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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIX QO3UpoBaHHbIN, 11,25 MKkr/ao3a

05503228
329080A

Manufacturing date (mm.yyyy): /

HaTta npoun3BoactBa (MM.rrrr):

08.2024

Expiry date (mm.yyyy): /
CpokK rogHocT (MM.ITTT):

07.2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTens B COOTBETCTBUM

c perucrtpauuen B Poccuum:

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

Parameter / MNapameTtp

Specifications / Cneuudcdukauum

Results / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
NoannHHOCTL
OkcumeTasonuHa
rmgpoxnopng

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
YAEPXNBaAHWA OCHOBHOIO NUKa Ha
XpomaTorpaMmmMe UCNbITYEMOro pactTesopa
OOMKHO COOTBETCTBOBATL BPEMEHU
yAEPKUBaAHWUS OCHOBHOIO NUKa Ha
XpomaTtorpamme ctaHgapTHOro pactsopa
OKCMMETa3oNunHa rugpoxnopuaa,
NONy4YeHHOW NPY KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBETCTBYET

Clarity / NMpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuns npenaparta He A0JKHA
npeBbIlWaTh onanecueHuuno atarnoHa
cpaBHeHus |.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / NpenapaTt
AorkeH ObiTb OKpaweH He Gonee
WHTEHCUBHO, YeM 3TarnoH Y.

conforms / coOTBETCTBYET

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

(d 20/20)

pH/pH From56t06.1/0T1 5,6 0o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcMonsanbHOCTb Ot 270 po 330 mOcmonb/kr 292mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIA AO3MpPOBaHHbIR, 11,25 mkr/go3a

05503228
329080A

Manufacturing date (mm.yyyy): /

Oara npou3soacTBa (MM.ITTT):

08.2024

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

07.2027

Manufacturer according to the

registration in Russia: /

I'IpomBoguTenb B COOTBETCTBUMU

c peructpauuen B Poccum:

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

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

Parameter / lNapameTtp

Specifications / Cneuudukaumm

Results / PesynbTarhbl

Mean dose weight and
uniformity of dose weight /
CpepaHsas macca [o3bl 1
OAHOPOAHOCTb Macchbl
Z403bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OIIHOpO,Z[HOCTb MacCcChbl JO3bI:

COOTBETCTBOBATH

JOJIXKHA

44.46 mg / 44.46 mr

Number of doses per pack
/ KonnyecTso 003 B
ynakoBke

Not less than 143 doses per container./

He menee 143 no3 Bo pnakoHe

215 doses/ 215 o3

Related substances /
PoacTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (MPOAYKT rMaponuaa) — He
Gonee 2,0 %.

0.0%

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

0.0 %

Single unidentified impurity — NMT 1.0 % /
EavHWYHasa HemgeHTUULMpPOBaHHaS
npumMeck — He 6onee 1,0 %.

0.0 %

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

0.0%

Microbial purity /
Mukpobuonorunyeckas
yucToTa

TAMC — NMT 10? CFU/ml /
O6ujee yncno aapobHbix GakTepun — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHATIU3A

Product: / NMpoaykr

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

HA3UBUH® CEHCUTUB,

cnpen HasanbHbIA AO3UPOBaHHbIN, 11,25 mKr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTtum: 329080A
Manufacturing date (mm.yyyy): /
dara npoussoacTea (MM.rrrr): .08.2024 &
Expiry date (mm.yyvyy): / \
CpoK rogHoCTU (MM.FTTT): 07.2027

Manufacturer according to the

registration in Russia: /

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

Mpou3BoauTens B COOTBETCTBUU

c peructpauuven B Poccuu:

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

TYMC — NMT 10" CFU/ml / 0 CFU/mi/
O6Lee 4nCrno APOXOKEBBIX U NIECHEBbIX OKOE/mn
rpubos — He Bonee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OTcytcTBue Pseudomonas aeruginosa/mn. | OtcyteteyeT B 1,0 mn

rmapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcyTtetBue Staphylococcus aureus/mn. OtcytereyeT B 1,0 MN
Assay 225 — 262.5 ug of oxymetazoline 251.9 ug/ml / 251.9
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKr oKcuMeTasonnHa
KonuuecTtBeHHOE rmapoxnopuga/mn.
onpegeneHue
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIW AO03uMpoBaHHbIA, 11,25 mkr/aosa

05503228
329080A

Manufacturing date (mm.yyyy): /

Oarta nponssofcTBa (MM.IrIrIT):

08.2024

Expiry date (mm.yyyy): /
CpOK rogHoCTM (MM.ITIT):

07.2027

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

c peructTpauven B Poccum:

«®amap Xanc Kea Cepuces Magpua, C.AY.»

Parameter / [TapameTtp

Specifications / Cneuudpukaunm

Results / PesynbTathbl

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 hrakoH
13 NONMK3TUNEHA BbICOKOWN
MNOTHOCTM C AO3UPYIOLLUM
YCTPOWCTBOM U C 3aLUTHOM
KPLILKOA 13 nonuaTunexHa
BbICOKOW MITOTHOCTW.

Mo 1 donakoHy BmecTe ¢
WHCTPYKLMENR No NPUMEHEHUIO B
naqky 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 npenapaTta Bo (rakoH
13 NONM3aTUNEHA BbICOKON
NNOTHOCTM C A03MPYIOLLIM
YCTPOWCTBOM U1 C 3aUTHON
KPbILLKOW M3 NONuaTuneHa
BbICOKOW NAOTHOCTW.

Mo 1 conakoHy BmecTe €
WHCTPYKLVWEN N0 NPUMEHEHNIO B
nayky KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBMM C HOPMATUBHOM
OOKYMEHTaUnen.

Complies as prescribed /
CooTBeTCTBYET NPEeAnMcaHHoOMYy

Storage conditions /
YcnoBuna XxpaHeHus

At the temperature not more than 25°C. /

Mpw Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

NASIVIN® SENSITIVE

Product: / Mpoaykt
metered-dose nasal spray 11,25 yg/dose /

HA3NWBUH® CEHCUTUB,

cnpen HasanbHbIA BO3UPOBaHHbIN, 11,25 MKr/Qo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 329080A

Manufacturing date (mm.yyyy): /
Oara npouzsogcTBa (MM.ILrr): 08.2024 o

Expiry date (mm.yyyy): /
Cpok rogHocT# (MM.FrrT):

Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUU

07.2027

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

C perucrtpaimen B Poccuum:

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonmHa

rmgpoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun nponssogutena APC: 23212090
FP Manufacturer API Batch number / 2401174

Homep cepuu cy6ecTaHuumn npounssogurtens Mo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country 1 Germany /
Mpoussoautenb, APC, cTpaHa: 3urcppug PapmaXemukanneH Munged MveX,
epmaHus

The batch complies with the specification according to ND J1IM-
000511-211022 amendment 1 from 03.11 .2023 // MNapTus
COOTBETCTBYET cneuupukaumam HopMmaTueHoOro aokymenTa JIM-
000511-211022 nsmeHeHune Ne1 ot 03.11 .2023
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Assessment: / 3aknoueHue:

Date / Signature of Qualified Person: /
dara / nognvuch YyNnosiHOMOYEHHOTo Nuua:







