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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAINU3A

Product: / Mpoavkr

SAP-Code: / Kog SAP:
Baich no.: / Ne naptuun:

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpeit HasanbHbIW go3UpoBaHHbIN, 11,25 MKIr/qosa

05502960
293800A

Manufacturing date (mm.yyyy): /

Oarta npoussogcrsea (MM.ITTT):

06/2023

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITIT):

06/2026

Manufaciurer according to the

registration in Russia: /

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

MpousBoaunTens B COOTBETCTBUM

¢ perucrpauven B Poccuu:

«®amap Xanc Kea Cepsucez Magpug, C.A.Y.»

Parameter / lapameTp

Specifications / Cneundukauuu

Results / Pe3ynbTathbl

[dentification

Oxymetazoline
hydrochloride /

[MNognnHHOCTD
OkcumeTasonuHa

[V FslataYdnlelall dsl

LVIGPUASIURYIL,

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. / Bpewis
VOEDXKUBAHNS OCHOBHOIO MUKa Ha
XpomaTtorpamme UCTbITYEMOro pacTeopa
JOMXHO COOTBETCTBOBATb BPEMEHMU
YAEPKMBAHNA OCHOBHOIO NMUKa Ha
XpomaTtorpamme CTaHL4apTHOro pacteopa
OKCUMETa3omnHa rmapoxnopuaa,
NONy4eHHON NPU KONMUYECTBEHHOM

onpeneneHnin.

conforms / cooTReTCTBYET

Clarity / TTpospauHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHumns npenapata He Ao5KHa
npesbiillaTe OnNanecUeHLUkio sTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTE pacTBOpa

The product should be not more colored than
color reference solution Y; / MNpenapat
JomkeH 6bITb OKpaileH He Bonee
WHTEHCUBHO, YeM aTanoH Yy.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / {From 1.006 to 1.010/ 1.007
OTtHocuTeneHas nnotHoctb | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6106.1/0T1 5,6 no 6,1 59

Osmoilality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcmMonsanbHOCTb Ot 270 pno 330 mOcmone/kr MOcMOnb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / [TpoaykKT NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3MBUH® CEHCUTUB,
cnpeli HasanbHbIN Ao3MpoBaHHbIN, 11,25 mKr/nosa

SAP-Code: / Kog SAP: 05502960

Batch no.: / Ne naptuu: 293800A

Manufacturing date (mm.yyyy): /

Nata npoussoacTBa (MM.ITIT): 06/2023

= Expiry date (mm.yyyy): /
CpoK roaHoCTU (MM.ITIT): 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTenL B COOTBETCTBUM

c perucTpauven B Poccuu:

«®amap Xanc Kea Cepeuces Magpug, C.A.Y.»

Parameter / [NapameTtp Specifications / Cneundgukaumnm Resuits / Peaynbrarbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4449 mg / 44.49 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
- CpenHas macca [03bl U + 25 %.
OAHOPOAHOCTE Macch! Max. 2 from 10 doses > + 25 % from mean
403bl dose weight. 0
But always < £ 35 % from mean dose
weight. / 0

CpepnHssi macca fosbl: 45 mr + 15 %.
OAHOPO[HOCTE MAacchl [103bl: CPedHsAA
Macca f03bl + 25 %.

He Gonee 2 u3 10 go3 >+ 25 % ot cpegHen | ()
Macchl 403bl.
Ho Bcerpa < * 35 % OT cpefiHell macchbl 0
L03bl.

Related substances/
PoacTBeHHbIE NpuMecK

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% / Mpumeck A (NPOAYKT rmpponunsa) — He
6onee 0.5 %.

Impurity ZP-1 - NMT 0.5 % / 0.0%
Mpumecb ZP-1 — He Goree 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EanHnyHag HemaeHTupuumpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: [ [TboaykT

SAP-Code: | Kog SAP:
Batch no.: / Ne naptuun:

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCNTUB,

cnpei HasanbHbLIN 0O3UPOBaHHbLIN, 11,25 MKr/go3a

05502960
293800A

Manufacturing date (mm.vvvv‘;:'l

Oara npoussoacrsa (Mm.rrrr):

06/2023

Expiry date (mm.yvyyy): /

Cpox rogHocTyi (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

fpon3BoaunTEsib B COOTBETCTBUM

¢ perncrpaumen 8 Poccuu:

«®amap Xanc Kea Cepsucez Magpun, C.AV.»

