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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / [poaykr

SAP-Code: / Kon SAP:
Batch no.: / Ne naprum:

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpeit HasankHbI A03MpoBaHHbLIN, 11,25 Mkr/igoaa

05502960
284900A

Manufacturing date {mm.yyyy): /

fara npou3BoACTRE (MM.ITTT):

03/2023

Expiry date (mm.yyyy): /
Cpox rogHocTH (Mm.rrrr):

03/2026

Manufacturer according to the

registration .in Russia: /

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

MpoussoguTeb B COOTBETCTBUMN

c_peructpauuei B Poccuu:

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

Parameter / Mapamerp

Specifications / Cneundurkaummn

Results / Pesynerartsl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OKkcumeTasonvHa
rMApOXnopus

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
YAEPKUBAHUA OCHOBHOIO NUKa Ha
XpomaTorpamme UCribITyeMoro pactsopa
[OMKHO COOTBETCTBOBaTL BPEMEHU
yOEPXWBEHUA OCHOBHOFD NUKa Ha
XpomarorpamMme CTaHAapTHOro pacrsopa
oKcUMEeTasonuHa ruapoxropuaa,
NONYYEHHOM NPYU KONUHECTBEHHOM
onpeneneHuy.

conforms / coorsercrayeT

Clarity / IpoapaurocTb

The product should be not more opalescent
than reference suspension . /
OnanecueHuys npenapara He AormkHa
NpeBbILaTh OnanecueHUnIo aTarnoHa
cpasHeHns |.

conforms / coorsercrayer

Color of the solution /
LiBeTHOCTb pacTtBopa

The product should be not more colored than
color reference solution Yz / MNpenapar
nomyeH ObiTh oKpatueH He Bonee
WHTEHCWUBHO, 4eM 3TanoH Yy,

conforms / cooTBeTCTBYET

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008
OtHocuTeneHas nnorHocTe | OT 1,006 go 1,010

(d 20/20) o

pH/pH _IFrom561t06.1/0T1 5,6 n0 6,1 6.0

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcMOonAnLHOCTL 1071 270 fo 330 mOcMonb/kr MOCMOTnb/KT




Page 2 of 5/ Crpannua 2 ua 5

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / [lpoaykT

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

NASIVIN® SENSITIVE

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

HA3WBWH® CEHCUTUB,

cripei HasankHbI 4O3MPOBaHHbIN, 11,25 mKkr/ao3a

05502960
284900A

Manufacturing date {(mm.yyyy): /

[ara npou3soacTsa (mm.rrrr):

Expiry date (mm. !
Cpok rogHocTy (MM.LTIT):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoguTent B COOTBETCTBUN

c perucrpauueii 8 Poccuu:

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

Parameter / Mapamerp

Specifications / Cneundomxayum

Results / Peaynbrarth!

Mean dose weight and
uniformity of dose weight /
CpepHss macca fo3bl 1
OAHOPOAHOCTL Maccehl
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. /

CpepaHsa macca gossl: 45 mr + 15 %.
OpHOPOAHOCTL MACChl [03bl; CpeaHss
macca f03bt + 25 %.

He Donee 2 3 10 o3 > + 25 % o1 cpegHei
Macchl 4o3bl.

Ho Bcerga < 35 % oT cpegHeit maccsl
003k,

4419 mg/44.19 mr

Related substances /
PopgcTteeHHbie npumech

Impurity A {Hydrolysis product) — NMT 0.5
% / MNpumeck A (NpoAYKT rMAPONN3A) ~ He
Bonee 0,5 %.

0.0%

Impurity ZP-1 = NMT 0.5 % /
Mpumech ZP-1 —He 6onee 0,5 %.

00%

Single unidentified impurity — NMT 0.1 % /
EnvHuuHas HewaeHTuduumuposaHHan
npumech — He Gonee 0,1 %.

0.0%

Total impurities = NMT 1.2 % /
Cymma npumeceit — He Bonee 1,2 %.

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Npoaykr

SAP-Code: / Kon SAP:

Batch no.: / N2 napruu:

NASIVIN® SENSITIVE

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

HASWBUH® CEHCUTUB,

cnpeil HasanbHbIA NO3MPOBaHHLIN, 11,25 mkr/goaa

056502960
284800A

Manufacturing date {mm.yyyv): /

Aara npoussoacTsa (MM.ITIT):

03/2023

Expiry date (mm.yyvy): /

Cpok roaxocTy (Mm.rrrr):

