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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHANU3A

Product: / Mpooykr

QAR IYAARTT A @A
sSAr-LOGe. / K\/'H GAE'-

Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HA3SBUH® CEHCUTUB,

crpei HazanbHbIA ,qosuposauﬂbm 11 25 Mxrlgosa

D —— PP A—
UJ\JUL OU

285660A

Manufacturing date (mm.vvyy): /

HaTta npoussoacTsa (MM.ITrT):

G4/2023

Expirv date (mim.vvvv): /
CpoK roaHocTu (MM.rrrr):

04/2026

Manufacturer according to the

registration in Russia: /

Famar Health

MpoK3BogKTeSib B COOTBETCTBUMU

C perucTpaumein B Poccum:

«®amap Xanc Kea CepBucez Mappug, C.AY.»

Parameter / lMapametp

Specifications / Crieuudukauum

Results / PesynbTarthbl

Identification
Oxymetazoline
hydrochloride /

The retention time of the main peak on the
chromatogram of the tested solution is
required to correspond to the retention time

~|-HeannHHocTs
OkcumeTazonuHa
rnapoxnopug

oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpems
YAEPXKUBaHKWS OCHOBHOTO MNKKa Ha
XpomaTorpamMme UCrbITYyeMoro pactsopa
OOMKHO COOTBETCTBOBaTL BPEMEHM
YOEPKUBaHMST OCHOBHOIO fMka Ha
XpomaTorpamme cTaHaapTHOro pacTeopa
OKCUMETa3onvHa ruapoxnopuaa,
MOMYYEHHOR NPU KONNYECTBEHHOM
onpegenexHnu.

conforms / cooTBeTCTBYET

Clarity / NpospayHocTb

The product should be not more opalescent

than reference suspension |. /
npenapaTta He 4oKHa

npesbitiaTh onanecueHynio sTancHa

cpaBHeHus .

Onanecuenyus

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product shouid be not more colored than
color reference solution Y7 / MNpenapar
AomxeH 6biTh oKpauleH He Bornee

VHTEHCUBHO, Yem 3TafnoH Yy

conforms / cooTBeTCTBYET

OCcMONaNEHOCTE

OT 270 noe 3230 mOcmons/ur

(AU AR~ E ]

Relative density (d 20/20) / |From 1.006 to 1.010/ 1.008
OTHocuTenbHana nnoTtHocTk | OT 1,006 o 1,010

(d 20/20)

pH / pH From 5.6106.1/0T1 5,6 o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 289 m Osmol/kg /289
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

HA3BUWH® CEHCUTUB,
cnpei HasanbHbIN O3pPOBaHHbLIN, 11,25 MKr/no3a
SAP-Code: / Kon SAP: 05502960
Batch no.: / No naptuu: 285660A
Manufacturing date (mm.yyyy): /
HaTta npoussoAcTBa (MM.ITIT): 04/2023
Expiry date (mm.yyyy): /
CpoK roqHoCTU (MM.ITIT): 04/2026

Manufacturer according to the

reqistration in Russia: /

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

[MponseoauTens B COOTBETCTBUN

¢ perncrpauuen B Poccuu:

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

Parameter / MNapameTtp Specifications / Cneundukaumnm Results / Pe3ynbTaTthbl
Mean dose weight and Mean dose weight: 45 mg £15 %. 44.83 mg / 44.83 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpenHasa macca f03bl + 25 %.
0JHOPOAHOCTbL MaCChl Max. 2 from 10 doses > * 25 % from mean
403bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepgHsia macca gosbl: 45 mr + 15 %.
OnHOPOAHOCTE Macchl J03bl: CpeaHas
Macca fo3bl + 25 %.

He Gornee 2 n3 10 go3 > + 25 % ot cpegHeit | ()
Macchl 403bl.
Ho Bcerga < + 35 % OT cpegHen macchk! 0
[o3bl.

