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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykt

SAP-Code: / Koa SAP:
Batch no.: / Ne napTuu;

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pug/dose /

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIW JO3UPOBaHHLIN, 11,25 Mkr/ao3a

05502960
317570A

Manufacturing date (mm.yyyy): /

QaTa npoun3soacrea ‘ MM. ITITIZ

Expiry date {(mm.yyyy): /

Cpox roaHocTy (MMm.rrrT):

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUM

¢ perucrpayuen 8 Poccuu:

«®amap Xanc Kea CepBuces Maapua, C.AY.»

Parameter / NMapameTp

Specifications / Cneundukaumun

Results / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
MoannHHoCTL
OkcumeTtaszonuHa
rmgpoxnopua

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time
of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
YAEPXNBAHWS OCHOBHOMO NUKa Ha
XpomaTtorpamme UCnbITyemMoro pacteopa
OOMMKHO COOTBETCTBOBATL BPEMEHU
YAEepXNBaHWA OCHOBHOIO NWUKa Ha
XpomartorpaMme CTaHAapTHOro pacteopa
oKcumeTasonuHa rapoxnopuaa,
NOMyYeHHo% NpU KONUHECTBEHHOM

conforms / cooTetcTayeT

Clarity / NpospayHocTe

The product should be not more opalescent
than reference suspension [. /
OnanecueHuyns npenapara He AOMKHa
npeBbILaTL OnanecueHuuIo atasioHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHoCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AorxeH ObiTb OkpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTensHas nnotHocTs | OT 1,006 ao 1,010

d 20/20)

pH/pH From 5.6t06.1/07 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mQOsmol/kg / 292
OcmonsiNbHOCTL Ot 270 go 330 mOcmonb/kr MOcmMmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pyg/dose /
HA3SUBUH® CEHCUTUB,

cnpey HasanbHbIN AOo3MpoBaHHbIA, 11,25 Mkr/ao3a

05502960
317570A

Manufacturing date (mm.yyyy): /
Oara npoussogcrea (MM.FITF): 03/2024

Expiry date (mm. |
CpoK roaHoCcTH (MM.TFIT):

02/2027

Manufacturer according to the

registration in Russia: /

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

l'lgousaogmem_: B COOTBETCTBUN

€ perucrpauuei B Poccum:

«®amap Xanc Kea CepBuces Magpua, C.A.Y.»

Parameter / Napamerp Specifications / Cneundunkauwmn Results / PesynbTarthbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 44.84 mg/ 44.84 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpenHsna macca 4o3bt 1 + 25 %.
OQHOPOAHOCTL Macchl Max. 2 from 10 doses > + 25 % from mean
B[O3bl dose weight. 0

But always = + 35 % from mean dose

weight. / 0

CpenHasa macca go3bt: 45 mr + 15 %.
OAHOPOAHOCTL MACChl 403bl: CPEAHAA
macca fo3sl £ 25 %.

He Bonee 2 3 10 gos > + 25 % oT cpeaHen |
MacChbl 403bl.
Ho Bcerpa s + 35 % ot cpeaHen macchl 0
003bl.

Related substances /
PoacTeeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumechb A (NpoaykT ruaponusa) — He
Gonee 0.5 %.

Impurity ZP-1 = NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnyHaa HenfleHTupuUMpoBaHHan
npumect — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecein — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIW [O3UPOBaHHbLIN, 11,25 MKkr/ao3a

05502960
317570A

Manufacturing date (mm.yyyy): /
Qava npoussoactea (Mm.rrrr): 03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

