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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / pogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 pg/dose /

HA3UBWH CEHCUTUB,

cnpein HasanbHbIN [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270870A

Manufacturing date (mm.yyyy): /

ga'ra npovssoaAcTsa !MM.I'I'I'I'!Z

Expiry date (mm. :I
Cpok rogHocTH (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpousBogurens B COOTBETCTBUU

C perucrpauven 8 Poccuu:

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

Parameter / NapameTp

Specifications / Cneuncukaumnm

Results / PesynbTtarthbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3spayHbii Unn NoyTH
npo3payHbIi, NoYTK 6ecLBETHbIR UnK
cnerka XenTblil pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochlroide / chromatogram of tested solution is
NaeHTUYHOCTD required to correspond to the retention time
OKCUMETa3oNuHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpemsa

yAepXaHua OCHOBHOro NUKa Ha

XpomaTorpaMmme UCnbITYyeMoro pactsopa

AOSMDKHO COOTBETCTBOBATL BPEMEHU

yAEpXaHuA OCHOBHOrO NUKa Ha

XpomaTtorpamme 3TafnioHHOro pactsopa

oKCMMEeTasonuHa rugpoxropuaa,

Nony4YeHHOro Npu TeCTUpoBaHUU MeToaa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 / 1,007
OTtHocuTenbHas nnoTHocTL | 1,006 - 1,010
(d 20/20)
pH/pH From5.6t06.1/5,6 - 6,1 5.9/59
Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg
OCcMOonNANbHOCTb 270 - 330 mocmonb/Kr

Extracted volume /
MN3snekaembii 06bem

Not less than declared /
He meHee 3asiBneHHoOro

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
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 AHAJNIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTUB,

cnpeu HasanbHbIM 403UPOBaHHLIN, 22,5 MKr/go3a

81725406
270870A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacrTBa ‘MM.I’I’IT!:

Expiry date (mm. il
CpokK roaHocTH (MM.rrrr):

11.2022

11.2025

Manufacturer according to the

registration in Russia: /

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

MpousBoguTensL B COOTBETCTBUU

c peructpauueii B Poccuu:

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

Parameter / lMapameTtp

Specifications / Cneundukaummn

Results / Peaynbtarthl

Average dose and
uniformity of delivered dose
/ CpegHas nosa n
OOHOPOAHOCTb
JocTasnsemMon gosbl

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 /

CpepnHsan fosa 45 mr +15%.
OpaHOpoAHOCTL AOCTaBNAEMOR [03bI:
cpenHnan fosa +25%.

Make. 2 uz 10 po3 > +25% oT cpeaHen
Macchbl A03bl, HO Bceraa < +35% ot
cpeaHen macchl fo3bl

49.12 mg/ 49,12 mg

Quantity of doses per pack /
KonudecTso A03 Ha
ynaKkoBKy

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynaKkoBKy

conforms

Relative impurities /
PopacTBeHHbIe npumech

Impurity A — NMT 2.0 % /
Mpumecb A — He Bonee 2,0%

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity — NMT 1.0 % /
OAaunHouHasa HenpgeHTuduLMpoBaHHas
npumeck — 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

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 AHANU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /
Oara npousBogcrea (MM.rrrr):

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

Manufacturer according to the
registration in Russia: /

MpousBoauTeNnL B COOTBETCTBUM

c peructpauuei B Poccum:

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWUH CEHCUTUB,

crnpeu HasanbHbIW 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
270870A

11.2022
11.2025
Famar Health Care Services Madrid, S.A.U./

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

Parameter / NapameTtp Specifications / Cneundukauuu Results / PeaynbTarhl

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/10 ml
Mukpo6uonoruueckas yncrora | Obwee konuyecTso aspobHbIxX
MUKpOOpraHuamoB — He Bonee
102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml
O6ulee KONUYECTBO APONCKEBLIX U
nnecHesblix rpubos — He Gonee
10' KOE/mn

Pseudomonas aeruginosa — Absentin 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — oTcyTCTBUE B 1 MN

Staphylococcus aureus — Absentin 1.0 ml/ 1,0 mi
absence/ml / Staphylococcus
aureus — oTcyTCTBME B 1 MN

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 g of 484 pg/ml / 484 ug/mi
hydrochloride / oxymetazoline hydrochloride / ml/

KonunuecteeHHoe cogepxanue | 22,5 mkr/gosa: 450-525 mkr/mn

oKCUMETasonmHa OKCMMETas3oNnHa ruapoxnopuaa

ruapoxnopvaa

P&G Health Austria GmbH & Co. OG

Hésslgasse 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 / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpewn Ha3asnbHbIl 4O3MPOBaHHbIN, 22,5 Mkr/ao3a

81725406
270870A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTtTea !MM.I'ITI'!!

Expiry date (mm. )
CpoK rogHoCcTH (MM.rTrT):

Manufacturer according to

11.2022

11.2025
the

reqistration in Russia: /

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

MpousBoguTesib B COOTBETCTBUM

c peructpauueii B Poccuu:

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

Parameter / llapameTp

Specifications / Cneundukaunu

Results / PesynbTtarbl

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 M1 B NOANITUNEHOBOM
¢dnakoHe ¢ Ao3npyOWUM
YCTPOWCTBOM U 3alUTHBIM
NONUITUMNEHOBBLIM KONNA4YKOM.

1 cbnakoH u NuCToK-BKNaabIW B
KapTOHHOM nauke. He mexHee
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 NONNITUNEHOBOM
chnakoHe ¢ Ao3npylowum
YCTPONCTBOM W 3aLUUTHBLIM
NONU3ITUNEHOBLIM KONMAYKOM.

1 chnakoH B navke. He meHee
190 o3 Ha chnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTtBeTCTBMMN C HOPMATUBHBIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTCTBYET NpegnnucaHHoMy

Storage conditions /
Ycnosus xpaHeHust

At the temperature not more than 30°C. /

Mpu Temnepartype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3years/ 3 roga

Assessment: / 3aknioyeHuU

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 cooTeeTCTBYET CneuuduKkauvam

HopmMaTusHoro gokymenra JIM-000511-261017 (nameHeHne Ne 1 ot
04.02.2019, nameHenue Ne 2 ot 19.11.2019)

Date / Signature of Qualified Person: /

ga'ra / noganucb ynonHOMOYeHHOro nmua: £

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




