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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBWUH CEHCUTUB,

cnpen HasanbHbIA [O3UPOBaHHbIN, 22,5 MKr/ao3a

81725406
241960A

Manufacturing date (mm.yyyy): /

gaTa npowu3sogcrea ‘MM.ITrI'[:

Expiry date (mm. i)
Cpok rogHoCcTH (MM.rTrT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUU

c perucTtpaumei B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauuu

Results / PeaynbTarhl

Description / Onucatue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbii unu nouTn
Npo3payHbli, NoYTH GecuBeTHbIR UNn
cnerka >enTbii pacTBop.

conforms

N3snekaemMbii 06beM

He meHee 3asBneHHoOro

Identification Oxymetazoline | The retention time of the main peak on the |conforms
hydrochiroide / chromatogram of tested solution is
NaeHTu4HOCTL required to correspond to the retention time
OKCVMETAa30NuHa of the main peak on the chromatogram of
rnapoxnopuaa oxymetazoline hydrochloride standard

solution, received at assay testing. / Bpems

yAep>XXaHust OCHOBHOIO Nuka Ha

XpomMaTorpaMmme UcnbiTyeMoro pacrsopa

AOMKHO COOTBETCTBOBaTbL BPEMEHM

yAep)KaHUs OCHOBHOIO NnKa Ha

XpomaTorpaMmme 3TanoHHOro pacrsopa

oKcuMeTasofiHa ruapoxnopuaa,

nony4YeHHOro NpyU TECTUPOBaHWN MeToAa.
Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008 / 1,008
OTtHocuTenbHasa nnotHocTb | 1,006 - 1,010
(d 20/20)
pH/pH From 5.6t06.1/5,6 - 6,1 59/5,9
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg
OcMonaANbHOCTb 270 - 330 mocmonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINMU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UBUH CEHCUTUB,

cnpen HasanbHbIN AO03UPOBaHHbLIN, 22,5 MKr/ao3a

81725406
241960A

Manufacturing date (mm.yyyy): /

gara npou3Boncrtea !MM.I’I’I’I’[:

Expiry date (mm. 1
Cpok rogHoCTH (MM.IrTT):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

ﬂgousaogmenb B COOTBeTCTBUU

c peructpaumeii B Poccuu:

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

Parameter / Mapametp

Specifications / Cneuundukaumm

Results / Pe3ynbrarthbl

Average dose and
uniformity of delivered dose
/ CpenHsas gosa v
OZiHOPOAHOCTL
AOoCTaBNAEMON A03bI

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

Average dose +25 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < £35 % from average dose
mass /

CpepHas ao3a 45 mr £15%.
OpHOpoAHOCTL AOCTaBNAEMON 403bI:
cpeaHasn gosa +25%.

Makc. 2 u3 10 ao3 > +25% ot cpegHen
macchbl fo3bl, HO Bceraa < +35% ot
cpeaHen maccbl [o3bl

49.06 mg/ 49,06 mg

Mpumecb ZP-1 — He 6onee 1,5%

Quantity of doses per pack / | Not less than 190 doses per pack / conforms
Konuuyectso o3 Ha He meHee 190 fo3 Ha ynakoBky
yNaKkoBKy
Relative impurities / Impurity A — NMT 2.0 % / <0.03%/<0,03%
PoacTteeHHble npumecn Mpumeck A —~ He 6onee 2,0%

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

Single unknown impurity — NMT 1.0 % /
OanHoyHas HenpaeHTUULUMpPOBaHHas
npumecst — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATTU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /

HA3UWBWH CEHCUTUB,

cnpen HaszanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/no3a

81725406
241960A

Manufacturing date (mm.yyyy): /

ga'ra npoun3soacrtea !MM.I'I'I'I'!:

Expiry date (mm. 2/
Cpok rogHocTU (MM.rrrT):

Manufacturer according to the

registration in Russia: /

09.2021

09.2024

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

Mpoussogurenb B COOTBETCTBUU

c perucrpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuucukaumm

Results / Pe3ynbTaThl

Microbial purity /
Mukpobuonorudeckas uncrora

TAMC — NMT 102 CFU/ml / 0 CFU/10 mi
O6Lwee konmyecTBo aapobHbIX

MUKpoopraHusmos — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0 CFU/10 ml

Obuwee KoNM4eCTBO APONOKEBLIX U
nrnecHesbix rpnbos — He Bonee
10! KOE/mn

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

Absentin 1.0 ml/ 1,0 ml

Staphylococcus aureus —
absence/ml / Staphylococcus
aureus — otcytcTeue 8 1 mn

Absentin 1.0 m!/ 1,0 ml

Assay Oxymetazoline

22,5 ug / dose: 450 — 525 g of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuectseHHoe cogepxanue | 22,5 mkr/gosa: 450-525 mkr/mn
OKCUMeTasonuHa OKCUMETAa30M1Ha rugpoxnopuaa
rugpoxnopuaa

504.0 pg/ml / 504,0 pg/ml
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANUIA

Product: / Mpogykr

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

NASIVIN SENSITIVE

Nasal metered spray 22,5 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIN [O3UPOBaHHbIN, 22,5 MKr/go3a

81725406
241960A

Manufacturing date (mm.yyyy): /

ga'ra npouisoncrTsea !MM.ITI'I'[:

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrr):

09.2021

09.2024

Manufacturer according to the

registration in Russia: /

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

lNpousBoguTenb B COOTBETCTBUU

¢ perucrpauueit B Poccuu:

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

Parameter / lNapameTtp

Specifications / Cneuudukaumm

Results /| PesynbTathl

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
dnakoHe ¢ AO3VPYHOLLIUM
YCTPOWNCTBOM W 3aLLMUTHBIM
NONUITUNEHOBbLIM KOMMNAYKOM.

1 ¢nakoH 1 NUCTOK-BKNaabIlW B
KapTOHHOW nayke. He meHee
190 n03 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 NONNITUNEHOBOM
dhnakoHe ¢ fo3upyoWUM
YCTPONCTBOM U 3aLUTHBIM
NonuaTUNEHOBbLIM KONTNAaYKOM.

1 dnakoH B nauke. He meHee
190 no3 Ha ¢hnakoH.

Labeling / MapkupoBka

In accordance with ND /
B cooTBeTCTBUM C HOPMATUBHBLIM
OOKYMEHTOM

Complies as prescribed /
CooTBercTByeT npeanMcaHHoOMy

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years/3roga

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /

ga'ra / noaAnUChb yNnonHOMo4YeHHOro nuua:

P&G Health Austria GmbH &

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) / MapTtua cooTBeTCTBYET Cneuudukaumam

HopmaTtusHoro aokymerta JIMN-000511-261017 (M3meHeHue Ne 1 ot
04.02.2019, nameHeHune Ne 2 ot 19.11 .201__9)

Gruber Katrin

21

Co. OG

Hésslgasse 20 » 9800 Spittal an der Drau * Austria

Telefon +43 (0)4762 51 51-0
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