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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoaykTt NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HASUBUH® CEHCUTUB,
cnpeil HasanbHbIW AO3UPOBaHHbIN, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 285630A
Manufacturin date mm. ol
aran OuU3BO CTBa MM.ITIT : 04/2023
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.Irrr): 04/2026
Manufact rer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U.
MpoussoauTens B COOTBETCTRUU
C perucrpauueini B occum: «®amap Xanc Kea Cepsuces Magpug, C.A.Y.»
Parameter/lla amer
Identification
Oxymetazoline
hydrochloride /
MoanNHHOCTL
OkcumeTtasonuHa
| Mapoxnopug |
Color of the solution / The product should be not more colored than conforms / cooTeercteyeT
LiBeTHOCTb pacTeopa color reference solution Y7 / MNpenapar
AorkeH 6bITb OKpaleH He Gonee
WHTEHCUBHO, YeM 3TarnoH Y7.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008
OTtHocutenbHas nnotHocte OT 1,006 go 1,010
d 20/20
H/ H From56t06.1/0T 56 7806,1
Osmolality / From 270 to 330 mOsmol/kg / 288 mOsmol/kg / 288
OcmonsanbHOCTb Ot 270 pno 330 mOcmonb/kr MOc o0 « \
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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHAITU3A

Product: / MpoayKT

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpeil HasanbHbIN# A03MPOBaHHbLIA, 11,25 MKr/aosa

05502960
285630A

Manufacturing date (mm.yyyy): /
Oarva npou3BoAcTea (Mm.rrrr): 0 /2023

Expiry date (mm.yyyy): /
Cpok rogHocTun (Mm.rrrr):

04/2026

Manufacturer according to the

registration in Russia: /

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

Mpoussoautesnb B COOTBETCTBUMU

c perucrtpaumei B Poccuu:

«®amap Xanc Kea Cepsuces Magpua, C.AY.»

Parameter / MNapameTtp

Specifications / Cneundukauuu

Results / Pe3ynbrarthbl

Mean dose weight and
uniformity of dos weight /
CpepaHsas macca fo3bl U
OAHOPOAHOCTb Macchl
L03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > + 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepnHsas macca Ao3bl: 45 mMr+ 15 %.
OAHOPOAHOCTL MACChl A03bl: CPEAHAA
macca 8o3bl £ 25 %.

He 6onee 2 n3 10 203 >+ 25 % oT cpeaHeit
Maccbl A03bl.

Ho Bceraa < + 35 % OT cpefHei maccol
[03bl.

44.24 mg / 44.24 mr

0

Related substances /
PopacTBeHHbIE NpUMECH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (NPOAYKT ruaponusa) — He
6onee 0.5 %.

0.0%

Impurity ZP-1 —NMT 0.5 %/
MNpumecs ZP-1 — He 6onee 0.5 %.

0.0%

Single unidentified impurity = NMT 0.1 % /
EpvHuyHan HenaeHTudvLmupoBaHHas
npumeck — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecell — He 6onee 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

Manufacturin— date ‘mm. " ":/

gara npou _Boacrea jMM.I’I"l’T[:

Expiry date (mm. 2

CpoK roaHocTH (MM.rrrr):
Manufacturer according to the

re istration in Russia: /

MpoussoauTens COOTBETCTBUU
C perucrpauuein B Poccuu:

NASIVIN® SENSITIVE

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

cnpem HasanbHbIW 4O3UPOBaHHbIN, 11,25 MKr/Qo3a
05502960

285630A

04/2023
04/2026
Famar Health Care ervices Madrid, S.A.U./

«®amap Xanc Kea Cepsuces Magpug, C. .»

