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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SMBUH® CEHCUTUB,

cripen HasanbHbIM JO3UPOBaHHbIA, 11,25 MKr/Qo3a

05503228
324590A

Manufacturing date (mm.yyyy): /

Oara npousBoactBa (MM.rrrr):

06.2024

Expiry date (mm.yyyy): /
CpoK rogHoCTH (MM.ITTIT):

05.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3BoguTenb B COOTBETCTBUU

C peructpaumven B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundukaunmn

Results / PeaynbTaThbl

Identification
Oxymetazoline
hydrochioride /
MopgnuHHOCTL
OkcumeTasonvHa
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
YAEPXKMBaHUA OCHOBHOIO Nuka Ha
XpomaTorpamme UCnbITyemMoro pactsopa
AOMXKHO COOTBETCTBOBATL BPEMEHMU
YAEPXKUBaHUA OCHOBHOIO NUKa Ha
XpomaTorpaMmme CTaHAapTHOro pacTeopa
OKCMMETa30/IMHa rmapoxnopuaa,
Nony4eHHON NpY KONMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / NMpospauHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHuus npenaparta He A40MmKHa
npeebiaTh onanecueHuUmIo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapar
AormkeH 6bITb oKkpalweH He Bonee
WHTEHCWUBHO, YEM 3TanoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHaa nnotHocTs | OT 1,006 oo 1,010

(d 20/20)

pH /pH From 5.6t06.1/0T1 5,6 8o 6,1 5.9




Page 2 of 5/ CtpaHnua 2 us 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / MpogyKTt

NASIVIN® SENSITIVE

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

cnpew HasanbHbIA [O3UPOBaHHbIN, 11,25 MKr/ao3a

HA3NBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuum: 324590A
Manufacturing date (mm.yyyy): /
Hara npouseoacrea (MM.rrrr): 06.2024
Expiry date (mm. 2/
CpOK roaHOCT# (MM.ITIT): 05.2027

Manufacturer according to the

reqgistration in Russia: /

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

NpounzBoauTensL B COOTBETCTBUU

c perucrtpauuein B Poccuu:

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

Parameter / MapameTp

Specifications / Cneuundumkaumm

Results / PesynbTathbl

Osmolality /
OcmonanbHocTb

From 270 to 330 mOsmol/kg /
Ot 270 po 330 mOcmonb/kr

292 mOsmol/kg /
292mOcmonb/kr

Mean dose weight and
uniformity of dose weight /
CpeaHsis macca fo3bl 1
0AHOPOAHOCTE Macchl
A03bI

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must comply./
CpeaHssa macca nosbl: 45 mr + 15 %.
OpHOPOAHOCTL Macchl A03bl: AOSHKHA
COOTBETCTBOBATD.

44.99 mg / 44.99 mr

conforms / cooTBeTCTBYET

Related substances /
PoacTteeHHble npymecu

Impurity A (Hydrolysis product) — NMT 2.0
% I Mpumecs A (NpogyKT ruaponusa) — He
bonee 2,0 %.

0.0%

Related substances /
PogcrteeHHble npumecu

impurity ZP-1 —NMT 1.5 % /
Mpumeck ZP-1 — He 6onee 1,5 %.

0.0%

Single unidentified impurity — NMT 1.0 % /
EanHnuHas HempeHTUdULMpOBaHHas
npumeck — He 6onee 1,0 %.

0.0%

Total impurities — NMT 4.9 % /
Cymma npumecei — He bornee 4,9 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoAaykr

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

HA3WBUH® CEHCUTUB,
cnpeun HasanbHbIW OO3UPOBaHHbIN, 11,25 MKr/no3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 324590A
Manufacturing date (mm.yyyy): /
Oara npou3ssogcTBa (MM.ITrT): 06.2024
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.IrTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

lMpoussogutens B COOTBETCTBUU

c perucrpauuvein B Poccuu:

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

Microbial purity / TAMC — NMT 10% CFU/ml / 1 CFU/ml /
Mukpobuonornyeckas O6wee yncno aspobHbix BakTepuii — He 1KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC - NMT 10" CFU/ml / 0 CFU/ml /
O6wee yncno OpoXoKeBbIX U NIECHEBbIX OKOE/Mmn
rpubos — He bonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OTcytctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureusimn. OTtcyTctByeT B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 253.0 pg/ml / 253.0
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 — 262,5 mKr okcumeTasonuHa
KonuyecTteeHHoe rmapoxnopuaa/mn.
onpepeneHve
OxcumeTtasonuHa
rmgpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,

cnpen HasanbHbIM [O3UMpOBaHHbIW, 11,25 MKr/go3sa

05503228
324590A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.rrrr):

06.2024

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

Manufacturer according to

05.2027
the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUM

C peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuundomkaumnu

Results / Peaynbtathbl

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 npenapata Bo ¢nakoH
13 MNoONUaTureHa BbICOKOW
NNOTHOCTN C AO3MPYIOLLUM
YCTPOWMCTBOM U1 C 3aLUTHOM
KPbILKORA 13 nonuaTunexHa
BbICOKOW MNOTHOCTU.

Mo 1 cbnakoHy BmecTe ¢
WHCTPYKLMEN MO NPUMEHEHWIO 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 npenaparta 8o ¢nakoH
13 NONNATUIIEHA BbICOKOW
MAOTHOCTMN C AO3UPYIOLLUM
YCTPONCTBOM U C 3aLyUTHOM
KPbILLUKOW U3 NONUaTurneHa
BbICOKOW MSIOTHOCTM.

Mo 1 conakoHy BmMecTe ¢
VHCTPYKLMEN MO NPUMEHEHNIO B
MayKy KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATMBHOM
OOKYMeHTauunen.

Complies as prescribed /
CooTBeTCTBYET NpeAnucasHoMy

Storage conditions /
YcrnoBus XxpaHeHus

At the temperature not more than 25°C. /

Mpw TemnepaTtype He Boiwe 25 °C.

Shelf-life / Cpok xpaHeHws

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTN3A

Product: / Mpoaykr

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

HA3NWBUNH® CEHCUTUB,
cnpei Ha3anbHbIA 0O3UpPoBaHHbIN, 11,25 MKr/go3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naprtuu: 324590A
Manufacturing date (mm.yyyy): /

Oata npou3BoAcTBa (MM.ITIT): 06.2024
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.FTTT): 05.2027

Manufacturer according to the
registration in Russia: /

lMpoussoguTtens B COOTBETCTBUMU
C peructpauuven B Poccuu:

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

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

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number I
Howmep cepum npoussogutens AD®C: 2I202i1410
FP Manufacturer API Batch number / 2400608

Homep cepuu cy6cTaHumuu npounssoautena IMMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpouseoautens APC, cTpaHa: 3urdppug PapmaXemukanmeH Munaer MvbX,
epmaHus

Assessment: / 3akntoyeHue:

The batch complies with the specification according to ND J1M-
000511-211022 amendement Ne1 from 03.11.2023 / MapTus

COOTBETCTBYET cneundukaumam HopMmaTuBHOro gokymeHta J1lMl-
000511-211022 nameHeHune Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
ara / noAnuch YnonHOMOYEHHOIO Nila:

24 AVG 2021 / %

S"QC\Q‘L‘-’ P= gor\e clez

FAMAR MNMANQUN







