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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANKU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cnpen Ha3anbHbIN AO3UpPOBaHHbIN, 22,5 MKr/Qo3a

05502959
310900A

Manufacturing date (mm.yyyy): /

gara npounssoncrea ‘MM.ITI"I'!Z

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

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

n20M3BOA“Teﬂb B COOTBEeTCTBUN

C perucrpauuen 8 Poccuum:

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

Parameter / MapameTp

Specifications / Cneundukaummn

Results / Peaynbrathbl

Identification
Oxymetazoline
hydrochloride /
MoanuHHOCTL
OkcumeTasonuHa
rmapoxnopug

[ MONYYEHHOW TIPY RONMYECTBEHHOM

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
YAEPXUBaAHWA OCHOBHOrO NUKa Ha
Xpomarorpamme UCNbITYEMOro pacteopa
AOIMKHO COOTBETCTBOBATL BPEMeHH
yAepXXuBaHWA OCHOBHOrO Nuka Ha
Xpomatorpamme CTaHAapTHOro pacTeopa
OKCUMeTa3onuHa ruapoxnopuaa,

onpeaeneHuu.

conforms / cootBeTcTByeT

Clarity / lMpoapayHocTs

The product should be not more opalescent
than reference suspension 1. /
OnanecuyeHuus npenapara He A0MKHa
npesbilwaTh OnanecuUeHUuo aTanoHa
cpaBHeHus |.

conforms / cooTeercTayer

Color of the solution /
LiseTHocTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
AomkeH ObiTh OKpaLLeH He 6onee
WHTEHCUBHO, Yem aTanoH Y.

conforms / cooTseTcTByeT

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

(d 20/20)

pH / pH From5.6t06.1/0T1 56 106,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcmonanbHOCTL Ot 270 ao 330 mOcmons/kr MOcmMonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpoAaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne napruu:
Manufacturing date (mm.

Oarta npoussoacTsea (MM.rrrr):

NASIVIN® SENSITIVE

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

HA3VUBUH® CEHCUTUB,

cnpei Ha3anbHbIA 4O3MPOBaHHLIN, 22,5 MKr/A03a

05502959

310900A
/

01/2024

Expiry date (mm. 2

Cpok rogHoCcTH (MM.ITIT):

01/2027

Manufacturer according to the

reqgistration in Russia: /

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

nQOM3BOAWI’eﬂb B COOTBETCTBUMN

¢ perucrpauuen 8 Poccuu:

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

Parameter / Mapametp

Specifications / Cneundcukauuu

Results / PeaynbtaTthb!

Mean dose weight and
uniformity of dose weight /
CpepnHsist Macca Ao3bl 1
OAHOPOAHOCTL MacChl
AO3bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: mean dose weight
125 %.

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

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

CpeaHaa macca go3sbi: 45 mr + 15 %.
OaHOPOAHOCTbL MAcChl f03bl: CpeRHAs
macca go3bl + 25 %.

He 6onee 2 u3 10 o3 > + 25 % ot cpenHen
Macchbl 403bl.

44 .59 mg / 44.59 mr

0

Cymma npumecein — He 6onee 1.2 %.

Ho Bcerga < + 35 % ot cpepHeit macco! 0
A03bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 00%
PoacTteeHHble npuMecu % / Mpumechb A (NpoayKT ruaponusa) — He
6onee 0.5 %.
Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumecs ZP-1 — He Gonee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnuHas HeugeHTudumposaHHas
npumech — He 6onee 0.1 %.
Total impurities - NMT 1.2 % / 0.0 %
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpeun HasanbHbIN 4O3MPOBaHHLIN, 22,5 MKr/ao3a

05502959
310900A

Manufacturing date (mm.yyyy): /
dara npoussoancrsa (MMm.rrrr): 01/2024

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

01/2027

Manufacturer according to the

reqgistration in Russia: /

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

Mpoussogurtens B cooTBETCTBUM

C perucrpauuen 8 Poccuu:

