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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 yg/dose /

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIM [O3MpPOBaHHbIN, 11,25 Mkr/gosa

05503228
329070A

Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.rrrr):

08.2024

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

07.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoguTens B COOTBETCTBUMN

C perucrtpauuven B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneuudukaymm

Results / PeaynbTtaTthl

Identification
Oxymetazoline
hydrochloride /
NognunHHOCTL
OkcumeTasonuHa
rmagpoxnopug,

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. / Bpemsa
YAEPXKNBAHWA OCHOBHOrO NUKa Ha
XpomaTtorpamme MCnbITyemoro pacTsopa
[AOIMKHO COOTBETCTBOBATL BPEMEHU
YAEPXMBaHNSA OCHOBHOTO MNuka Ha
Xpomarorpamme cTaHAAPTHOro pacTeopa
OKCMMETAa30N1Ha rMapoXnopuAa,
NONyYEeHHOW NpW KONMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpo3spa4yHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuns npenaparta He 4omkHa
npeBbIWaTh onanecueHUMo aTanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapart
OOIKeH ObITb OKpalLeH He Donee
WHTEHCUBHO, YEM 3TasOH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTtenbHas nnotHocTb | OT 1,006 go 1,010

(d 20/20)

pH / pH From56t06.1/0T1 56 106,1 59

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg /
OcmonsanbHOCTL Ot 270 po 330 mOcmonb/kr 290mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpe HasanbHbIA AO03UWPOBaHHbIX, 11,25 MKr/go3a

05503228
329070A

Manufacturing date (mm.yyyy): /

Oara.npoussoacTea (MM.ITrr):

08.2024

kPl

Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.rrrr):

07.2027

Manufacturer according to the

registration in Russia: /

lpousBoauTens B COOTBETCTBUMU

c peructpauuven B Poccuu:

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

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

Parameter / NapameTtp

Specifications / Cneuudukaumm

Results / Pe3ynbTtathbl

YUCTOTA

oonee 102 KOE/mn

Mean dose weight and Mean dose weight: 45 mg 15 %. 47.86 mg / 47.86 mr
uniformity of dose weight /
CpeaHas macca [o3bl U Uniformity of dose weight: must comply.
OAHOPOAHOCTb MAcChi
003bl
OmHOPOJHOCTH ~ Macchl  J03bl:  JIOJDKHA
COOTBETCTBOBATh
Number of doses per pack |Not less than 143 doses per container./ 230 doses/ 230 pos
/ KonnyecTtBo o3 B
ynakoBKe He meHee 143 03 BO dhnakoHe
Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PogcTteeHHble npuMecu % [ Mpumeck A (NPOAYKT rmaponusa) — He
Gonee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumecb ZP-1 — He Bonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EpvHnyYHas HenaeHTudULMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0 %
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mwukpobuonornyeckas Obwee uncno aspobHbix bakTepuin — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpewn HasanbHbll 4O3UPOBaHHbLIN, 11,25 MKr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 329070A
Manufacturing date (mm.yyyy): /
Oara npousBogcTea (MM.rrrr): 08.2024 -
Expiry date (mm.yyyy): / i
Cpok rogHocTU (MM.ITIT): 07.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

c peructpauunen B Poccuu:

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

TYMC — NMT 10! CFU/mI / 0 CFU/ml/
ObLee 4Mcno apoiCKEBLIX U NNECHEBBLIX OKOE/mn
rpubos — He 6onee 10" KOE/mn

Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBUe Pseudomonas aeruginosa/mn. | Otcytcreyet B 1,0 Mn

rugpoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcyteTtBue Staphylococcus aureus/mn. OTcyTctByeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 255.5 ug/ml / 255.5
Oxymetazoline hydrochloride/ml. / MKr/MIn
hydrochloride / 225 — 262,5 MKr okcuMeTasonnHa
KonuuectBeHHoe rmgpoxnopuga/mn.
onpegerneHue
OxcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [TpoayKT

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

NASIVIN® SENSITIVE

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

cnpew HasanbHbIN 0O3UpoBaHHbIW, 11,25 MKkr/ao3a

05503228
329070A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr):

08.2024 .

Expiry date (mm.yyyy): /
CpoK rogHoCcTu (MM.ITTT):

Manufacturer according to

07.2027
the

reqistration in Russia: /

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

[Mpou3BoauTenb B COOTBETCTBUM

C peructpauueit B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundunkaumu

Results / PeaynbtaTthbl

Packaging / YnakoBka

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 donakoH
"3 NONW3TUNEHA BLICOKON
NNOTHOCTW € A03UPYIOLLIUM
YCTPOWCTBOM U C 3aLMTHOW
KPbILLKON U3 NonMaTuneHa
BbICOKOW NAIOTHOCTY.

Mo 1 donakoHy BmecTe ¢
WHCTPYKLUMEN NO 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 npenapaTta Bo pNakoH
U3 NONN3TUNEHA BbICOKON
MAOTHOCTM C AO3MPYIOLLIMM
YCTPOWCTBOM W C 3aLLMTHON
KPbILLKOW M3 NONMaTuneHa
BbICOKOW MITOTHOCTW.

Mo 1 dnakoHy BMmecTe ¢
WHCTPYKLMER MO NPUMEHEHUIO B
naqky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOWM
OOKYMEHTauunen.

Complies as prescribed /
CooTBeTcTBYET NpPeanMcaHHoMy

Storage conditions /
YCroBusi XpaHeHust

At the temperature not more than 25°C. /

Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHANU3A

NASIVIN® SENSITIVE

Product: / [poaykT
metered-dose nasal spray 11,25 ug/dose /

HA3NBUH® CEHCUTUB,
Ccrnpei HasanbHbIA 0O3UpoBaHHbIN, 11,25 MKr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 329070A
Manufacturing date (mm.yyyy): /
Qdata npouseoAcTBa (MM.rrrr): 08.2024 5
Expiry date (mm.yyyy): / .
Cpok rogHocTH (MM.ITTT): 07.2027

Manufacturer according to the
registration in Russia: /
MpousBoguTens B COOTBETCTBUU

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

C perucTpauven B Poccuu:

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

AP| name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumMeTasonuH
API manufacturer batch number /
Homep cepuu npoussogutena A®C: 23212090
FP Manufacturer API Batch number / 2401174

Homep cepuu cy6cTtaHummu npoussoautena MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpounzeogutens APC, cTpaHa: 3urcppug PapmaXemukanmed MungeH M'mbX,
epmaHus

The batch complies with the specification according to ND J1I-
000511-211022 amendment 1 from 03.11 .2023 // MapTua
COOTBETCTBYET cneyndukaumsm HopMmaTuBHOro agokymendTa Jill-
000511-211022 nameHeHne Ne1 ot 03.11 .2023

N OV 202MH / E gii]
—

Suc\.é QLu P C\cm{é‘&i{ Vs

Assessment: / 3aknioueHue:

Date / Signature of Qualified Person: /
Oarta / noanucb yNnofiHOMOYEHHOro nuua:

FAMAR SMANRIN






