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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTMUB,

cnpen HasanbHbLIA A03UPOBaHHbINA, 11,25 Mkr/no3a

81724614
255030A

Manufacturing date (mm.yyyy): /

gaTa npou3Boacrtea !MM.I'I'I'I'!!

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT):

03.2022

03.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

¢ peructpauuei B Poccuu:

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

Parameter / lapameTtp

Specifications / Cneuundukaunun

Results /| PesynbTtarthl

Description / OnucaHne

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHblii unu nouTn
npo3payHbIv, NoYTH 6ecuBeTHLIN UNn
cnerka XenTbii pacTsop.

conforms

Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTuyHOCTD required to correspond to the retention
OoKCUMETAa30MN1Ha time of the main peak on the
rnapoxnopuaa chromatogram of oxymetazoline

hydrochloride standard solution,

received at assay testing. / Bpemsi

YAEPXXaHUS OCHOBHOIO NUKa Ha

Xpomarorpamme UCnbITYeMoro pactsopa

AOMKHO COOTBETCTBOBATL BPEMEHM

YAepXXaHNA OCHOBHOrO NMUKa Ha

XpomarorpaMmme 3TanoHHOro pactesopa

oKcuMmeTasonuHa ruapoxsnopuaa,

NONYy4EHHOro Npu TeCTUpoBaHUU

meToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTHocuTenbHasa nnotHocTs | 1,006-1,010
(d 20/20)
pH/ pH From 5.6 to 6.1/ 5,6-6,1 59/5,9

Osmolality / OcmonanbHOCTb

From 270 to 330 mosmol/kg /
270-330 mocmonsb/kr

291 mosmol/kg

Extracted volume /
MN3snekaembii 06bemM

Not less than declared /
He meHee 3asBneHHoro

conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / poaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /

cnpew Ha3anbHbIN [O3UPOBaHHbLIN, 11,25 MKr/po3a

HA3UWBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 napTum: 255030A
Manufacturing date (mm.yyyy): /
Odata npousBogcTea (MM.IrTTr): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTh (MMm.rrrr): 03.2025

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

C peructpauvei B Poccuu:

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

Parameter / MNapameTtp

Specifications / Cneundmkayun

Results / PesynbTaTthl

Average dose and uniformity
of delivered dose / CpegHsas
A03a N 0aHOPOAHOCTb
AocTaBnsemon fosbl

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 /

CpeaHsas no3a 45 mr £15%.
OpHopogHOCTL AoCTaBNRAEMON A03bL:
cpenHsa gosa £25%.

Makc. 2 n3 10 go3s > +25% oT cpeaHen
Macch! Ao3bl, Ho Bceraa s +35% ot
cpeaHelt Macchbl A03b!

49.71 mg/ 49,71 mg

Quantity of doses per pack /
Konn4yecTeo 403 Ha ynakoBKy

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

conforms

Relative impurities /
PoacteeHHble npuMecn

Impurity A — NMT 2.0 % /
Mpumeck A — He 6onee 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 % /
OpaunHoYHaa HengeHTudUUMpoBaHHas
npumecs — He 6onee 1,0%

<01%/ <01 %

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

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 ¢ 9800 Spittal an der Drau * Austria
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.

gaTa npou3BoAcTBa ‘MM.I’I’I’I’!:

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

Manufacturer according to the

registration in Russia: /

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3NBUH CEHCUTUB,

cnpen Ha3anbHbLIA 4O3UPOBaAHHLIN, 11,25 Mkr/no3a

81724614
255030A

1/

03.2022

03.2025

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

NpousBoguTenb B COOTBETCTBUM

¢ peructpauueit B Poccuu:

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

Parameter / Napametp

Specifications / Cneuundukaummn

Results / Pe3ynbTtatbl

ObLwee KONUYECTBO APOHOKEBBIX U
nnecHesbix rpnbos — He Bonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / O0CFU/10 mi
Mukpobuonoruueckasn O6Lwee konu4ecTso aapobHbIX
yucToTa MUKPOOpPraHu3mMoB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — OTCYTCTBME B
1mn

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0ml/ 1,0 ml

Assay Oxymetazoline

11.25 pug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe coaepxxaHue | 11,25 mkr/po3a: 225-262,5 mkr/mn
OKCUMETA30IMHA OKCUMETas3onuHa rugpoxnopuaa
rmapoxnopvaa

260.7 pg/ml / 260,7 ug/mi

P&G Health Austria GmbH & Co. OG

Hoésslgasse 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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Sitz der Gesellschaft: Spittal an der Drau
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MMpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
crnpen HasanbHbIA [O3UPOBaHHbLIN, 11,25 mKr/go3a

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTtuu: 255030A
Manufacturing date (mm.yyyy): /

Odata npousBoacTea (MM.Irrr): 03.2022
Expiry date (mm.yyyy): /

Cpok rogHoOCTH (MM.IrrT): 03.2025

Manufacturer according to the

registration in Russia: /
MpouasoauTensL B COOTBETCTBUMU
C peructpauuven B Poccuu:

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

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

Parameter / Mapametp Specifications / Cneundukaumm

Results / PeaynbTaThl

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 Mn B NONN3TUNEHOBOM
chnakoHe ¢ fosnpyowmm
YCTPOWACTBOM U 3aLLNTHLIM
NONMNATUNEHOBLIM KONMAYKOM.

1 bnakoH 1 NUCTOK-BKNAaAbILL B
KapTOHHOI nayke. He meHee
190 103 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 NOAU3ITUNEHOBOM
cdnakoHe ¢ A03NPYIOLLIUM
YCTPOWCTBOM U 3aLUTHBIM
NOSINATUNEHOBLIM KOMMAYKOM.

1 cpnakoH 1 NUCTOK-BKNAAbILL B
KapTOHHON nadke. He meHee

190 o3 Ha thnakoH.

In accordance with ND /
B cooTBeTCTBUMN C HOPMATUBHLIM
DOKYMEHTOM

Labeling / Mapkuposka

Complies as prescribed /
CooTseTcTBYET NPEeANUcaHHOMY

Storage conditions /

Ycnosus xpaHeHus Mpu TemnepaTtype He sbiwe 30°C.

At the temperature not more than 30°C. /

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

Assessment: / 3akntoueHue

The batch complies with the specification according to ND J1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from

HopmaTusHoOro aokymenTa J1M-00

19.11.2019) / MapTus COOTBeTCTB
(}
04.02.2019, msmeHeHuqu%g

Date / Signature of Qualified Person: /
Qdarta / nognucb yNnonHOMOYEHHOro nuua:

cneundukaumam

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
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