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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHANTU3A

Product: / lIpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWUH CEHCUTMUB,

cnpen HaszanbHbIA A03NPOBaHHbIN, 22,5 MKr/ao3a

81725406
241980A

Manufacturing date (mm.yyyy): /

gaTa npoun3soacrea !MM.I’I‘I’I‘!:

Expiry date (mm. 1/
Cpok rogHocTu (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

NpousBoauTens B COOTBETCTBUU

¢ peructpauuein B Poccum:

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

Parameter / lNapameTp

Specifications / Cneundukaumm

Results / PesynbTaTth!

Description / OnucaHue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3pauyHbiil Unn NOYTH
npo3payHbii, NouTy GecUBETHBIA UNK
Cnerka XXenTbih pacTsop.

conforms

Identification Oxymetazoline
hydrochlroide /
NaeHTunuHoCTb
oKCcMMeTa3onuHa
rmapoxnopuaa

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
yAepXXaHus OCHOBHOFO MKa Ha
XpomaTtorpamme McnbITyeMoro pactesopa
AOSDKHO COOTBETCTBOBATbL BPEMEHN
yAep)XaHWa OCHOBHOrO fuka Ha
XpomaTtorpamme 3TanoHHOro pacrsopa
OKCUMETa30NnHa rmapoxnopuaa,
Nony4YeHHOro Npu TeCTUPOBaHMKN MeToAA.

conforms

WN3Bnekaembih o6bem

He meHee 3asBNeRHOro

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.007 /1,007
OtHocuTenbHas nnotHocTb | 1,006 - 1,010
(d 20/20)

H/pH From5.6t06.1/5,6-6,1 5.9/5,9
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg
OcmonanbHOCTb 270 - 330 mocmonb/kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3WBWH CEHCUTUB,

crnpei HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/go3a

81725406
241980A

Manufacturing date (mm.yyyy): /

gaTa npon3soacrtea ! MM, I'l'l'I'!:

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

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

Hpousaogmenb B COOTBETCTBUU

¢ perucTtpauueii B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundmkauumn

Results / PeaynbTarthl

Average dose and
uniformity of delivered dose
/ CpepnHas gosawn
OAHOPOJHOCTL
AocTasnsemoi 4o3bl

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%.
OaHopoAaHOCTL AOCTaBNAEMO A03bI:
cpenHan aosa +25%.

Make. 2 u3 10 po3 > +25% ot cpegHei
macchl fo3bl, HO Bceraa < £35% ot
cpeaHen Maccbl 403bl

46.91 mg/ 46,91 mg

[Mpumeck ZP-1 — He Gonee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
KonuyecTtso 003 Ha He meHee 190 fo3 Ha ynakoBky
yNaKkoBKy
Relative impurities / Impurity A— NMT 2.0 % / <0.03%/<0,03%
PoacreeHHble npumecu Mpumeck A — He 6onee 2,0%

Impurity ZP-1 — NMT 1.5 % / <0.04 % /<0,04 %

Single unknown impurity — NMT 1.0 % /
OauHouyHas HenaeHTUULMPOBaHHAaA
npumecs — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykT

SAP-Code: / Koa SAP:

Batch no.: / Ne napTuu:
Manufacturing date (mm.yyyy): /
Qata nponssoacTBa (MM.ITIT):

Expiry date (mm. 2
Cpok rogHocTU (MM.FrIT):

Manufacturer according to the
registration in Russia: /

MNpousBoauTensL B COOTBETCTBUM

¢ peructpaumen B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpei HasanbHbI 4O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241980A

09.2021
09.2024
Famar Health Care Services Madrid, S.A.U./

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

Parameter / MapameTp Specifications / Cneuuncuxaummn Results / PeaynbTaTtbl

Microbial purity / TAMC — NMT 10? CFU/ml / 0 CFU/10 ml
Mwukpobuonoruveckas uictota | Obuiee konnYecTBo aspobHbIX
MUKpPOOpraHM3mos — He Gonee
102 KOE/mn

TYMC — NMT 10' CFU/ml / 0 CFU/10 ml
O6uwee KoNUYECTBO APONOKEBLIX U
nnecHesbIx rpubos — He 6onee
10! KOE/mn

Pseudomonas aeruginosa - Absentin 1.0 ml/ 1,0 ml
absence/ml / Pseudomonas
aeruginosa — otcytcTeue B 1 mn

Staphylococcus aureus — Absentin 1.0 ml/ 1,0 ml
absence/m| / Staphylococcus
aureus — orcyTcTeve 8 1 Mn

Assay Oxymetazoline 22,5 ug / dose: 450 — 525 ug of 507.0 pg/ml / 507,0 ug/mi
hydrochloride / oxymetazoline hydrochloride / ml /

KonuyectBeHHoe coaepxaHue | 22,5 mkr/aosa: 450-525 mkr/mn

OKCUMETA30MMHA OKCUMETa30NUHa ruapoxnopuaa

rnapoxnopuaa

P&G Health Austria GmbH & Co. OG

Hosslgasse 20 « 9800 Spittal an der Drau ¢ Austria Rechtsform: Offene Gesellschaft (OG)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / [poaykt

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBWUH CEHCUTUB,
cnpewn HasanbHbI AO03UPOBaHHbIN, 22,5 mkr/go3a

81725406
241980A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrTsea !MM.I'I'ITI!

Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.ITrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

nQOM3B%_MTeJ1ﬂ COOTBETCTBUMU

C Qerucrgagueﬁ B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudukaumm

Results /| PeaynbTatbl

Packaging / Ynakoska

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 NONNITUNEHOBOM
cdnakoHe C AO3NPYIOLWLYM
YCTPOWCTBOM W 3aLUTHBLIM
NOMN3TUNEHOBbIM KONMaYKoM.

1 chnakoH 1 NUCTOK-BKNAaAbIL B
KapTOHHOW nayke. He meHee
190 no3 Ha chnakoH.

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 NONM3TUNEHOBOM
cdnakoHe ¢ AO3NPYHOLLUM
YCTPOCTBOM U1 3aLLUTHLIM
NONU3TUNEHOBLIM KONNAYKOM.

1 donakoH B naqke. He meHee
190 po3 Ha ¢nakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCcTBUM C HOPMATUBHBLIM
DOKYMEHTOM

Complies as prescribed /
CooTseTcTBYeT NpeannucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa

Assessment: / 3akntoueHue:

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) / NMapTtua cooTBeTCcTBYET Cneundmukaumam

HopmaTusHoro aokymeHTa J1M-000511-261017 (M3ameHerune No
04.02.2019, usmererHne Ne 2 ot 19.11.2019)

Unterlerchner Barbara

Date / Signature of Qualified Person: /

gaTa / noanuchb ynoriHoOMoO4YeHHOro nuua:

14
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