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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 uyg/dose /

HA3UBUH CEHCUTMUB,

cnpen HasanbHbLIW A4O3UPOBaHHLIN, 22,5 MKr/Qo3a

81725406
242750A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrTea ‘MM.I’I’I’I’!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MNpou3ssoaunTen B COOTBETCTBUMU

¢ peructpauyuen B Poccuu:

«®amap Xanc Kaa Cepeucus Magpua, C.AY.»

Parameter / Napametp

Specifications / Cneundukauyumu

Results / Peaynbratbl

Description / Onucanne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3pauHbii unu nouTu
Npo3payHbiv, NouTy 6ecuseTHbIN Unn
cnerka XenTbi pacTsop.

conforms

Identification Oxymetazoline
hydrochliroide /
NaeHTnyHoCTb
OKCMMEeTas3onuHa
rnapoxriopvaa

The retention time of the main peak on the
chromatogram of tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
yAepXaHusi OCHOBHOTO NUKa Ha
XpomarorpaMmme UCrbITYeMOoro pacresopa
AOMKHO COOTBETCTBOBATL BpEMEHU
yAep»XaHUs OCHOBHOro NUKa Ha
XpomartorpaMme 3TanoHHOro pactesopa
OKCMMETAa30NNHa rmapoXIopuaa,
NOMyYeHHOro NpW TECTUPOBaHUN METOAA.

conforms

N3snekaembli 06bem

He meHee 3aaBneHHoro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 / 1,008
OTHocutenbHana nnoTtHocTb | 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 / 285 mOsmol/kg
OcMonanbHOCTD 270 - 330 mocmonb/kr

Extracted volume / Not less than declared / conforms
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PeG

CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

cnpeu HasanbHbIA AO3UPOBaHHbLIW, 22,5 MKr/ao3a

81725406
242750A

Manufacturing date (mm.yyyy): /

gaTa npow3BoacTea ! MM. I'I'I'I'!:

Expiry date (mm. il )
Cpok roagHoOCTHN (MM.IIIT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

"EOM3BOQMTGJ’IB B COOTBETCTBUMU

¢ perucTtpauueint B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaummn

Results / PeaynbTaTthl

PoacreeHHble npumecu

Mpumeck A — He Gonee 2,0%

Average dose and Average dose 45 mg £15 %. 49.54 mg/ 49,54 mg
uniformity of delivered dose | Uniformity of delivered dose:
/ CpegHsaa fgo3a v Average dose 25 %.
OAHOPOAHOCTb Max. 2 from 10 doses > £25 % from
AocTasnsiemMon gossl average dose mass
But always < £35 % from average dose
mass /
CpeaHsns ao3a 45 mr £+15%.
OpnHOpOAHOCTL AOCTaBNAEMON A03bI:
cpenHAa aosa +25%.
Makc. 2 n3 10 gos > +25% ot cpegHei
Macchbl 03bl, HO Bceraa < +35% ot
cpeaHen maccbl 4O3b!
Quantity of doses per pack / | Not less than 190 doses per pack / conforms
Konuuyecteo Ao3 Ha He meHee 190 fo3 Ha ynakoeky
yMaKoBKY
Relative impurities / Impurity A— NMT 2.0 % / <0.03%/<0,03%

Impurity ZP-1 ~ NMT 1.5 % /
Mpumecb ZP-1 — He Gonee 1,5%

<0.04 % /< 0,04 %

Single unknown impurity — NMT 1.0 % /
OavHouHan HengeHTuULMpoBaHHas
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




Page 3 of 4/ CtpaHuua 3 us 4

PeG

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpei Ha3anbHbIN 4O03UPOBaHHbLIN, 22,5 mKrino3a

81725406
242750A

Manufacturing date (mm.yyyy): /

ga'ra npou3BogcTBa ‘MM.I'ITI'I:

Expiry date (mm. i |
Cpok rogHocTH (MM.IIIT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

MpoussoauTens B COOTBETCTBUMN

¢ perucTpauuei B Poccuum:

«®amap Xanc Kaa Cepsucus Magpua, C.AY.»

Parameter / MNapameTtp

Specifications / Cneuudukauum

Results / PesynbTarthi

Microbial purity /
Mukpobuonoruueckas yuctoTa

TAMC — NMT 102 CFU/ml / 0 CFU/10 ml
O6Lee konuyecTBo asapobHbLIX

MWUKPOOpPraHM3MoB — He Bonee

102 KOE/mn

TYMC — NMT 10" CFU/mI / 0 CFU/10 mli

ObLee KONM4ECTBO APOXOKEBLIX U
nnecHesbix rpubos — He Gonee
10" KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — oTcyTcTBue B 1 Mn

Absentin 1.0ml/ 1,0 ml

Assay Oxymetazoline

22,5 pg / dose: 450 — 525 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuyectBeHHoe coaepxaHue |22,5 mkr/aosa: 450-525 mkr/mn
OKCUMETa30MMnHa oKcumeTasonuHa ruapoxnopuga
rmapoxnopuaa

496.0 pg/ml / 496,0 pg/mi
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Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIA AO3UPOBaHHbLIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 81725406
Batch no.: / Ne naprtuu: 242750A
Manufacturing date (mm.yyyy): /
Qara npoussoacTea (MM.rrrr): 09.2021
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITrT): 09.2024
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoguTenb B COOTBETCTBUU
C perucrtpauueit B Poccum: «®amap Xanc Kaa Cepucusz Magpupg, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundukaumm | Results / Peaynbrars!
Packaging / YnakoBska Package / 10 ml in polyethylene | Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and
with a protective polyethylene with a protective polyethylene cap.
cap. 1 vial and a patient 1 vial and a patient information
information leaflet in a carton. At |leaflet in a carton. At least 190
least 190 doses per vial. / doses per vial. /
10 Mn B NONU3TUNEHOBOM 10 Mn B NONU3TUNEHOBOM
thnakoHe ¢ A403NpyIOLUM dbnakoHe ¢ A03MpYIOWUM
YCTPONCTBOM W 3aLUTHbLIM YCTPONCTBOM U 3aLLNTHbLIM
NONU3TUNEHOBbLIM KOMNAYKOM. NONN3TUNEHOBLIM KONNAYKOM.
1 ¢onakoH 1 NUCTOK-BKNaAbiLL B 1 cbnakoH B nauke. He meHee
KapTOHHOM nauke. He mexHee 190 o3 Ha chnakoH.
190 A03 Ha dinakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTBeTcTBMM C HOPpMaATUBHBIM | COOTBETCTBYET NPEesnMcaHHOMY
OOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnoeus xpaHeHus Mpu remnepatype He Bbiwe 30°C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga

Assessment: / 3aknioueHue: The batch complies with the specification according to ND NM-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / NapTtusi cooTBeTCTBYET CNeuuduKaLnam
HopmaTtusHoro pokymexta J1IM-000511-261017 (uameHeHue Ne 1 ot
04.02.2019, nsmenenue Ne 2 ot 19.11

UNTEREGGEE

Date / Signature of Qualified Person: /
QaTta / nognucb yNnonHoOMo4eHHOro nuua:

P&G Health Austria GmbH & Co. OG
Hésslgasse 20 » 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschalt{&

Telefon +43 (0)4762 51 51-0 Sitz der Gesellschaft: Spittal an derRdd®d 0L °
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