[poussoguTens B COOTBETCTBUMN

C perucrpauvein B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mi/
Mukpobuonoruueckas Obwee uncno asapobHbix GakTrepuit — He 0 KOE/mn
yucToTa Bonee 102 KOE/mn
TYMC - NMT 10! CFU/ml / 0 CFU/mI/
Obuwee 4UCnO APOXOKEBbIX K NNECHEBbIX 0 KOE/mn
rpubos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
Ortcytcteue Pseudomonas aeruginosaimn. | OtcytcrayeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytcTeue Staphylococcus aureusimn. Otcyrcrayer 8 1,0 mn
Assay 225 - 262.5 ug of oxymetazoline 250.5 pg/ml /1250.5
Oxymetazoline hydrochloride/ml. / MKr/vn
hydrochloride / 225 —~ 262,5 MKr okcumeTasonuHa
KonuvyecreerHoe rwapoxnopuga/mr.
onpegernexHue
OxkcumeTasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS /| CEPTUDPUKAT AHANN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3WBUH® CEHCUTUB,

cnpeit HasanbHbIW 4O3UPOBaHHbLINA, 11,25 MKr/go3a

05502960
317570A

Manufacturing date (mm.yyyy): /

gara npou3soncrea ‘MM. I'l'l'l'l:

Expiry date (mm. )

CQOK rogHocTu !MM.ITI'I’!Z

03/2024

02/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens 8 COOTBETCTBUU

¢ peructpauuein 8 Poccun:

«®amap Xanc Kea Cepsuces Magpun, C.A.Y.»

Parameter / Napametp

Specifications / Cneundukauun

Results / PesynbTaTthbl

Packaging / YnakoBka

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapata 80 ¢hnakoH
13 NoNUaTUNEHa BbICOKOW
NAOTHOCTU C A03UPYIOLIUM
YCTPOWACTBOM # € 3aLUUTHOW
KPbILLUKOW U3 NONNaTuneHa
BbICOKOW MNTOTHOCTY.

Mo 1 dpnakoHy BMecTe C
MHCTPYKUUeR No NnpuMeHeHuo B
NayvKy KapTOHHYIO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 bottle enclosed with leaflet into
carton box. /

Mo 10 mn npenapara so ¢naxkoH
13 NONN3TUINEHa BbICOKOW
NNOTHOCTKN C [O3MPYIOLLIUM
YCTPOICTBOM U C 3aLLIUTHOMN
KPbILLKOIA M3 nonuaTuneHa
BbICOKOI NMOTHOCTW.

o 1 ¢nakoHy BmecTe ¢
MHCTPYKUYEA NO NPUMEHEHUIO B
naJKy KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMaTUBHOMN
[OKYMEHTauvel.

Complies as prescribed /
CooTBeTcTBYET NPEanUcaHHOMY

Storage conditions /
Ycnosus XxpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He soiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTMUB,
cnpew HasanbHbIW 4O3UPOBaHHLIA, 11,25 Mkr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne napTum: 317570A

Manufacturing date (mm.yyyy): /

DOara npoussogcrea (Mm.rrrr): 03/2024

Expiry date (mm.yyyy): /

Cpok roaHoCcTY (MM.IrIT): 02/2027

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

[poussoanTen B COOTBETCTBUYN

€ perucrpauuen 8 Poccum: «®Pamap Xanc Kea CepBuces Magpua, C.A.Y.»

APl name / Haumenosanue APC:

Oxymetazoline hydrochloride / OkcumeTasonuna

ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonun
AP] manufacturer batch number /
Homep cepuu nponssogutens A®C: T
FP  Manufacturer API Batch number / 2400215

Homep cepum cy6cTanuum npounssogurens IMMo:

Siegfried PharmaChemikalien Minden GmbH,

AP] Manufactured by & country 1 Germany /

Mponssogutens A®C, crpana: ‘ 3urcppng PapmaXemukanveH MuHger MM6X,
1 TepManns

Assessment: / 3aknioueHue: The batch complies with the specification according to ND fiN-

000511-211022 / MapTus cooTBeTCTBYET CneumduKkaLuam
HopmatusHoro gokymenTa JIM-000511-211022

Date / Signature of Qualified Person: /
Jata/ noAnuce YNONHOMOYEHHOro nuua:

cs aPR 2024 /) @'
/

SUQC_\QLUPQ— Sor\zc'.ku /ar

FAMARQ MMANRIN






