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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / [Mpogykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBWH® CEHCUTUB,

2 41 =0 4 L]

crnpei HasanbHbIN 0O3UpoBaHHLIN, 11,25 MKr/nosa

05502960
293840A

Manufacturing date (mm.yvyy): /

Darta npoussoactea (MmMm.rrr):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHocTH (MM.ITrr):

06/2026

Manufacturer according to the

registration in Russia: /

ﬁpuwsuuuﬂTEﬂB‘B‘CUUTBETCTBWM

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

C perucrpauueir B Poccuu:

«®amap Xanc Kea Cepsuces Magpug, C.AVY.»

Parameter / Mapametp

Specifications / Cneuundukauun

Identification
Oxymetazoline
hydrochloride /
foannHHOCTL
OkcumeTasonnHa
rmapoxnopus

The retention time of the main peak on the
chromatogram of the tested soiution 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
yAEpXNBaHUA OCHOBHOTO MNKa Ha
Xpomarorpamme MCMbITYyEMOro pacteopa
[OITKHO COOTBETCTBOBATL BpeMeHu
YAEPKUBEHIKA OCHOBHOTO MiAKa Ha
XpomartorpaMmme CTaH4apTHOro pacTeopa
gKcHUMeTasconuHa rMgpoXnopiaa,
NOMYYEHHON NPU KONUYECTBEHHOM
onpegeneHun,

Clarity / Npo3payHocTe

The product should be not more opalescent
than reference suspension 1. /

OnanecueHuua npenaparta He JomkHa
NPeBLILATE OnanecleHLMo aTanoHa

DoDlialhb U L 8 L

cpaBHeHus |.

Color of the solution /
LiBeTHoCTh pacTBoOpa

The product should be not more colored than
color reference solution Y7 / Mpenapar
JorkeH ObiTh oKkpalleH He Gonee
VHTEHCUBHO, YeM 3TanoH Y.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTtensHas nnotHocTs | OT 1,006 oo 1,010

(d 20/20)

pH/ pH From56106.1/0T1 5,6 oo 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 289 mOsmol/kg / 289
OcmonanbHOCTb Ot 270 po 330 mOcmonb/kr MOCMOnb/KT

Results / PesynbTartbl
conforms / cooTBeTcTBYET

conforms / cooTBETCTBYET

conforms / cooTBeTcTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / MpoaykTt

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

HA3NBUH® CEHCUTUB,
cnpei HasanbHbIN 0O3UPOBaHHbLINA, 11,25 mkr/gosa
SAP-Code: / Kog SAP: 05502960
Batch no.:/ Ne naptum; 293840A
Manufacturing date (mm.yyyy): /
[laTa npousBoAcTBa (MM.ITTT): 06/2023
Expiry date (mm.yyvyy): /
Cpox roaHoCTH (MM.FITT): 06/2026

Manufacturer according to the

registration in Russia: /

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

[Tpon3soamnTenb B COOTBETCTBUU

¢ perucrpauuen B Poccuu:

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

Parameter / MapameTp Specifications / Cneuudukayun Results / Pe3ynbTathbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 4428 mg / 44.28 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpegHasa mMacca 4,03bl 1 + 25 %.
OLHOPOAHOCTb Macchl Max. 2 from 10 doses > £ 25 % from mean
4036l dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpepHsia macca aosbl: 45 mr £ 15 %.
OQHOPOAHOCTb Macchl 403bl: CPeaHAsA
macca f03bl + 25 %.

He Gonee 2 13 10 no3 >+ 25 % oT cpeaHen | ()
Macchl [03bl.
Ho Bceraa < + 35 % OT cpefHen macchbl 0
L,03bl.

Related substances /
PopcTeeHHbIE NpUMech

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% I Mpumechb A (NPOAYKT rMAponusa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Gonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnYHas HemgeHTupuumposaHHas
npumeck — He Bonee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoavykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

St ¥ Tt W RTINS V] AN FVIE NI

cnpeu HasanbHbIA JO3UPOBaHHbLIN, 11,25 MKr/go3a

SAP-Code: / Koa SAP: 05502960
Batch no.: / Ne naptuum: 293840A
Mantifacturing date (mm.yyyy): /

Barva npouseogctsea {(Mm.rrrr): 06/2023
Expiry date (mm.yyyv): /

CpcK ropgHocTy (MM.ITiT): 06/2026

Manufacturer according to the

iedgistiration in Russia: /

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

Hpon3soanTens B COOTBETCTEBAN

C perucrpauues B Poccum:

«®Pamap Xanc Kea Cepsuces Magpua, C.AY.»

