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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / poaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTWUB,

cnpei HasanbHbiA 4O3MPOBaHHbIN, 11,25 Mkr/aosa

81724614
243050A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacTea ‘MM.I'I'I'I'!:

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

10.2021

10.2024

Manufacturer according to the

registration in Russia: /

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

HEOM3BOEMTeﬂb B COOTBETCTBUMN

¢ peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuudpukaumm

Results /| PesynbTathl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payHbiii unu nodTH
Npo3padHblii, NoYTH BecuBeTHbIN nnu
cnerka XenTtbl pacTeop.

conforms

NaBnekaembii 06bem

He meHee 3a81BNEHHOro

ldentification Oxymetazoline [ The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
NaeHTnuHoCTL required to correspond to the retention
OKCUMETa30MnHa time of the main peak on the
rmgpoxnopuaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAEPXXaHUA OCHOBHOIO NMuKa Ha
XpomMaTorpamme UCnbITYeMOoro pactsopa
AOMXKHO COOTBETCTBOBATb BPEMEHU
yAepXaHus OCHOBHOro NuKa Ha
XpomaTorpamme 3TanoHHOro pactsopa
okcuMeTasonuHa rugpoxnopuaa,
NOSTyYEHHOro Npu TeCTUPOBaHUA
mMeToaa.
Relative density (d 20/20)/ |From 1.006 to 1.010/ 1.008 / 1,008
OTtHocutenbHas nnotHocTs | 1,006—-1,010
(d 20/20)
pH/pH From 5.6 t0 6.1 /5,6-6,1 5.9/5,9
Osmolality / OcmonsanbHocTs | From 270 to 330 mosmol/kg / 290 mosmol/kg
270-330 mocMonb/Kr
Extracted volume / Not less than declared / conforms
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 pg/dose /

cnpei HasanbHbIW 4O3UpPOBaHHbIN, 11,25 Mkr/go3a

HA3UBUH CEHCUTUB,
SAP-Code: / Kog SAP: 81724614
Batch no.: / N2 naptuu: 243050A
Manufacturing date (mm.yyyy): /
Qata npousBoacTBa (MM.ITIT): 10.2021
Expiry date (mm.yyyy): /
Cpok roaHocTy (MM.ITrr): 10.2024

Manufacturer according to the

registration in Russia: /

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

nQOVI3BOBVITel1b_B cooTBeTCTBUU

¢ peructpauueit B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukayun

Results /| Pesynbrathbl

Average dose and uniformity
of delivered dose / CpegHssa
[03a U 0QHOPOAHOCTb
AocTasnsemomn Ao3bl

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 /

CpegHas nosa 45 mr £15%.
OpHopoAaHOCTL AoCTaBNSEMON 403bl:
cpeaHas aosa +25%.

Makc. 2 u3 10 go3 > +25% ot cpeaHen
maccbl 4o3bl, Ho Bceraa s +35% ot
cpeaHein macchl 403bl

47.35 mg / 47,35 mg

Quantity of doses per pack /
KonuuecTeo 403 Ha yNakoBKY

Not less than 190 doses per pack /
He meHee 190 Ao03 Ha ynakoBky

conforms

Relative impurities /
PoacTteeHHblE NpUMecn

Impurity A — NMT 2.0 % /
Mpumeck 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 % /
OanHovHas HenaeHTUUUMpPOBaHHas
npumech — He 6onee 1,0%

<01%/ <01%

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

<01%/ <01%
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITIU3A

Product: / Mpoaykr

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBUH CEHCUTUB,

crnpein HasanbHbIA A03UPOBaHHbLIN, 11,25 MKr/ao3a

81724614
243050A

Manufacturing date (mm.yyyy): /

ga'ra npoussoacrtasa ‘MM.I’I’I’I’!:

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

Manufacturer according to the

registration in Russia: /

10.2021

10.2024

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

nEOVI3BOgVITeﬂb_B CoOoTBEeTCTBMU

c perucrpauueii B Poccuu:

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

Parameter / MapameTp

Specifications / Cneumdukauum

Results /| PesynbTaThl

Microbial purity /
Mukpobuonoruyeckas
yucroTa

TAMC — NMT 102 CFU/ml / 0CFU/10 mi
O6wee konnMyecTBo asapobHbIX

MUKpoOpraHusmos — He Gonee

102 KOE/mn

TYMC — NMT 10" CFU/mi / 0CFU /10 ml

O6Lee KoNM4eCTBO APOXOKEBLIX W
nnecHesbiX rpubos — He 6onee
10' KOE/mMn

Pseudomonas aeruginosa - absence/ml /
Pseudomonas aeruginosa — OTCyTCTBUE B
1 mn

Absentin 1.0ml/ 1,0 ml

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

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / mil /
KonudectBeHHoe cogepxanue | 11,25 mkr/gosa: 225-262,5 mkr/mn
oKcUMeTasonvHa OKCUMETA30MuHa ruapoxnopvaa
rmapoxnopuaa

249.0 pg/ml / 249,0 pg/mi
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykTt

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

Manufacturing date (mm.yyyy): /
Oarta npousBogcTBa (MM.rrrr):
Expiry date (mm. </

Cpok rogHocTu (MM.rrrT):

Manufacturer according to the

registration in Russia: /
MpousBoguTenb B COOTBETCTBUMN
€ perucrtpauuen B Poccuu:

NASIVIN SENSITIVE

Nasal metered spray 11,25 yg/dose /
HA3UWBUH CEHCUTUB,
cnpen HasanbHbIW A03UPOBaHHbIN, 11,25 MKr/go3sa

81724614
243050A

10.2021

10.2024

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

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

Parameter / NapameTtp

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 ¢ AO3VPYIOWUM
YCTPONCTBOM U 3aLUTHLIM
MONU3TUNEHOBbLIM KONMNaYKoM.

1 ¢hbnakoH N NUCTOK-BKNAALIL B
KapToHHOW nauke. He meHee
190 003 Ha thnakoH.

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 NONU3TUNEHOBOM
cdnakoHe ¢ AO3NPYIOLLM
YCTPOMCTBOM U 3aLLNUTHBIM
NONU3TUNEHOBbIM KONMNA4YKOM.

1 donakoH v NUCTOK-BKNAaAbILL B
KapToHHOM nadyke. He meHee

190 803 Ha thnakoH.

Labeling / Mapkupogska

In accordance with ND /
B cooTBeTCcTBUM C HOPMATUBHBIM
DOKYMEHTOM

Complies as prescribed /
CooTseTcTByeT NpeanucaHHoMy

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 J1M-

000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTua cootseTcTBYET Cneuyndukaumnam

Date / Signature of Qualified Person: /

gaTa / noanuchb YNOonHOMOYeHHOro 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
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Rechtsform: Offene Gesellschaft (OG)
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