Microbial purity / TAMC - NMT 102 CFU/mi / 0 CFU/mI/
Mukpobuonoruyeckas Obuwee uncno aspobHbix GakTepuit — He 0 KOE/mn
| ynucroTa | 6onee 102 KOE/mn I
TYMC = NMT 10! CFU/m!/ 0 CFU/ml/
O6Lwee 4MCNo APOXOKEBBIX U NNECHEBbIX 0 KOE/mn

r néos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/mi / Absentin 1.0 mi/
Otc crBue Pseudomonas aeru inosa/mn.  Otc TcTB eT B8 1,0 MN

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otc ctBue Sta h lococcus aureus/mn. Otc ct8 eTB 1,0 MN
Assay 225 — 262.5 pg of oxymetazoline 252.5 pg/ml/ 252.5
Oxv e azaine yr hl ide | NN
hydrochloride / 225 — 262,5 MKr OKCUM Ta3onunHa
yecTBeHHoe wapexrepuaal
onpeaeneHuve
| OkcumeTasonuHa I l

ma oxno ua
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CE TIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / TpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3MBWH® CEHCUTUB,

cnpeit HasanbHbIA AO3UPOBaHHbIN, 11,25 mkr/po3a

05502960
285630A

Manufacturing date (mm.yyyy): /

gaTa npousBoAcTBa !MM.ITI'I'!Z

Expiry date (mm. 2/
Cpok rofiHoCTH (MMm.rrrr):

04/2023

04/2026

Manufacturer according to the

reqistration in Russia: /

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

MpoussoauTens B COOTBETCTBUU

C perucrpaumein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundmkaumm

Results / PeaynbraTthl

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 n npenapata BO (PNaKoOH
13 NONN3TUNEHA BLICOKOW
NNOTHOCTYN C A03NpYIOLLNM
YCTPOWCTBOM W C 3aLUMTHOM
KpbILLKOV U3 nonuatuneHa
BbICOKOI NNOTHOCTW.

Mo 1 dpnakoHy BmecTe C
NHCTPYKUUWEN Nno NprMeHeHuto B
navky KapTOHHYI0.

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 Bo pnakoH
13 NONMATUIIEHA BLICOKO
NAOTHOCTYU C AO3NPYIOWNM
YCTPOWNCTBOM 1 € 3aLUNTHOM
KPbILLKOW U3 nonuaTtunexHa
BbICOKO NIOTHOCTW.

Mo 1 pnakoHy BmecTe C
WHCTPYKLMEN NO NPYMEHEHNIO B
nayvky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBAN C HOPMaTUBHOWM
[OKYMEeHTaumen.

Complies as prescribed /
CooTBeTCTBYyeT NnpeanucaHHomy

Storage conditions /
Ycnosus XxpaHeHus

At the temperature not more than 30°C. /

Npu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [poaykr

NASIVIN® SENSITIVE

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

cnpeil HasanbHbIN O3UPOBaHHbINA, 11,25 Mkr/go3a

SAP-Code: / Koa SAP: 05502960
—atch no.:/ "¢ naptuu: 285630A
Manufacturin— date ‘mm. ~—  *:/

ar i OW3BO CT a MM.FIir': 04/2023

Expiry date (mm.yyyy): /

CpoK rogHoCTH (MM.ITrT): 04/2026

Manufacturer according to the

registration in Russia: /

N ou3Bo u enb B COOTBETCTBUU

¢ perucrpauuent B Poccuu:

| API name / HaumeHoBaHue ADC:

INN / MHH:

API manufacturer batch number
Home ce uun oussoautensi A®C:

FP anufacturer API Batch numbe

Home ce wuc GcraHy un o 3soa tens Mo:

API Manufactured by & country
M ousso urens A®C cT aHa:

Assessment: / 3aknyeHue: The batch complies with the specification according to ND J1r1-

|
|

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

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

Oxymetazoline hydrochloride / OkcumeTasonuna

rma oxno u

21392088

2202157

Sie, ied _maC. "l A._.C.
Germany /

unrchpupn dapmaXemukanues Musges v
e maHusn

000511-211022 / MapTus cooTBETCTBYET CneuuduKkaumuam
HOpMaTUBHOIo AOKyMEHTa ﬂl’I-OOOS -241022

Date / Signature of Qualified Person: /
Oara / noan'-cb YNOSIHOMOYEHHOIO Nuua:
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