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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / [poaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWUH CEHCUTUB,

cripei HasanbHbIW 4O3MPOBaHHbIN, 11,25 MKr/ao3a

81724614
257430A

Manufacturing date (mm.yyyy): /

gaTa npou3soacrtaea ‘MM.I’I’I’I’!:

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr):

04.2022

04.2025

Manufacturer according to the

registration in Russia: /

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

Mpou3BoanTenb B COOTBETCTBUMN

¢ peructpauuein B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneundpukaummn

Results / Peaynbtathbl

Description / Onucanue

Transparent or nearly transparent, from
almost colorless to slightly yellow
solution. / Mpo3payubiii UK NOYTH
Npo3payHbiii, NoYTH 6ecuyBETHbLIA UNn
cnerka XenTblii pacTsop.

conforms

N3snekaembiii o0beM

He meHee 3ansneHHOro

ldentification Oxymetazoline | The retention time of the main peak on | conforms
hydrochlroide / the chromatogram of tested solution is
WaeHTu4YHOCTD required to correspond to the retention
oKkcumeTasonuHa time of the main peak on the
rmapoxnopvaa chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpemsa
yAepKaHUsi OCHOBHOrO NUKa Ha
Xpomarorpamme UcnbITyeMoro pacrsopa
AOMMKHO COOTBETCTBOBATbL BPEMEHMU
YAEPpXaHUsi OCHOBHOIO NUKa Ha
Xpomartorpamme 3TarioHHOro pactsopa
OKCUMETa30NuHa ruapoxnopuaa,
NONYYEHHOro Npu TECTUPOBaHUU
MeToaa.
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 t0 6.1 / 5,6—6,1 5.9/5,9
Osmolality / OcmonsansHocTb | 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 / CEPTU®UKAT AHANU3A

Product: / MpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

crnpen HasanbHbLIN A03UPOBaHHbIN, 11,25 mKr/ao3a

81724614
257430A

Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.rrrr): 04.2022

Expiry date (mm.yyyy):

Cpok rogHocTu (MM.rrrr):

04.2025

Manufacturer according to the

registration in Russia: /

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

nQOM3BOEMTeﬂb B COOTBETCTBUN

C peructpauueit B Poccuu:

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

Parameter / lMapametp

Specifications / Cneuncukauum

Results / PeaynbraThbl

Average dose and uniformity
of delivered dose / CpegHss
Ao3a U 0AHOPOAHOCTb
AOCTaBNsAeMomn A03bl

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 /

CpeaHssa aosa 45 mr £15%.
OpHOPOAHOCTL 4OCTABNAEMON A03bI:
cpenHas posa £25%.

Makc. 2 u3 10 nos > £25% ot cpegHeit
Maccbl A03bl, HO Bceraa < +35% ot
CpeaHen macchbl f03b!

48.04 mg / 48,04 mg

Quantity of doses per pack /
KonuuecTso 403 Ha ynakoBKy

Not less than 190 doses per pack /
He meHee 190 403 Ha ynakoBKy

conforms

Relative impurities /
PoacTteeHHble npumecn

Impurity A — NMT 2.0 % /
Mpumeck A — He Gonee 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 % /
OavHouHaa HenpeHTUULMPOBaHHas
npumeckh — He 6onee 1,0%

<01%/<01%

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

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MIpoaykT

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

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3UBWUH CEHCUTUB,

cnpew HasanbHbIA BO03UPOBaHHbIN, 11,25 Mkr/po3a

81724614
257430A

Manufacturing date (mm.yyyy): /

gaTa npouisoacrea ! MM.I'I'I'I'!:

Expiry date (mm.yyyy):
Cpok rogHocTH (MMm.rrrr):

Manufacturer according to the

registration in Russia: /

04.2022

04.2025

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

I'Igouaaogwrenb_a coOoTBEeTCTBUN

c perucrtpauuei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / Pe3ynbTarthl

O6uee KONMYECTBO APONOKEBLIX U
nnecHesbix rpubos — He bonee
10! KOE/mn

Microbial purity / TAMC — NMT 102 CFU/ml / 0CFU/10ml
Mukpobuonoruuyeckas O6wee konuuecTBo aspobHbix
yucToTa MUKpoOpraHu3mMoB — He Gonee

102 KOE/mn

TYMC - NMT 10" CFU/ml / 0CFU/10 ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTCyTCTB/E B
1 mn

Absentin 1.0 ml/ 1,0 ml

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

Absentin 1.0 m!/ 1,0 mi

Assay Oxymetazoline

11.25 pg / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuuecteeHHoe copnepxxaHue | 11,25 mkr/no3a: 225—-262,5 mMkr/mn
oKCUMETa3onNMHa OKCUMETA30MnM1Ha ruapoxnopuvaa
rmapoxnopuaa

248.6 pg/ml/ 248,6 pug/ml
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANIU3A

Product: / [poaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
cnpen HasanbHbIA [O3UPOBaHHbLIN, 11,25 MKr/aosa

SAP-Code: / Koa SAP: 81724614
Batch no.: / Ne naptuu: 257430A
Manufacturing date (mm.yyyy): /

Qara npoussoacTBa (MM.ITrT): 04.2022
Expiry date (mm.yyvyy):

Cpok rogHocTH (MM.ITIT): 04.2025

Manufacturer according to the

registration in Russia: /

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

ngousaogm'enb B COOTBeTCTBUMN

c perucrpaumeii B Poccum:

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

Parameter / Mapamerp

Specifications / Cneuncdukaumumn

Results / PesynbtaTthl

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 NONKU3TUNEHOBOM
dnakoHe ¢ JO3NPYOLLUM
YCTPOCTBOM ¥ 3aLLMTHBIM
NONN3TUNEHOBLIM KONMAaYKoM.

1 conakoH 1 NUCTOK-BKNAAbIL B
KapToHHOW nadke. He meHee
190 A03 Ha nakoH.

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 NOAM3TUNEHOBOM
chonakoHe ¢ AO3MPYIOLLUM
YCTPONCTBOM U 3aLUTHBLIM
NOSIN3TUNEHOBBLIM KONNa4YKoM.

1 chnakoH 1 NUCTOK-BKNaAbIW B
KapTOHHON nauke. He meHee

190 no3 Ha hnNakoH.

Labeling / Mapkuposka

In accordance with ND /
B cooTBeTCTBUM C HOPMaTUBHLIM
OOKYMEHTOM

Complies as prescribed /
CooTtBeTcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 30°C. /

Mpun Temnepatype He Boiwe 30°C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa

Assessment: /| 3aknioueHue

Date / Signature of Qualified Person: /
Qara / noanuch YyNonHOMO4EeHHOro nuua:

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

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

19.11.2019) / MapTua COOTBETCTBYS
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