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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SMBUH® CEHCUTUB,

crnpen HasanbHbIW 0O3UPOBaHHbIN, 11,25 Mkr/go3a

05502960
311360A

Manufacturing date (mm.yyyy): /

Qata npoussoacTea (MM.Irrr):

12/2023

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.ITTT):

12/2026

Manufacturer according to the

registration in Russia: /

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

lMpou3BsoauTENnL B COOTBETCTBUM

C perucTtpauven B Poccum:

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

Parameter / Napametp

Specifications / Cneundukauun

Results / Pe3aynbTtaTthbl

Identification
Oxymetazoline
hydrochloride /
MNognuHHOCTL
OkcumeTasonuHa
rmapoxnopua

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
yAEPXKUBaHWS OCHOBHOMO NMUKa Ha
XpomaTorpamme MCrbITyemMoro pacTteopa
AOMKHO COOTBETCTBOBATL BPEMEHM
YAEPXNBaHNA OCHOBHOIO MUKa Ha
XpomMaTorpamme CTaHAapTHOro pacTeopa
OKCMMETa30MMHa ruapoxnopuaa,
Mony4YeHHOW Npu KONIMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHums npenapara He AomkHa
npesbilaTh onanecueHuMio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH BbiTb OKpalleH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTtHocuTenbHasa nnotHocTe | OT 1,006 go 1,010

(d 20/20)

pH / pH From5.6t06.1/0T1 5,6 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg / 292
OcmonsanbHOCTb Ot 270 o 330 mOcmonb/Kr MOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / [pogyKTt

NASIVIN® SENSITIVE

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

Cripei Ha3anbHbIN JO3MpPOBaHHbIN, 11,25 MKr/go3sa

HA3SUBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 311360A
Manufacturing date (mm.yyyy): /
Oara npoussogcTBa (MM.ITIT): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.ITTT): 12/2026

Manufacturer according to the

registration in Russia: /

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

[MpoussoauTens B COOTBETCTBUMU

c peructpauueit B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukauunu

Results / PesynbTaTthbl

Mean dose weight and
uniformity of dose weight /
CpepnHasa macca Ao3bl 1
O4HOPOAHOCTbL Macehl
A03bl

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. /

CpeaHsia macca osbl: 45 mr+ 15 %.
OpgHopoaHOCTL Macchl A03bl; CPEeaHss
macca osbl + 25 %.

He 6onee 2 n3 10 go3 >+ 25 % ot cpegHen
Maccbl 403bl.

Ho Bcerga < 1 35 % ot cpegHen maccol
0o3bl.

44 45 mg/ 44.45 mr

Related substances /
PoacTteeHHbIe npuMecH

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

0.0 %

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

0.0 %

Single unidentified impurity — NMT 0.1 % /
EovHuyHas HenpgeHTuduumposaHHas
npumech — He 6onee 0.1 %.

0.0 %

Total impurities —= NMT 1.2 % /
Cymma npumecei — He bonee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

crnpen HazanbHbIN 4O3UpPOBaHHbIN, 11,25 Mkr/go3a

05502960
311360A

Manufacturing date (mm.yyyy): /

fara npoussoacTea (MM.Irrr): 12/2023

Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.ITrT):

12/2026

Manufacturer according to the

registration in Russia: /

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

lpouaBoguTens B COOTBETCTBUU

C perucTpauuen B Poccum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoGuonoruyeckas O6Lwee uncno aspobHbix GakTepuin — He 0 KOE/mn
yucToTa Bonee 102 KOE/mn
TYMC = NMT 10" CFU/ml / 0 CFU/ml/
Ob6Liee YMcno QpOXOKEBbLIX U MIIECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml| / Absentin 1.0 ml/
OtcytcTeue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcytctBure Staphylococcus aureusimn, OTcyrcteyetr B 1,0 Mn
Assay 225 - 262.5 pg of oxymetazoline 252.1 ug/ml /252 1
Oxymetazoline hydrochloride/ml. / MKI/MI
hydrochloride / 225 — 262,5 MKr okcumeTasonuHa
KonuyectBeHHoe rmopoxnopuaa/mn.
onpepeneHve
OxkcumeTtasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

Crpen Ha3anbHbIV JO3UpPOBaHHbLIN, 11,25 MKr/no3a

05502960
311360A

Manufacturing date (mm.yyyy): /

Oara npoussogcrTea (MM.Irrr):

12/2023

Expiry date (mm.yyyy): /
Cpok rogHocTh (MM.FrTT):

12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTeNnsb B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / [MapameTtp

Specifications / Cneuncbukaumm

Results / PesynbTathl

Packaging / YnakoBka

Per 10 m! 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 chnakoH
13 NonuaTuneHa BbICOKOW
MAOTHOCTU C A403UPYIOLLUM
YCTPOWCTBOM U C 3aLUTHOM
KPbILLKOW U3 NONM3TUNEHa
BbICOKOW NAIOTHOCTM.

Mo 1 pnakoHy BmecTe ¢
WHCTPYKLUMWEN NO NPUMEHEHMIO B
nayKy 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 8o tnakoH
13 NONU3TUNEHA BbICOKON
NAOTHOCTM C A03UPYIOLLUM
YCTPOACTBOM U1 C 3aLUTHON
KPbILLKOW U3 MONuaTuneHa
BbICOKOM MMOTHOCTU.

Mo 1 dbnakoHy BmecTe €
MHCTPYKLUMEN No NPUMEHEHWIO B
Nayky KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOM
OOKYMEeHTaLUmnen.

Complies as prescribed /
CooTtBeTcTBYET NpeAnMcaHHoOMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 30°C. /

Mpu Temneparype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3years/3roaa




CERTIFICATE

Product: / Mpoaykr

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

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

Expiry date (mm.yyyy): /
CpokK rogHoCTU (MM.rrrr):

Manufacturer according to the

registration in Russia: /

Page 5 of 5/ CtpaHuua 5us 5

OF ANALYSIS / CEPTUDPUKAT AHAITU3A

NASIVIN® SENSITIVE

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

crnpeu HasanbHbIA J03UpOBaHHbIN, 11,25 Mkr/go3a

05502960
311360A

12/2023
12/2026

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

I'Igonzaog_wreng B COOTBETCTBUM

C peructpauuen B Poccuu:

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npouzsoautens ADC: 23202115
FP Manufacturer API Batch number / 2301269

Homep cepumn cybcTaHummu npoussoauTtens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
MpoussoauTens APC, cTpaHa: 3urdppug PapmaXemukanued MunaeH MvoX,
'epmaHus

Assessment: / 3akntoueHue:

Qara / noanuchb YNONHOMOYEHHOro nuua:

The batch complies with the specification according to ND J1I1-
000511-211022 / NMapTus cooTBeTCTBYET cneumdpukaumsm
HopMaTuBHOro gokymeHta JIMN-000511-211022

Date / Signature of Qualified Person: / ) e Bepe % @,

gucgéciupi Scﬂédkil / Ge

FAM AR MANUN




