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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAJTU3A

Product: / [pogyKT

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

NASIVIN® SENSITIVE

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

HASNBUH® CEHCUTUB,

cnpeu HasanbHbIR 4O3UpoBaHHbLIN, 11,25 Mkr/gosa

05503228
325450A

Manufacturing date (mm.yyyy): /

Oara npou3BogcTBa (MM.Irrr):

06.2024 -

Expiry date (mm.yyyy): /
CpoOK rogHOCTU (MM.ITTT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

¢ perucrpauuen B Poccuu:

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

Parameter / Napamerp

Specifications / Cneundoukaumm

Results / Pe3ynbTarsbl

Identification
Oxymetazoline
hydrochloride /
MopgnnHHOCTL
OkcumeTazonnHa
rmapoxnopug

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
YAEPXNBaHWSt OCHOBHOIO NUKa Ha
XpomaTorpamMmme UCNbITyeMoro pactsopa
OOMKHO COOTBETCTBOBATL BPEMEHU
YAEPXUBaAHNA OCHOBHOrO NMUKa Ha
XpomaTorpamme CTaHgapTHOro pactsopa
OKCMMETa30nu1Ha rugpoxnopuaa,
MOny4YEeHHOW Npy KONMMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpospa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenaparta He 40SKHA
npesbilWaThk onanecueHUno aTanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
hormkeH 6bITb okpaweH He bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH / pH From 56 t06.1/01 5,6 10 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg /
OcmonsaneHOCTb Ot 270 po 330 mOcmonb/kr 294mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / lMpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIA [O3MpOBaHHbLIN, 11,25 MKr/ao3a

05503228
325450A

Manufacturing date (mm.yyyy): /

Oara npousBoacTBa (MM.rrrr):

06.2024

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

05.2027

Manufacturer according to the

reqistration in Russia: /

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

[MponsBoauUTenb B COOTBETCTBUMU

c perucTpauuei B Poccum:

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

Parameter / lNapameTtp

Specifications / Cneundunkauyum

Results / Pesynbrathl

Mean dose weight and
uniformity of dose weight /
CpeaHsn macca posbl
04HOPOAHOCTL Macchl
403bl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: must comply.

O)ZIHOpOIlHOCTb MaccChl

COOTBETCTBOBATDH

JO3bI:

JOJIXKHa

43.80 mg/43.80 mr

Number of doses per pack
/ KonvyecTtso gos B
ynakoBKe

Not less than 143 doses per container./

He meHee 143 o3 Bo ¢hriakoHe

215 doses/ 215 pos

Related substances /
PoacTeeHHble npumecK

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumechb A (NpoaykT ruaponnsa) — He
Bonee 2,0 %.

0.0%

Impurity ZP-1 - NMT 1.5 % /
Mpumecb ZP-1 — He Gonee 1,5 %.

0.0 %

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

0.0 %

Total impurities — NMT 4.9 % /
Cymma npumecei — He 6onee 4,9 %.

0.0 %

Microbial purity /
Mukpobuonoruieckas
yucrora

TAMC — NMT 10% CFU/ml /
Ob6uwee uncno aspobHbix bakTepuii — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpeun HasanbHbIA QO3UpPOBaHHbINA, 11,25 Mkr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325450A
Manufacturing date (mm.yyyy): /
.fdara npou3BoacTea (MM.rrrT): 06.2024
Expiry date (mm.yyyy): /
Cpox roqHOCTU (MM.ITTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUM

¢ peructpauuei B Poccuu:

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

TYMC — NMT 10! CFU/ml / 0 CFU/ml/
O6Lee 4nCno OpOoXCKEBbLIX U NNECHEBBIX OKOE/mn
rpu6os — He 6onee 10" KOE/Mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn

rmapoxsiopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytcTtBue Staphylococcus aureus/ivn. OtcytcreyeT B 1,0 Mn
Assay 225 - 262.5 ug of oxymetazoline 252.3 ug/mi / 252.3
Oxymetazoline hydrochloride/ml. / MKr/MI
hydrochloride / 225 — 262,5 MKr oKcumeTasonvHa
KonuuecTtseHHoe ruapoxnopuaa/mn.
onpeperneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / MpogykKTt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3UBUWH® CEHCUTUB,

cnpei HasanbHbIW A403MpoBaHHbLIN, 11,25 MKr/no3a

05503228
325450A

Manufacturing date (mm.yyvy): /

Oara npousBoacTBa (MM.rrer):

06.2024

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

Manufacturer according to

05.2027
the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUU

C perucrtpauuen B Poccun:

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

Parameter / NapameTp

Specifications / Cneuundcdukauun

Results / Pe3ynbTtathl

Packaging / Ynakoeka

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 8o ¢hrnakoH
13 NONMaTUNeHa BbICOKOM
NAOTHOCTW C A03VPYOLLUM
YCTPOWCTBOM U C 3aLLMTHON
KPbILLKOW U3 NMonmaTuieHa
BbICOKOWN NMOTHOCTHU.

Mo 1 dnakoHy BMecTe €
WHCTPYKLMEN NO NPUMEHEHUIO B
radky 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 npenapata BO nakoH
U3 NONU3TUIIEHA BLICOKON
NAOTHOCTW C 4O3MPYIOLLIMM
YCTPOWCTBOM M C 3aLLMTHOW
KPbILUKOW U3 NoNnatuneHa
BbICOKOW NIOTHOCTW.

Mo 1 conakoHy BmecTe ¢
WHCTPYKLVENA NO NPUMEHEHWIO B
nadky KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBMU C HOPMAaTUBHOW
OOKYMEHTaLMen.

Complies as prescribed /
CooTBeTCcTBYET NpeanucaHHoMy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHuns

3years/3ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne napTuu:
Manufacturing date (mm.yyyy): /
farta npouzsoacTBa (MM.ITrr):
Expiry date (mm.yyyy): /

CpoK rogHocTH (MM.rrrT):
Manufacturer according to the
registration in Russia: /
Mpoun3soauTenb B COOTBETCTBUU
C perucrpauueit 8 Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3SUBUH® CEHCUTUB,

cripei HasanbHbIA [O3UpoBaHHbIN, 11,25 MKr/go3a

05503228
325450A

06.2024 .
05.2027
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepeuces Maapua, CA.Y.»

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rugpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonu-
API manufacturer batch number /
Homep cepuun nponsBogutens APC: 23202119
FP Manufacturer  API Batch number / 2400608

Homep cepum cyb6cTaHuuum nponsBoauTens [No:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpana: 3urcppug PapmaXemukanued MuHaeH FmoX,
repmaHus

Assessment: / 3aknoyeHue:

The batch complies with the specification according to ND J1IM-
000511-211022 amendment 1 from 03.11 .2023 // MNapTus

COOTBETCTBYET cneuntukaumsam HopmaTueHoro gokymenTa Jill-
000511-211022 usmeHeHue Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /

Harta / nognucb ynosiHOMOYEeHHOro nuua:

18 vovacax %

guaéovat CS‘J\ECLKCE /S Gr
FTAMA M HA'}T'U?;







