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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJNIU3A

Product: / MpogykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3WBUH CEHCUTUB,

cnpei Ha3anbHbIA AO3UMPOBaHHbIN, 11,25 MKkr/ao3a

81724614
243000A

Manufacturing date (mm.yyyy): /

QaTa npoussoacrtea ! MM.I'I'I'I'!:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

n pou3sBoauTenb B COOTBETCTBUU

c perucrpaumeir B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudukayumn

Results / PeaynbTtathl

Description / Onucanwue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbliit UNK NOYTH
Npo3payHbIi, NoYTH GecuBeTHbIN Unn
cnerka XenTblil pacTBop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTuuHOCTL required to correspond to the retention
oKCMMeTasonnHa time of the main peak on the
ruapoxnopuga chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpema

YAEP>KaHUA OCHOBHOIO NKa Ha

XpomaTtorpaMmme 1cnblTyeMoro pactsopa

AOMKHO COOTBETCTBOBATL BPEMEHU

yAEpXXaHNs OCHOBHOTO NUKa Ha

XpomaTtorpaMmme 3TanoHHOro pacteopa

oKCUMeTasonuHa ruapoxnopuaa,

NONYYEHHOro NpY TECTUPOBaHUN

MerToaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OtHocuTtenbHas nnotHocts | 1,006—-1,010
(d 20/20)
pH/ pH From 5.6 t0 6.1/5,6-6,1 5.9/5,9

Osmolality / OcmonsnbHoCTb

From 270 to 330 mosmol/kg /
270-330 mocmonb/Kr

292 mosmol/kg

Extracted volume /
MsBnekaemoblt 06bem

Not less than declared /
He meHee 3aaBneHHoro

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
WwWW.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 AHAIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UWBWH CEHCUTUB,

cnpew HazanbHbIN 403UPOBaHHbLIN, 11,25 MKr/ao3a

81724614
243000A

Manufacturing date (mm.yyyy): /
Qarta npousBoacTea (MM.rrrr): 10.2021

Expiry date (mm.yyyy): /

Cpok rogHocTU (MM.rrrT):

10.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTenb B COOTBETCTBUMU

c peructpauunei B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundukauum

Results / PesynbTtarhl

Average dose and uniformity
of delivered dose / CpegHssa
00323 N 0fAHOPOAHOCTb
AoCTaBNsiemMon Ao3bl

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 /

CpeaHss nosa 45 mr £15%.
OpHOpoOAHOCTL AOCTABNAEMON A03bl:
cpeaHAn aosa +25%.

Make. 2 n3 10 no3 > +25% oT cpegHei
Macchbl 403bl, HO Bcerpa < +35% ot
cpegHen macchl 403bl

49.98 mg /49,98 mg

Quantity of doses per pack /
Konu4ecteo 003 Ha ynakoBKy

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

conforms

Relative impurities /
PoacTeeHHble npumecu

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 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 % /
OavHouYHan HenaeHTUMUMPOBaHHas
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

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
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoaykTr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UWBUH CEHCUTUB,

cnpen HasanbHbIA 4O3UPOBaHHbLIN, 11,25 mKkr/go3a

81724614
243000A

Manufacturing date (mm.yyyy): /

ga'ra npounisoanctea ‘MM.I'I'I'I'[:

Expiry date (mm. i)
Cpok rogHocTU (MM.rrrT):

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

I'Igousaogmenb B COOTBETCTBUU

¢ peructpauueir B Poccuum:

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

Parameter / MapameTp

Specifications / Cneuudukauun

Results / PeaynbTaTthl

O6Liee KONMYECTBO APOXOKEBBIX U
nnecHesbiX rpnbos — He Gonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10 ml
Mukpobuonorudyeckas Obuwiee konnyecTso aspoBHbIX
uucroTa MUKpOOpraHuamos — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

Pseudomonas aeruginosa — absence/mi /
Pseudomonas aeruginosa — oTcyTcTBue B
1 wMn

Absentin 1.0 mi/ 1,0 ml

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

Absentin 1.0 m!/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 - 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuyectseHHoe copepxanue | 11,25 mkr/aosa: 225-262,5 MKkr/mn
OKCUMETa30nuHa OKCUMETa3onuHa ruapoxnopuaa
rmgpoxnopuaa

249.8 pyg/ml / 249,8 pg/mi

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
UID-Nr. ATU43740706
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTMUB,
cnpen HasanbHbI 4O3MPOBaHHLIN, 11,25 Mkr/ao3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 243000A
Manufacturing date (mm.yyyy): /
Qata npoussoacTsa (MM.ITTT): 10.2021
Expiry date (mm.yyyy): /
Cpok rogHocTh (Mm.rrrr): 10.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[pousBoauTENnL B COOTBETCTBUM
€ perucrtpauuen B Poccum: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / MapameTp Specifications / Chneuudukaummn | Results / Peaynbrathl
Packaging / YnakoBka Package / 10 ml in polyethylene Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and with
with a protective polyethylene cap. |a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 MmN B NONU3TUNEHOBOM 10 mn B NonNuaTuneHosom
cnakoHe ¢ fo3npyoLWUM cbnakoHe ¢ fo3npyoWwuM
YCTPOWUCTBOM W 3aLLUTHbLIM YCTPOWCTBOM U 3aLNTHBIM
NONU3TUNEHOBLIM KONMAYKOM. NONUITUNEHOBbLIM KONNAYKOM.
1 donakoH n NUCTOK-BKNaabIL B 1 donakon u nucTok-BxNaabiw B
KapTOHHO® nauke. He meHee KapToHHOI nadke. He meHee
190 803 Ha ¢hnakoH. 190 f03 Ha hnakoH.
Labeling / MapkupoBska In accordance with ND / Complies as prescribed /
B cooTseTcTBUM € HOpMmaTuBHBIM | CoOTBETCTBYET NpeanvcaHHOMy
DOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnoeust xpaHeHus Mpw Temnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus |3 years / 3 roga

Assessment: /| 3aknioyeHue The batch complies with the specification according to ND 1I1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cooTBeTCTBYET CNeumdukaumam
HopmaTusHoro aokymeHta fiM-000511-261017 (usmeHeHue Ne 1 ot

Date / Signature of Qualified Person: /
Qarta / nognucb YNonHoMO4YeHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau * Austria
Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an der Drau
Telefax +43 (0)4762 51 51-440 Landesgericht Klagenfurt FN 168759a
www.pg.com UID-Nr. ATU43740706