Related substances /
PoacTeeHHbIe Npumecn

Impurity A (Hydrolysis product) — NMT 0.5 0.0 %
% / Mpumechb A (NPORYKT rMaponnsa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0 %
Mpumect ZP-1 — He Bonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EnuHuuHan HemaeHTuduLnposaHHasn
npumecb — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0 %
Cymma npumeceit — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpoaykT

SAP-Codel /Ko SAPI
Batch no.: / Ne naptuu:

Manufacturing date (mm.yvyy): /
Darta npou3sogcTBa {(MM.ITIT):

Expiry date (mim.vyvv): /
Cpok rogHocT# (MM.TTIT):

Manufacturer according io the
reqisiration in Russia: /

lMpouseodnTerib B COOTBETCTRBUAMN

- 056025860

C perucTpauvieil B Poccuu:

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 ug/dose /
HA3MBUH® CEHCUTUB,

cripen HazarnkbHbIA 0o3uPoBaHHLIN, 11,25 MKr/gosa

285660A
04/2023
04/2026

Services Madrid, S.A.U./

Famar Health Car

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

ronbos — He Bonee 10" KOE/mn

Microbial purity / TAMC — NMT 10% CFU/mi / 0 CFU/mi/
Mukpobuonoruyeckas Ob6Lwee yncno aspobHuix GakTepnin — He 0 KOE/mn
JyucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/mi/
Oémeeq VICJ'IO“ﬂ'pOXOKeBle“Vi“‘ﬂJ'leCHeBleW“'“'“""'“ OWK@E/MH M i

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
OrcyteTBUe Pseudomonas aeruginosa/mn. | OTteyTterayet B 1,0 mn

rMapoxnopug

Staphylococcus aureus — absence/ml. / Absent in 1.0 mi/
OTtcyrerBue Siaphylococcus aureusimn. OTcytcrayet B 1,0 mn
Assay 225 — 262.5 ug of oxymetazoline 249.8 ug/iml / 249.8
Oxymetazoline hydrochloride/mt. / MKF/MN
hydrochloride / 225 — 262,5 MKr okcuMeTasonuHa
KonuuecteeHHoOE rugpoxnopuaalmn.
onpepenexHve
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpeit HasanbHbIW go3upoBaHHbINi, 11,25 MKr/Qo3a

05502960
285660A

Manufacturing date (mm.yyyy): /

Oata npovsBoacTBa (MM.ITIT):

04/2023

Expiry date (mm.yyvyy): /
CpoOK rogHoCTU (MM.rrrr):

Manufacturer according to

04/2026
the

reqistration in Russia: /

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

MponssoauTesib B COOTBETCTBUU

¢ perucrTpaumnen B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneuundukaumm

Results / Pe3ynbTaThl

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 hNakoH
U3 NONMU3TUIIEHA BbICOKOM
FINOTHOCTU C A03UPYIOLLINM
YCTPOWNCTBOM W C 3aLLUTHON
KpbILLKOW U3 nonuatunexHa
BbICOKOW NMOTHOCTN.

Mo 1 ¢pnakoHy BMECTE C
NHCTPYKUMEN MO MPUMEHEHNIO 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 npenapara BoO hnakoH
13 NONMaTUIEHA BbICOKON
FINOTHOCTY C JO3UPYIOLLUM
YCTPOWCTBOM M C 3aLUTHOW
KPBILLIKOW U3 NOMUaTuieHa
BLICOKOM NIOTHOCTN.

Mo 1 pnakoHy BmecTe ¢
WHCTPYKLMEN NO MPUMEHEHNIO B
navky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUM C HOPMATABHON
LOKYMEHTaUMel.

Complies as prescribed /
CooTBeTCTBYET NpejnucaHHomy

Storage conditions /
Ycnoema xpaHeHus

At the temperature not more than 30°C. /

MNpn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok XpaHeHus

3years/3roaa
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CERTIFICATE OF ANALYSIS / CEPTUDGUKAT AHATTU3A

Product: / [1poaykT

~SAP-=Code:/ Kon SAP:
Batch no.: / Ne naptuu:

Manufacturing date {(mm.vyvvv): /
Dara nponsponcrtea {MMm.rrrr):

Expiry date (mm.yyyy): /
CpoK rofiHOCTh (MM.FTTT):

Manufacturer according to the
registration in Russia: /
MpouzsoguTent B COOTBETCTBUM

C perrcrpaiuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3SWBWH® CEHCUTUB,

crnpen HasanbHbIA 4O03UPOBaHHbIN, 11,25 mkr/go3a
05502960 ‘ e

2856604

04/2023

04/2026

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

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

pouzBoauTen

Assessment: / 3aknoveHue: The batch complies with the specification according to ND J1-
000511-211022 / MNMapTus cooTBETCTBYET CneLnduKaumnsm

HopmaTuBHoro aoxkymenTa JiN-000511-211022

A6 MAY 2077 // T

Date / Signature of Qualified Person: /
Data / nognuck yrnonHOMOYEHHOIO nuua:
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