Page 1 of 5/ CtpaHuua1 n3 5

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen HasanbHbi 0O3UpOoBaHHbIN, 11,25 Mkr/gosa

05503228
324600A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.ITrr):

06.2024

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

05.2027

Manufacturer according to the

reqgistration in Russia: /

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

Mpoussoautens B COOTBETCTBUU

c perucrpauueit B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundukauum

Results / PesynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MNoanunHHOCTL
OkcumeTasonuHa
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
yAepXXMBaHWS OCHOBHOrO MviKa Ha
XpomaTorpamme UCnbITyemoro pacTeopa
AOIDKHO COOTBETCTBOBATL BpEMEHU
YAEPXNBaHWA OCHOBHOMO NUKa Ha
XpomaTorpaMmme CTaH4apTHOro pacTsopa
OKCUMETAa30nuHa rmgpoxnopuaa,
Nony4YeHHO NpW KONNYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / Npo3pa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuns npenapara He AoMKHa
rpesbilaTh OnanecueHLnio aTanoHa
cpaBHeHuUA .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / MNpenapaTt
AomkeH BbITh okpalweH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From 5.6t06.1 /0t 5,6 0o 6,1 5.9
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

cnpei HaszanbHbIA o3nMpoBaHHbIN, 11,25 mKkr/gosa

HA3NBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne napTuu: 324600A
Manufacturing date (mm.yyyy): /
Oata npoussoacTBa (MM.ITrr): 06.2024
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.ITTT): 05.2027

Manufacturer according to the

registration in Russia: /

MpouszsoauTesib B COOTBETCTBUMN

c perucrpauuen 8 Poccuu:

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

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

Parameter / MapameTp

Specifications / Cneundumkaumm

Results / PesynbTaThl

uniformity of dose weight /
CpenHsas macca [o3bl U
0A4HOPOAHOCTb MaccChl
[o3bl

Uniformity of dose weight: must comply./
CpeaHsas macca nosbl: 45 mr = 15 %.
OpHopoaHOCTb Macchl A03bl: 4OIMKHA
COOTBETCTBOBATD.

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg /
OcmMonsnNbHOCTb Ot 270 po 330 mOcmonb/Kr 295mOcmonb/Kr
Mean dose weight and Mean dose weight: 45 mg £15 %. 45.26 mg/45.26 mr

conforms / cooTBeTCTBYET

Related substances /
PopacteeHHbIe npumecH

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoayKT rmaponunsa) — He
Honee 2,0 %.

0.0%

Related substances /
PopacteeHHbIe npumeck

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

0.0%

Single unidentified impurity — NMT 1.0 % /
EavHuyHas HempeHTUMUMpOBaHHaA
npumeck — He Gonee 1,0 %.

0.0 %

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / NMpoaykr

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

HA3UBUH® CEHCUTWB,
crnpeu HasanbHbIN OO3UMpoBaHHbINA, 11,25 mkr/aosa
SAP-Code: / Kog SAP: 05503228
Baich no.: / Ne napTtuu: 324600A
Manufacturing date (mm.yyyy): /
Qarta npousBoacTsa (MM.ITTT): 06.2024
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.FTTT): 05.2027

Manufacturer according to the

registration in Russia: /

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

MpowuszsoaguTen b B COOTBETCTBUMU

¢ peructpauuei B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas Ob6uwee uncno aapobHbix bakTepnii — He OKOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mi / 0 CFU/ml/
O6Lwee uncno ApoXoKEBbLIX U NITECHEeBbIX OKOE/mn
rpnbos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcytcTBue Pseudomonas aeruginosa/mn. | Otcytereyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OtcyTctByeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 252.1 ug/ml/ 252 1
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 225 — 262,5 MKkr okcMMmeTasonuHa
KonuyecTtseHHoe ruapoxnopuga/mn.
onpeaenexHve
OkcumeTasonuHa
rMapoxnopus
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAITU3A

Product: / Mpoaykr

SAP-Code: / Koag SAP:
Batch no.: / Ne napTum:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3WBUH® CEHCUTUB,

cnpeu HasanbHbIA 4O3UPOBaHHbIN, 11,25 MKr/ao3a

05503228
324600A

Manufacturing date (mm.yyyy): /

Hara npoussoacTea (MM.ITIT):

06.2024

Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrT):

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTEnb B COOTBETCTBUM

C perucTtpauvei B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundukauum

Results / PesynbTathbl

Packaging / Ynakoska

Per 10 mi 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 ¢hrnakoH
13 NONUaTUNEHa BbICOKON
MNOTHOCTY C AO3UPYIOLLNM
YCTPOWCTBOM Y C 3aLLMTHON
KPbILUKOR 13 NONNaTUNEHa
BbICOKOW MMOTHOCTW.

Mo 1 conakoHy BmecTe ¢
WHCTPYKUMEN NO 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 npenapara 8o ¢hbrakoH
13 NONNITUNEHA BbICOKOM
MAOTHOCTK C A03MPYIOLLUM
YCTPONCTBOM U C 3ALLUMTHON
KPbILLKOW 13 NONUaTuneHa
BbICOKOW MMNOTHOCTW.

Mo 1 cdornakoHy BMecTe €
WHCTPYKUMWEA NO NPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBM C HOPMATUBHOW
OOKYMeHTaLuuen.

Complies as prescribed /
CooTBeTCTBYET NPEeanMcaHHoOMYy

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga




Page 5 of 5/ Ctpanuua 5 us 6

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Mpoaykr

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

HA3WBUH® CEHCUTUB,
crnpei HazanbHbIV 4O3UPOBaHHbIN, 11,25 Mkr/go3a

SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naprTuu: 324600A
Manufacturing date (mm.yyyy): /

Hara npoussoacTea (MM.Irrr): 06.2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rrrT): 05.2027

Manufacturer according to the

registration in Russia: /
lMpou3soauTensL B COOTBETCTBUM
€ perucrpauuvein B Poccuu:

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTazonuH
API manufacturer batch number /
Homep cepuu npoussogutens A®C: 25202119
FP Manufacturer  API Batch number / 2400608

Homep cepum cy6ctaHumumu npoussoautens MNod:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Npoussoautens A®C, cTpaHa: 3urcppug PapmaXemukanmeH Mungen MTvméX,
'epmaHmus

Assessment: / 3aknouyeHue:

The batch complies with the specification according to ND J1I1-
000511-211022 amendement Ne1 from 03.11.2023 / MapTtus

COOTBETCTBYET cneundukaLmam HOpMaTUBHOro agokymeHTa JIN-
000511-211022 nameHeHune Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
farta / noanuch YNONHOMOYEHHOTO Jikla:

& 2
DA AUVUG 2001 /ﬁ

Su Q.AQLU P Scr\e QLQ_{

TFAMAR MADRIN