Oxymetazoline
nyarochioride /
KonuyecteeHHoe
onpegeneHne
OkcumeTasonuHa
rmapoxnopun

hydrochloride/ml. /
225 — Z62,5 MKr oKCMMeTasonuHa
rugpoxnopugal/msi.

Microbial purity / TAMC — NMT 102 CFU/ml/ 0 CFU/ml/
Mukpobuororuyeckas .| Obujee vncno aspobHbix BakTepuit — He 0 KOE/mn
yucToTa donee 102 KOE/mn
TYMC — NMT 10" CFU/mI / 0 CFU/ml/
Ob6Lee YnNCno LPOXOKEBbBIX 1 MNECHEBbIX 0 KOE/mn
rpnbos — He Bonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Otcytcteue Pseudomonas aeruginosa/mn. | Otcytctayet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtceytecTBue Staphylococcus aureus/mn. Otcytereyet B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 252.0 pg/ml /1 252.0

MKr/Mn
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CERTIFICATE OF ANALYSIS /| CEPTUPUKAT AHATIU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBWUH® CEHCUTUB,

cripeit HasarnbHbIA AO3UpOBaHHbIN, 11,25 MKr/ao3a

05502960
293840A

Manufacturing date (mm.yyyy): /

HOata npou3BoAcTBa (MM.ITTT):

06/2023

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

06/2026

Manufacturer according to the

registration in Russia: /

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

MponzBoauTtesib B COOTBETCTBUM

¢ perucrpaumein B Poccuu.

«®Damap Xanc Kea Cepsuces Magpung, C.A.Y.»

Parameter / lapameTp

Specifications / Cneundukaummu

Results / PesynbTarthbl

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. /

1o 10 mn npenapaTa BO hnakox
N3 NONN3TUNEHA BbICOKON
NMOTHOCTX C AO3NPYIOWUM
YCTPOWCTBOM U C 3aLLNTHOM
KPbILLIKOY U3 NonmaTuneHa
BbICOKOW NMAOTHOCTN.

Mo 1 donakoHy BMecTe ¢
WHCTPYKLMEN N0 NPUMEHEHVIO B
nayky KapTOHHVYIO.

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 hrakoH
N3 NONNaTUNeHa BbICOKOM
MNOTHOCTY C SO3VPYIOLM
YCTPOWCTBOM U C 3aLLNTHON
KPbILLIKOW U3 NonuaTuieHa
BbICOKOW NNOTHOCTU.

Mo 1 chrnakoHy BMecCTe C
NHCTPYKUMEN MO NPUMEHEHWIO B
Nayky KapTOHHYIO.

Labeling / MapxupoBka

In accordance with ND. /
B cooTBeTCTBMMN C HOPMATUBHON
JOKyMeHTaLUKen.

Complies as prescribed /
CooTBeTcTBYET NPeanucaHHoMy

Storage conditions /
Ycnosus XpaHeHus

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbile 30 °C.

Shelf-life / Cpok XpaHerus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pug/dose /
HA3UBUH® CEHCUTUB,
CMpen HasarbHbIN JO3MpPOBaHHLIN, 11,25 MKr/ao3a
SAP-Code: / Koo SAP: 05502960
Batch no.: / Ne napruu: 293840A
Manufacturing date (mm.yyyy): /
Hara npousBoacTea (MM.rrrr): 06/2023
Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.rrTT): 06/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
e TP OUSBO AN B-EOOTB T C B e
c peructpaument 8 Poccuu: «®Damap Xanc Kea Cepeuces Magpup, C.A.Y.»
APl name / HaumeHnosauune A®C: Oxymetazoline hydrochloride / OkcumeTazonura
ruapoxnopug
INN / MHH: Oxymetazoline / QucumeTazonuy
AP] manufacturer batch number /
Howmep cepuu npounssoautena ADGC: 21392088
FP NManufacturer API Batch number / 2300648
Howmep cepuu cybeTaHumm npounssoautens F®:
Siegfried PharmaChemikalien Minden GmbH,
APl Manufactured by & country ! Germany /
Mpounzsogutenb ADC, cTpaHa: 3urdbpugn PapmaXemukanved Mungen MvbX,
epmanns
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1M-
000511-211022 / MapTus COOTBETCTBYET CrneLmdnkaLmam
HopmaTMBHOro fokymenTa J1M-000511-211022 "
Date / Signature of Qualified Person: / A4« l7 2572 / —

Hara / nognuckb ynosiHOMOYEHHOro nvua. e

N

L\W\;‘_) (:Z/—\Mﬂ,el/&?

FARAL wiporis