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

Microbial purity / TAMC - NMT 102 CFU/mi / 0 CFU/mi /
Mukpobuonoruyeckas Obuwiee uncno asapobHbix 6akrepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC - NMT 10" CFU/ml / 0 CFU/mi/
Obwwee uncno ApoNoKeBbIX U NNECHEBbIX 0 KOE/mn
rpubos - He 6onee 10' KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyrctBue Pseudomonas aeruginosa/mn. | OtcytctayeTt 8 1,0 mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 mi/
Orcyrcreue Staphylococcus aureus/mn. Orcyrcrayer 8 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 513 pug/ml/ 513 mkr/mn
Oxymetazoline hydrochioride/ml. /
hydrochloride / 450 - 525 mkr okcumeTasonuHa
[ KonwyecTeeHAoe rmapoxnopugamn. - - a
onpeaeneHue
OkcumeTasonuHa
ruapoxnopua




Page 4 of 5/ Ctpanuua 4 u3 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3NBUH® CEHCUTUB,

cnpei HasanbHbIW AO03MPOBaHHbLIA, 22,5 MKr/no3a

05502959
310900A

Manufacturing date (mm.yyyy): /

gaTa npon3soancrtea ‘ MM. l'l'l'l'!:

Expiry date (mm.yyyy): /

Cpok rogHOCTH (MM.FIIT):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

Npou3soauresibL B COOTBETCTBUN

c perucrpauuen 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaunm

Results / PeaynbTarthbi

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. /

Mo 10 mn npenapara 8o hnNakoH
13 NONMaTUNEHA BbICOKON
NNOTHOCTYX C A03VPYIOLLINM
YCTPOWNCTBOM U C 3aLUTHOU
KPbILLKOW 13 NonuaTunexHa
BbICOKOW NNOTHOCTMW.

Mo 1 donakoHy BmecTe C
WHCTPYKLWER No NPUMEHEHUIO 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 npenapaTta Bo nakoH
¥3 NONVATUNEHA BbICOKON
NAOTHOCTY C A031PYIOLL{UM
YCTPOWCTBOM ¥ C 3aL4UTHOW
KPbILLKOW U3 NoNuaTuneHa
BbICOKOW NMOTHOCTH.

Mo 1 chnakoHy BmecTe €
WHCTPYKUMEA NO NPUMEHEHWIO B
NayKy KapTOHHYI.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOWM
OOKYMEHTaUunen.

Complies as prescribed /
CooTeertcTByeT npeanMcaHHomy

Storage conditions /
Ycnosusi xpaHeHus

At the temperature not more than 30°C. /

Mpv Temnepatype He Bobiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3ropa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANU3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
crnpen Ha3anbHbIk [O3UPOBaHHbIN, 22,5 MKr/no3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTuu: 310900A

Manufacturing date (mm.yyyy): /
Qara npou3ssoacrvaea (MMm.rrrr): 01/2024

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 01/2027

Manufacturer according to the

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

ngouasogm'enb B COOTBETCTBHUMN

c peructpauuei 8 Poccuu: «®amap Xanc Kea Cepsuces Maapua, C.A.Y.»

APl name / HaumeHoBanue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuna

rnapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuu npouasoautens A®C: 23202115
FP Manufacturer APl Batch number / 2301624

Homep cepuun cybcranuum npoussonurtens I'N®:

Siegfried PharmaChemikalien Minden GmbH,

AP] Manufactured by & country / Germany /
-Fponasoanrens ADC, crpana: ' 3urgpprn PapvmaXenvukanier MuHaeH TmBX,
repManus

Assessment: / 3aknioueHue: The batch complies with the specification according to ND M-
000511-211022 / NapTus cooTBeTCTBYET CReuudrKaLnam
HopmaTtuaHoro gokymenTa JIMN-000511-211022

Date / Signature of Qualified Person: /
fara / noanuch yNnonHoMOYEHHOrOo nnua:

(P

< \ QLR 2014

h FAMAR

Health Care Services

Avda. Leganés, 62 _
28923 Alcorcén, Madrid, Spain




