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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIA A03UPOBaHHbLIN, 22,5 MKr/go3a

81725406
242730A

Manufacturing date (mm.yyyy): /

ga'ra npou3BoacTea !MM.I’I’I’I‘!:

Expiry date (mm. </
Cpok rogHoCcTH (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

I'Ipomsog_wrenb B COOTBETCTBUN

c peructpauyueit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauumn

Results / Pe3ynbTtathl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Npo3payvHbIii NN NOYTU
npo3payHbIin, nouTn 6ecuseTHbIn nnu
crnerka XXenTblid pacTeop.

conforms

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochliroide / chromatogram of tested solution is
NaeHTUYHOCTL required to correspond to the retention time
OKCUMETa30NnHa of the main peak on the chromatogram of
rmapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAepXaHua OCHOBHOFO Nuka Ha

Xpomarorpamme 1CnbITyemoro pacrsopa

AOMKHO COOTBETCTBOBaTb BpEMEHU

yAep)aHWA OCHOBHOrO nuka Ha

XpoMaTorpaMmme 3TanoHHOro pacTteopa

OKCUMETAa30MnHa rnapoxnopuaa,

NonMy4YEHHOro Npy TECTUPOBaHUM MeToAA.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 /1,00
OTtHocuTenbHaa nnoTHocTb | 1,006 - 1,010
(d 20/20)
pH /pH From5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg
OcMonNAnNbHOCTbL 270 - 330 mocmonb/kr

Extracted volume /
N3Bnekaembii 06bem

Not less than declared /
He meHee 3asBneHHoro

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
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykTr

SAP-Code: / Kon SAP:
Batch no.: / N2 naptuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 yg/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA A03UPOBaHHbLINA, 22,5 MKr/ao3a

81725406
242730AA

Manufacturing date (mm.yyyy): /

gaTa npon3BoacTBa ‘MM.I‘I’I’I’!:

Expiry date (mm. 1/
Cpok rogHOCTU (MM.ITIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUM

c perucrtpauueir B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauum

Results / PeaynbTaTbl

PoacreeHHble npumecun

Mpumech A — He Bonee 2,0%

Average dose and Average dose 45 mg +15 %. 46.38 mg / 46,38 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpepHsia posa u Average dose 125 %.
0A4HOPOQHOCTL Max. 2 from 10 doses > +25 % from
JocTaBnsiemMoil A03bl average dose mass
But always < £35 % from average dose
mass /
CpepHsas nosa 45 mr £15%.
OpHopogHOCTL AOCTaBNAEMON [03bl:
cpeaHsn aosa +25%.
Makc. 2 us 10 po3 > £25% ot cpeaHen
Maccbl A03bl, HO Bceraa < +35% ot
cpepHei Macchl 403bl
Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonnyecTtso A03 Ha He meHee 190 403 Ha ynakoBKy
ynakoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%

Impurity ZP-1 — NMT 1.5 % /
Mpumeck ZP-1 — He HGonee 1,5%

<0.04%/<0,04 %

Single unknown impurity — NMT 1.0 % /
OpaunHovHas HeupeHTUULMpoBaHHas
npumech — He Honee 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
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
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIW 403MPOBaHHbIN, 22,5 MKr/ao3a

81725406
242730AA

Manufacturing date (mm.yyvyy): /

ga'ra npounssoacrsea ‘MM.I'I'I'I'!:

Expiry date (mm. A
Cpok rogHocTu (MM.ITrT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MpoussoauTens B COOTBETCTBUMN

¢ perucrtpauuen 8 Poccuu:

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

Parameter / [MapameTtp

Specifications / Cneundgukaumvm

Results / PesynbTaTthl

Microbial purity /
Mukpo6uronoruyeckan uncroTa

TAMC — NMT 102 CFU/ml / 0 CFU/10 mi
O6Lwee konuyecTso a3pobHbIX

MUKpoOpraHuamos — He 6onee

102 KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 ml

Obuwee KONUYECTBO APOIOKEBLIX U
nnecHesbIX rpnbos — He 6Gonee
10! KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml| / Staphylococcus
aureus — otcyTcTeue B 1 mn

Absentin 1.0 ml/ 1,0 ml

Assay Oxymetazoline

22,5 pug / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml/
KonuuecteeHHoe coaepxaHue |22,5 mkr/posa: 450-525 mkr/mn
OKCUMETa3onunHa OKCMMETa30NuHa ruapoxnopuaa
rmapoxnopvaa

481.0 pg/mi / 481,0 ug/mi

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
WWw.pg.com

Rechtsform: Offene Gesellschaft (OG)

Sitz der Gesellschaft: Spittal an der Drau
Landesgericht Klagenfurt FN 168759a
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAINIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTMUB,
cnpei HazanbHbIN [O3MPOBaHHbIN, 22,5 MKr/ao3a

81725406
242730AA

Manufacturing date (mm.yyyy): /

gaTa npon3BoacTBa !MM.ITITI:

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.ITrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpoussoaguTens B COOTBETCTBUM

C peructpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukauwnu

Results / PesynbTarb!

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 MmN B NONWU3TUIEHOBOM
dnakoHe ¢ Ao3mpyownm
YCTPOWNCTBOM U 3aLUTHBIM
NONNITUNEHOBBIM KOMNAYKOM.

1 bnakoH n NUCTOK-BKNAABIL B
KapTOHHON nNauyke. He meHee
190 n03 Ha ONAKOH.

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 NOANATUNEHOBOM
cnakoHe ¢ 4O3npYIOLWUM
YCTPOMCTBOM U 3aLUTHLIM
NOAU3ITUNEHOBLIM KONMAYKOM.

1 pnakoH B nauke. He meHee
190 A03 Ha chnakoH.

Labeling / Mapkuposka

in accordance with ND /
B cooTBeTCTBUM C HOPMATUBHLIM
HOKYMEHTOM

Compilies as prescribed /
CooTBeTCcTBYET NPpEegncaHHOMY

Storage conditions /
Ycnosusi xpaHeHust

At the temperature not more than 30°C. /

[Mpn Temnepatype He Boilwe 30°C.

Shelf-life / Cpok xpaHeHus

Jyears/ 3 roga

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /
Qata / noanucb YyNonHOMoueHHOoro nuua: 2

The batch complies with the specification according to ND JIM-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTua cooTBeTcTBYET CNeLuudunkaymam

HopmaTusHoro gokymeHta J1M-000511-261017 (uameHeHue Ne 1 ot
04.02.2019, nameHeHue Ne 2 ot 19.11.2019)
5
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