO Bcerpa < +35% or
cpefiHen macchl 4o3bl

48.21 mg/ 48,21 mg

Quantity of doses per pack /
KonwnyecTteo o3 Ha
ynakoBKy

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

conforms

Relative impurities /
PoacreeHHble npumecu

impurity A — NMT 2.0 % /
Mpumeck 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 % /
OpauHovHasa HemaeHTUUUMpOBaHHaNA
npumeck — He Gonee 1,0%

<01%/<01%

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

<01%/<01%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria
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Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / Mpoaykt

SAP-Code: / Kon SAP:

Batch no.: / N2 naptum:
Manufacturing date (mm.yyyy): /
Qata npoussogcTea (Mm.rrrr):
Expiry date (mm.yyyy): /

CpoK rogHoCTH (MM.ITIT):
Manufacturer according to the
registration in Russia: /

MpoussoguTens B COOTBETCTBUUN
¢ pernctpauuven B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen Ha3anbHbIW QO3UPOBaHHbLIN, 22,5 MKr/go3a

81725406
262960A

06.2022
06.2025
Famar Health Care Services Madrid, S.A.U./

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

Parameter / Mapamerp Specifications / Cneundukaumm Results / PesynbTarthl

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/10 mi
Mukpobuonorudeckas unctota | O6Lyee konnyecTso a3pobHbIX
MUKpOOpraHu3mos — He bonee
102 KOE/mn

TYMC - NMT 10! CFU/ml / 0 CFU/M10 ml
Obwee koNMUECTBO APOXOKEBbLIX Y
nnecHesbIx rpubos — He 6onee
10" KOE/mn

Pseudomonas aeruginosa — Absentin 1.0mi/ 1,0 mi
absence/ml / Pseudomonas
aeruginosa — otcytcTeme 8 1 mn

Staphylococcus aureus — Absentin 1.0 ml/ 1,0 ml
absence/ml / Staphylococcus
aureus — oTcyTcTve B 1 mn

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 ug of 505 pg/ml / 505 ug/ml
hydrochloride / oxymetazoline hydrochloride / ml /

KonuuectseHHoe cogepxaHne | 22,5 mkr/gosa:; 450-525 mxr/mn

oKkcMmeTasonuHa OKCUMEeTa3onuHa rugpoxnopuaa

rmapoxnopuaa

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau » Austria Rechtsform: Offene Gesellschaft (OG)

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. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A
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NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3UWBWUH CEHCUTUB,

cnpei HazanbHbIN [O3UPOBaHHbIN, 22,5 MKr/po3a

Product: / Mpoaykr

SAP-Code: / Koa SAP: 81725406
Batch no.: / N2 naptuu: 262960A
Manufacturing date (mm.yyyy): /

Data npoussoacTBa (MM.Irrr): 06.2022
Expiry date (mm. 1/

Cpok rogHocTH (MM.rrrr): 06.2025

Manufacturer according to the

registration in Russia: /
MpoussogurTensL B COOTBETCTBUN
c perucrpauvein B Poccum:

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

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

Parameter / Mapametrp | Specifications / Cneunduxauum

Resulits / PesynbTatsl

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 NONNITUNEHOBOM
cdnakoHe ¢ fo3unpyowum
YCTPOWCTBOM U 3aLUUTHBIM
NONU3TUNEHOBLIM KONMa4Kom.

1 cbnakoH 1 nuCToK-BKNaabILW B
KapTOHHOMN nauke. He meHee
190 no3 Ha dnakoH.

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 NONUITUNIEHOBOM
conakoHe ¢ fo3npyoWUM
YCTPOUCTBOM U1 3aLLUTHLIM
NONINITUNEHOBLIM KOMNaYKOM.

1 conakoH 8 navke. He meHee
190 no3 Ha ¢hnakoH.

In accordance with ND /
B cooTBeTCTBUMN C HOPMATUBHBIM
DOKYMEHTOM

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET NpeanMcaHHoOMY

Storage conditions /

Ycnoeus xpaHeHus Mpu Temnepatype He Bbiwe 30°C.

At the temperature not more than 30°C. /

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

The batch complies with the specification according to ND Jil1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cootBeTCcTBYET Cneundmrkauuam
HopmatusHoro gokymeHTa JiM-000511-261017 (usmeHeHue Ne 1 ot
04.02.2019, nsmeHeHune Ne 2 ot 19.11.2019)

Assessment: / 3aknioyeHue:

Date / Signature of Qualified Person: /
Oarta / noanucb YNonHOMOYEHHOro 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. ATU43740706