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
MukpoBuorioruveckas O6Lee yncno aspobHbIx SakTepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/Mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLee YuUCno gpoXoKeEBbIX I MIECHEBbLIX 0 KOE/mn
rpu6os — He Gonee 10 KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyretBue Pseudomonas aeruginosalmn. | OteyterByet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyrctBue Staphylococcus aureus/mn. Otcyrcreyert B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 253.1 yg/ml/ 253.1
Oxymetazoline hydrochtoride/ml. / MK/
hydrochloride / 225 — 262,5 mKkr okcumeTasonuHa
Konu4yecTtseHHoe ruapoxnopuaal/mn.
onpeaenexne
OxkcumeTasonuHa

rugpoxnopus
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

Product: / ITpoaykTt

HA3UBUH® CEHCUTHWB,
crnipew HasanbHbIN 4Oo3MpoBaHHbIN, 11,25 Mkr/go3sa
SAP-Code: / Koa SAP: 05502960
Batch no.: / Ne naptuu: 293800A
Manufacturing date (mm.yyyy): /
HNata npon3BoAcTBa (MM.IIIT): 06/2023
— Expiry date (mm.yyyy): /
CpoK rogHoCcTU (MM.TTET): 06/2026

= Manufacturer according fo the
registration in Russia: /

MpoussoauTerib B COOTBETCTBUM

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

c peructpauuein B Poccuu:

«®amap Xanc Kea Cepeuces Magpug, C.AY.»

Parameter / MNapameTtp

Specifications / Cneundpukauum

Results / PesynbTarhl

Packaging / Ynakoeka

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 dhnakoH
U3 NONUITUNEHA BLICOKOW
MNOTHOCTU € AO03NPYIoLLNM
YyCTPONCTBOM U C 3aWUTHON
KpbILLKON 13 NOAN3TUMNEHA
BLICOKOW MAOTHOCTU.

[To 1 chnakoHy BmecTe ¢
NHCTPYKLMER No NPUMEeHEHNIo B
Nauky 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 npenapaTa Bo hNakoH
13 NMOSNITUIEHA BbICOKOW
AMOTHOCTA C 4O3VPYIOLLUM
YCTPONCTBOM W C 3aLLUUTHON
KPbILLKOW 13 NOrnaTureHa
BbICOKOMN MNOTHOCTN.

o 1 cdrakoHy BMecTe ¢
NHCTPYKLMeR N0 NPUMEHEHUIO B
rMaqky KapTOHHY!IO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOW
JOKYMEHTauUmen,

Complies as prescribed /
CooTBeTcTBYET NpegnucaHHomMy

Storage conditions /
Ycnosust XpaHeHus

At the temperature not more than 30°C. /

Mpw TemnepaType He Bbiwe 30 °C.

Shelf-life / Cpok xparHeHns

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpoavkr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3WNBWH® CEHCUTUB,
cripen HasanbHbIW 003UpoBaHHbIN, 11,25 mKr/gosa
SAP-Code: [ Kon SAP: 05502960
Baich no.: / Ne naptuum: 293800A
Manufactuiing date {(imm.yyyy):/
Hdara npoussoacrtBa (MM.IITT): 06/2023
Expiry date (mm.yyyy): /
Cpox rogHocTH (MM.TTIT): 06/2026
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
lipousBoauTEsNbL B COOTBETCTBUMN
¢ pernctpaumein B Poccuu: «®amap Xanc Kea Cepeuces Magpun, C.A.Y.»
APl name / HanmeroBaHue A®C: Oxymetazoline hydrochloride / OkcumeTtasonuHa
rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonux
API manufacturer batch number / A12G9n28
Howmep cepuu npoussogutens ADC: o eyeree
FP Manufacturer APl Baich number I 2300648
Homep cepuum cyBceTanyuu nponzeogurtens INo:
Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country / Germany /
Ipoussoputens A®C, cTtpana: 3urcppug PapmaXemvikannen Muxdger MbX,
lepmannsn
Assessment: / 3agnioueHue: The batch complies with the specification according to ND fill-
000511-211022 / MapTna cooTBETCTBYET Ccneundukaumsam
PR [PROUE ANLCAA A4 ANAD Ve

HOPMaTIBHOTO fokyvierTa JIM1-000511-211022

Date / Signature of Qualified Person: / 247D w \7 YA 2 / ,
Qarta / noanuch ynonHoMo4eHHoro nuua: . L

LLLQ) Aariacr /&p

FAR AL M aoo