03/2026

Manufacturer according to the

registration in Russia: /

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

nDOHSBOQHTEHB B COOTBETCTBMU

C perucrpaywent B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/mi/
MwukpoBuonorudeckan Obujee uncno aspobHbix Gakrepuii — He 0 KOE/mn
ynucrota Gonee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
ObLee YMCNo APONOKEBbIX ¥ NIIECHEBbIX 0 KOE/mn
rpubos — He Gonee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Ortcyrersue Pseudomonas aeruginosalmn. OtcyrcreyeT B 1,0 mn
Staphylococcus aureus — absence/ml, / Absentin 1.0 ml/
Otcyrcteue Staphylococeus aureus/mi. Oteyrereyer B 1,0 mn
Assay 237.5 - 262.5 g of oxymetazoline 250.9 yg/ml/ 250.9
Oxymetazoline hydrochloride/ml. / RAKT/MAT .
hydrochloride / 237,5 — 262,5 MKr okcuMeTasonuHa
Konuuyecraexsose TUAPOXAOPULA/MIT.
onpegeneHue
OkcumeTazonuHa
TMAPOXITOP,
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBWUH® CEHCUTUB,

crnipeit HazanbHbI JO3MpoBaHHbIi, 11,25 mMkr/gosa

05502960
284900A

Manufacturing date (mm.yyyy): /

gaTa npor3BoACTEa !MM.I’I"I"QI

Expiry date (mm.yvyy): /

Cpok roaHocTy (MM.rrrr):

03/2023

03/2026

Manufacturer according to the

registration in Russia: {

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

MNpouapoguTtenb B COOTBETCTBUMN

C peructpatuei B Poccuu:

«®amap Xanc Kea Cepasucez Magpun, C.AY.»

Parameter / NapameTp

Specifications / Cneundukauuu

Resuits / PesynsTathl

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 npernapaTta 8o nakoH
13 NonUaTUNEHa BblCOKOM
NIOTHOCTY C [03WPYIOLLUM
YCTPOWCTBOM W C 3aLUNTHOM
KPbILWKOM 13 nonnatuneHa
BLICOKOW NNOTHOCTK.

Mo 1 dhnakoHy BMeCTe C
MHCTPYKLUME MO NPUMEHEHMIO B
NaJyky 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 npenapara BoO thnakoH
13 MONUITUSIEHA BbICOKONH
NAOTHOCTY C [O3WNPYIOWMM
YCTPOWCTBOM W C 3aLLUTHOM
KPbILLKOI ¥3 nonunaTuneHa
BbICOKOI NNOTHOCTW.

Mo 1 dpnakoHy sBmecTe ¢
WHCTPYKUMEIA 1O NPUMEHEHWIO B
Nayky KapTOHHYIO.

Labeling / Mapruposka

In accordance with ND. /
B cooTtBeTCTBUM C HOPMAaTWBHOM
AOKYMeHTalmen.

Complies as prescribed /
CooTBeTCcTBYeT npeanmcasHomy

Storage conditions /
YCnosus XxpaHeHns

At the temperature not more than 30°C. /

Mpwn Temneparype He Bbiwe 30 °C.

Shelf-life / Cpok XpaHeHus

3years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTH OUKAT AHANU3A

Product: / Mpoaykr NASIVIN® SENSITIVE

metered-dose nasaj Spray 11,25 pg/dose /

HA3UBUH® CEHCMTMB,
Crpell HazanbHb noauposaHHbri&, 11,25 MKripoaa
SAP-Code: / Ko SAP; 05502960
Batch no.: / Ne na THU: 284800A
Manufacturing date (mm.yyyy): /
ara npoussoacTea MM.rrrr): 03/2023
Expiry date (mm. b
Cpok roanocTu MM.ITIT): 03/2026

Manufacturer according to the

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

Mpouzso, UTENL B COOTBETCTYBUY

£ pervcTpauve’ 8 Pocouy: «Damap Xanc Kea Cepsuces Magpun, C.AV.»

APl name / Haumeuosauue AdC;

Oxymetazoling hydrochloride / Oxcumerazonuxa
rmapoxnopus

INN / MHH: Oxymetazoline / Oxcmmerasonmn

API manufacturer batch number /
Homep cepuu n POU3BOAUTENR AGC:

21392088

FP Manufacturer APl Batch number
Homep cepuy cyﬁcraug_:gu npoussonuTens Md:

2202157

Siegfried PharmaChemikalien Minden GmbH, l
1 AP Manufactured by & country f Germany / i
l Mpoussonutens A®DC, crpana: Surcbpuy bapmaXemukanmen Mungen MBX,
CepMaHus
— 1 EPMaHng : j

Assessment: / SaKnryeHpe: The batch complies with the Specification according to ND 11-
000511-211022 / Maprun cooTseTcTBYST CRe uthukaymsm
035

0 -0005 113
HOpMaTuaHoro fokymenTa ﬂﬂl }/ 271

. e i
Date / Signature of Qualified Person: / /fl/
Hara / nonnucek vnonnomowgﬂnoro nuua; ‘ P “:>r;’_
s
2380682024




