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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /

HA3SUBUH® CEHCUTUB,

crnpen HasanbHbIA QO3UPOBaHHbIN, 22,5 MKr/go3a

05503227
328010A

Manufacturing date (mm.yyyy): /

Harta npou3soacTBa (MM.FITr):

Expiry date (mm.yyyy): /
Cpok rogHoCTH (MM.TTTT):

07.2024

06.2027

Manufacturer according to the

registration in Russia: /

Y

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

MpoussoauTens B COOTBETCTBUU

¢ perncrtpauuveu B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukaumm

Results / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTE
OkcumeTasonunHa
rmgpoxsropung

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
yOepXXmBaHUs OCHOBHOrO NuKa Ha
XpomarorpaMmme UCrbITyemMoro pactsopa
AOITDKHO COOTBETCTBOBaTL BPEMEHN
yOepXnBaHWA OCHOBHOMO NUKa Ha
XpomaTorpamme CTaHAapTHOro pactsopa
OKCMMETas30nunHa rugpoxnopuaa,
Nony4YeHHOW Npu KONNYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / NMpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenapaTta He AoMKHA
npeBblWaTh onanecueHUMo aTanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AomkeH ObITb okpalleH He Gonee
WHTEHCUBHO, Yem 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.010
OTtHocuTenbHas nnotHocTb | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56to6.1 /0Tt 56 006,1 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 AHAJIU3A

Product: / [poaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /

HA3UBUH® CEHCUTUB,

crnpei HasanbHbI AO3UPOBaHHbLIN, 22,5 MKr/no3a

05503227
328010A

Manufacturing date (mm.yyyy): /

Oarta npoussoacrea (MM.rrrr):

07.2024 .

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

06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUMU

C perucrtpauuven B Poccuu:

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

Parameter / [Tapametp

Specifications / Cneundukauum

Results / PesynbTtaTthbl

Mean dose weight and
uniformity of dose weight /
CpeaHsis Macca o3kl U
O[,HOPOAHOCTb MaccChl
Ao3bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OaHOpOIHOCTh
COOTBETCTBOBATh

MacCChbl JO3LI:

JOJIDKHAa

48.27 mg/ 48.27 mr

Number of doses per pack
/ KonndectBo no3 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 103 BO hniakoHe

193 doses/ 193 po3

Related substances /
PogcTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumechb A (MpoAayKT rugponusa) — He
6onee 2,0 %.

0.0%

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

0.0%

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

0.0%

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

0.0 %

Microbial purity /
MukpoGuronornyeckas
yucroTa

TAMC — NMT 102 CFU/mlI /
Obwee yncno aspobHbix HakTepuii — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJIU3A

Product: / Mpoaykrt

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /

HA3UBUH® CEHCUTUB,
cnpen HazanbHbi NO3UPOBaHHbIK, 22,5 mKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 328010A
Manufacturing date (mm.yyyy): /
Harva npoy3soAcTBa (MM.FITT): 07.2024 -
Expiry date (mm.yyyy): / .
Cpok rogHoCTH (MM.TTTT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoguTens B COOTBETCTBUMU

¢ peructpauuein B Poccuu:

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

TYMC — NMT 10" CFU/mI / 0 CFU/ml/
ObLyee Yncno ApoiNOKEBbIX U NNECHEBbIX OKOE/mn
rpubos — He Gonee 10! KOE/Mn

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

rMapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 m!/
OTcyrcreue Staphylococcus aureus/mn. Otcytereyer B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 504 pg/ml / 504 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 MKr okcUMeTa3onuHa
KonuuectseHHoe rmapoxnopuaa/mn.
onpeaeneHue
OxkcvmeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / NMpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pyg/dose /
HA3MBUH® CEHCUTUB,
cnpei HazanbHbI 4O3UPOBaHHbINA, 22,5 MKr/ao3a

SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 328010A
Manufacturing date (mm.yyyy): /

HNarta npoussoncrea (MM.rrrr): =07.2024
Expiry date (mm.yyyy): /

Cpok rogHocT# (MM.ITIT): 06.2027

Manufacturer according to the
registration in Russia: /

MNpou3BoauTenb B COOTBETCTBUMU
c perucrpauuen B Poccuu:

N

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

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

Parameter / Mapametp | Specifications / Cneundukaumm

Results / Pesynetathbl

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 dnakoH
13 NONM3aTHNEHA BbICOKOK
MFOTHOCTM C [O3VPYIOLLUM
YCTPOWCTBOM W C 3aLLUTHON
KPbILLKOM U3 NONMaTUIeHa
BbICOKOW MIOTHOCTW.

Mo 1 conakoHy BmecTe €
WHCTPYKLMEN MO NPUMEHEHUIO B
NayKy KapTOHHY!O.

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 npenapaTta BoO thnaxkoH
13 NMONMMaTUNEHa BLICOKON
MAOTHOCTN C AO3NPYIOLLIUM
YCTPOWCTBOM U C 3aLLUTHOW
KPbILLKO/ U3 NONUaTUNeHa
BbICOKOW MIIOTHOCTW.

Mo 1 dnakoHy BMecCTe C
WHCTPYKLMEN NO NMPUMEHEHNIO B
NayKy KapTOHHY!O.

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOWN
OOKYMEHTaunen.

Labeling / MapkupoBka

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoMy

Storage conditions /

Ycnosus xpaHeHus Mpw Temnepatype He Bbiwe 25 °C.

At the temperature not more than 25°C. /

Shelf-life / Cpok xpaHeHus | 3 years / 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAITU3A

Product: / [MpogyKTt NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HASUBNH® CEHCUTUB,
cnpei HasanbHbIA O3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Koo SAP: 05503227
Batch no.: / Ne napTuu: 328010A
Manufacturing date (mm.yyyy): /
Hdata npoussoAcTBa (MM.FITT): 07.2024 <
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTTT): 06.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MNpouseoauTenkL B COOTBETCTBUU
c perucrpauuen B Poccuu: «®Pamap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBanue ADC: Oxymetazoline hydrochloride / OkcumeTasonuHa
rmgpoxnopva
INN / MHH: Oxymetazoline / OkcnmeTasonux
API manufacturer batch number /
Homep cepuu npounssoautens A®C: Ry
FP Manufacturer API Batch number / 2400609
Homep cepum cy6ctaHummn npounssoautens Mo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpouzsoautens A®C, cTpaHa: 3urdpug PapmaXemukanveH MuHgeH M'méX,
epmaHus
Assessment: / 3aknoyeHue: The batch complies with the specification according to ND J1IM-

000511-211022 amendment 1 from 03.11 .2023 // MapTus
COOTBETCTBYET cneuundukaumusam HopmaTueHoro gokymenTa JilMl-
000511-211022 nameHenne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: / . oo /
[ata / nognuck yNonHOMOYEHHOTO nuua: 23 Mo 2

gquQLu P& cneslee /GﬁrD

FAHANR MMASRIN






