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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoayky

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /

HA3UBVH® CEHCUTUB,

cnpen Ha3anbHbIW A03MPOBaHHbIN, 22,5 MKr/A03a

05502959
310890A

Manufacturing date (mm.yyyy): /

QaTa npou3soancraa ‘MM.I‘I’IT[:

Expiry date (mm.yyyy): /
Cpok roaHocTy (MM.rrTT):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens B cCOOTBETCTBUU

c peructpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneundmkauuu

Results / Pesynbratht

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTtasonuHa
rugpoxnopug

-

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
YAEPXUBaAHNS OCHOBHOMO NKa Ha
Xpomarorpamme UcnbITyemoro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHW
YAEPXWUBaAHUA OCHOBHOTO NWKa Ha
Xpomarorpamme CTaH[apTHOro pacTsopa
OKCUMETa3onuHa rmapoxnopuaa,

onpegenexHum.

conforms / cooTBeTCTBYET

Clarity / Npospay4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHLus npenaparta He 4oimKHa
npeBbiLlaTh onanecueHLuto aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCTb pacTsopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH BbITb okpalueH He Gonee
WHTEHCUBHO, Yem aTasnoH Y.

conforms / cootseTCcTBYET

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

(d 20/20)

pH/pH From56t06.1/01 56 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcMOoNaNbHOCTL Ot 270 po 330 mOcmonb/kr MOCMOonb/Kr




Page 2 of 5/ Ctpanuua 2 3 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3MBUH® CEHCUTWB,

cnpeit HasanbHbIN AO3UPOBaHHLIRA, 22,5 MKr/no3a

05502959
310890A

Manufacturing date (mm.yyyy): /

gaTa npon3soncrea ‘MM.I"ITI'II

Expiry date (mm.yyyy): /
Cpok rogHOCTH (MM.FIFTF):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

MNpouzsoauTenL B COOTBETCTBUYN

c perucTpauuen 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumuun

Resulits / Peaynbrathi

Mean dose weight and
uniformity of dose weight /
CpegHss macca go3b! U
0AHOPOAHOCTL MacChl
03kl

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. /

CpegaHsis macca ao3bl: 45 mr + 15 %.
OAHOPOAHOCTL MAcChl R03bl: CPEAHAA
macca 4osbl + 25 %.

He 6onee 2 u3 10 no3 > % 25 % ot cpegHen
Maccb! 403bl.

Ho ecerpa < + 35 % oT cpefHei macch!
[o3bl.

44 .34 mg/44.34 mr

0
0

Related substances /
PoacteeHHble npumecu

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

0.0%

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EovHudHas HempeHTUduuposaHHasn
npumeck — He 6onee 0.1 %.

0.0%

Total impurities - NMT 1.2 % /
Cymma npumecew — He Gonee 1.2 %.

0.0%




Page 3 of 5/ CtpaHuua 3 ua 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [poaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /
HA3UBUH® CEHCUTUB,

cnpen HazanbHbIA 4O03MPOBaHHbLIN, 22,5 MKr/go3a
05502959

310890A

Manufacturing date (mm.yyyy): /
Qara npouasoacTea (MM.rrrr): 01/2024

Expiry date (mm.yyyy): /

Cpok rogHOCTH (MM.rrrr):

01/2027

Manufacturer according to the

registration in Russia: /

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

lMpounssogurensb B COOTBETCTBUK

C peructpauuen B Poccuu:

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

rmapoxnopwa

Microbial purity / TAMC — NMT 102 CFU/m} / 0 CFU/ml/
Mukpobuonornyeckasn Obuee uncno aapobHeix GakTepuit — He 0 KOE/mn
JuucroTa 6onee 10?2 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
O6uee YMCNO APONOKEBBLIX ¥ NNECHEBbLIX 0 KOE/Mn
rpubos — He 6onee 10' KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcyrcTeue Pseudomonas aeruginosaimn. | Otcytctayet 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Orcyrcreue Staphylococcus aureus/mn. Ortcytctayet 8 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 515 pg/mi/ 515 mkr/mn
Oxymetazoline hydrochloride/ml./
hydrochioride / 450 - 525 mKr okcvmeTasonuHa
onpeaeneHue
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3SUBUH® CEHCUTUB,

cnpei Ha3anbHblA A03UMPOBaHHbLIA, 22,5 MKr/ao3a

05502959
310890A

Manufacturing date (mm.yyyy): /

ga'ra npouisoncraea ‘ MM.rrrr):

Expiry date (mm.yyyy): /

CpoK roaHOCTH (MM.Trrr):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

Mpoussoautens 8 COOTBETCTBUMK

¢ perucTpauven B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuyudukaumnmu

Results / PeaynbTatsl

Packaging / Ynakoska

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. /

o 10 mn npenapaTta BO (prakoH
13 NONU3TUNEHa BbICOKOR
NNOTHOCTY C AO3NPYIOWUM
yCTPOWCTBOM W C 3aLUTHOW
KPbILLUKOW U3 NONU3TUNEeHa
BbICOKOW NNOTHOCTH.

o 1 dhnaxkoHy BMmecTe C
WHCTPYKLMER NO NPUMEHEHWUIO B
NaYKy KAPTOHHY!O.

Per 10 mi 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 npenaparta Bo dhrakoH
"3 NONNAITUMEHA BbICOKOW
NNOTHOCTY C A03UPYIOLLUM
YCTPONCTBOM ¥ C 3a4NTHOMR
KPbILUKOW U3 NONUaTUneHa
BbICOKOW NIOTHOCTA.

Mo 1 dnakoHy smecTe C
VHCTPYKUMER NO NPUMEHEHMIO B
Nayvky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTcTBUM C HOpMaATUBHOW
BOKyMeHTauwen.

Complies as prescribed /
CooTBeTCTBYET NPeAnMCcCaHHOMY

Storage conditions /
Ycnosusi XpaHexus

At the temperature not more than 30°C. /

Mpw Temneparype He sbiwe 30 °C.

Shelf-life / Cpok xpaHerus

3years /3 ropa




Page 5 of 5/ CtpaHnua 5 u3 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / [poaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpei HasanbHblil AO3MPOBaHHbINA, 22,5 MKr/Qo3a

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

Manufacturing date (mm.yyyy): /
Qarva npouasogcrea (MMm.rrrr):

Expiry date (mm.yyyy): /

Cpok rogHoCcTH (MM.TTIT):
Manufacturer according to the
registration in Russia: /
MpoussoauTenb B COOTBETCTBUM

€ perucrpauuen 8 Poccuu:

05502959
310890A

01/2024

01/2027

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

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

API name / HaumeHnosanue ADC:

Oxymetazoline hydrochloride / OkcumeTaszonuxa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTazonux
API manufacturer batch number /
Homep cepuun npousBoautens A®C: A
FP Manufacturer APl Batch number / 2301624

Homep cepumn cy6cTanummu npoussoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country ! Germany /
| Mpoussoauten A®C, crpana: - 3urdpua bapmaXemuxanuer Munaen FmeX,
"epmaHus

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND M-

000511-211022 / MapTua cooTBeTcTByeT cneumdukaumam
HopmaTusHoro gokymexta JiM-000511-211022

Date / Signature of Qualified Person: /
ara / noanuch YNonHOMOYEHHOro nuua:

H

{
LlR
Health Care Services

Avda. Leganés, 62
28923 Aicorcon, Madrid. Spain




