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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAITU3A

Product: / [pogykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBUH CEHCUTUB,

cnpeu Ha3anbHbIW A03UPOBaHHbIN, 11,25 MKr/no3a

81724614
255570A

Manufacturing date (mm.yyyy): /

Data npousBogcTBa (MM.rrrr):

03.2022

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

03.2025

Manufacturer according to the

registration in Russia: /

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

I'Igouaaogm’enb B COOTBETCTBUMU

¢ perucrpauuen 8 Poccuu:

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

Parameter / MapameTp Specifications / Cneundukaumm Results / PeaynbTaTthl
Description / Onucanwue Transparent or nearly transparent, from | conforms
almost colorless to slightly yellow
solution. / MNpo3payHbIn NN NOYTK
npo3payHbii, NouT 6ecuBeTHbIn nu
cnerka >enTblil pacTeop.
Identification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
MaeHTuuHOCTL required to correspond to the retention
oKCcUMeTasonunHa time of the main peak on the
ruapoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAepKaHUA OCHOBHOIO NUKa Ha
Xpomartorpamme ucnbITyemMoro pactsopa
AOMKHO COOTBETCTBOBaTL BPEeMEHM
yAep)XaHUs OCHOBHOrO NKKa Ha
XpomaTtorpamme 3TarnoHHOro pacteopa
OKCUMETAa30MnHa ruapoxsiopuaa,
NONYYEHHOro NP TeCTUPOBaHUN
mMeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 /1,008
OTHocutenbHas nnotHocte | 1,006-1,010
(d 20/20)
pH / pH From 5.6 to 6.1/ 5,6—6,1 5.9/5,9
Osmolality / OcmonsneHocTs | From 270 to 330 mosmol/kg / 292 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
N3snekaembii 06bem He mMeHee 3asBNeHHOro
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [lpoaykT

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpen HasanbHbIW [O3NMPOBaHHbINR, 11,25 Mkr/go3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naprtum: 255570A
Manufacturing date (mm.yyyy): /
Oarta npoussoacTea (MM.rrrr): 03.2022
Expiry date (mm. 1/
Cpok rogHocTU (MM.FTTT): 03.2025

Manufacturer according to the

registration in Russia: /

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

l'Igou3Bogwrenb B COOTBETCTBUMN

c perucTtpauueii B Poccuum:

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

Parameter / MapameTp

Specifications / Cneuuduxauumn

Results / Pe3ynbTarthb!

Average dose and uniformity
of delivered dose / CpepHsisi
Ao3a U 0AHOPOAHOCTb
AOCTaBNAEMOWN [03bl

Average dose 45 mg 15 %.
Uniformity of delivered dose:

Average dose 25 %.

Max. 2 from 10 doses > 125 % from
average dose mass

But always < £35 % from average dose
mass /

CpegHssi posa 45 mr £15%.
OAaHOPOAHOCTL AOCTABNAEMON [O3bI:
cpeaHna gosa +25%.

Makc. 2 n3 10 gos > +25% ot cpeaHen
macchbl fo3bl, HO Bcerga < +35% ot
cpefiHen Macch! [103bl

48.67 mg/ 48,67 mg

Quantity of doses per pack /
KonvyectBo 403 Ha ynakoBKY

Not less than 190 doses per pack /
He meHee 190 f03 Ha ynakoBKy

conforms

Relative impurities /
PogcTeeHHble npumecn

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

<0.03%/ <0,03%

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

<0.04%/ <0,04 %

Single unknown impurity ~ NMT 1.0 % /
OpuHouyHasn HemaeHTUdULMpoBaHHan
npumeck — He 6onee 1,0%

<01%/ <01%

Total impurities NMT 4.9 % /
Bcero npumecen — He 6onee 4,9%

<01%/ <0,1%

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

HA3UBWUH CEHCUTUB,

cnpeu HasanbHbIA JO3UPOBaHHbLINR, 11,25 mKkr/gosa

81724614
255570A

Manufacturing date (mm.yyyy): /

Dara nponssoacTea !MM.I'ITI'!:

Expiry date (mm. |
Cpok rogHocTu (MM.ITIT):

Manufacturer according to the

registration in Russia: /

03.2022

03.2025

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

I'Igousaogwrenb B COOTBETCTBUU

C perucrpauuen 8 Poccum:

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

Parameter / NapameTtp

Specifications / Cneunudukauuu

Results / PeaynbTtartbl

ObLwee KONUYECTBO APOXOKEBBIX U
nnecHesblx rpuboB — He Bonee
10" KOE/mn

Microbial purity / TAMC — NMT 102 CFU/mi / 0CFU/10mI
Mukpobuonoruueckas O6wiee konuyecTBo a3pobHbIX
yucrtoTa MUKPOOpraHu3moB — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/ml / OCFU/10 ml

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

Absentin 1.0 ml/ 1,0 ml

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

Absent in 1.0 ml/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mi /
KonuyectseHHoe coaepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcumeTasonuHa OKCUMETa30NnHa ruapoxnopuaa
rmapoxnopuaa

260.0 pg/ml / 260,0 pg/ml

P&G Health Austria GmbH & Co. OG
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / MpoayKT

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

Manufacturing date (mm.yyyy): /
Oarta npousBoacTea (MM.rrrr):
Expiry date (mm. 2/

Cpok rogHocTu (MM.Irrr):
Manufacturer according to the

registration in Russia: /
MNpoussoauTtens B COOTBETCTBUM
€ peructpauuen B Poccum:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN [O3UPOBaHHbIN, 11,25 mkr/no3a

81724614
255570A

03.2022

03.2025

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

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

Parameter / NapameTp

Specifications / Cneunduxkayum

Results / PeaynbTaTthl

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 NONN3TUNEHOBOM
cdnakoHe ¢ fo3upyoLWnm
YCTPONCTBOM W1 3aLLMTHBIM
NONN3TUNEHOBLIM KONNAYKOM.

1 conakoH 1 NUCTOK-BKNaAbILW B
KapTOHHOW nadyke. He meHee
190 no3 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 MmN B NONN3THNEHOBOM
cdnakoHe ¢ Ao3npyowmum
YCTPOWCTBOM ¥ 3aLNTHBIM
NOMMATUNEHOBBIM KOSINAYKOM.

1 bnakoH u NUCTOK-BKNAALILL B
KapToHHOM nauke. He meHee

190 803 Ha chnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMaTUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTBeTcTBYET NpeanrcaHHoOMy

Storage conditions /
Ycnosust XxpaHeHus

At the temperature not more than 30°C. /
Mpu Temnepatype He Bbilwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 ropa

Assessment: / 3akntoueHue

The batch complies with the specification according to ND /M-

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

Date / Signature of Qualified Person: /

ga'ra / noanuchb ynonHoOMo4YyeHHOro nuua:

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 (

Sitz der Geselischaft: Spittal an der Drau
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