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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAITUA3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HASNBUH® CEHCUTUB,

cnpen HaszanbHbIN 0O3UPOBaHHLIN, 22,5 MKF/ao3a

05503227
334430A

Manufacturing date (mm.yyyy): /

fata npoussoAcTBa (MM.FITT):

11.2024

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

10.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTesnb B COOTBETCTBUM

C peructpauven B Poccuu:

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

Parameter / apameTtp

Specifications / Cneundukauuu

Results / PeaynbTaThl

Identification
Oxymetazoline
hydrochloride /
[TognuHHoOCTL
OkcrmeTasonuHa
rmgpoxropug

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
yOoep>XusaHua OCHOBHOMO NuKa Ha
XpomaTorpaMmme MCnbITyemoro pacTteopa
AOMKHO COOTBETCTBOBATL BPEMEHMU
yAepXXMBaHWA OCHOBHOIO NUKa Ha
Xpomarorpamme CTaHAapTHOro pacteopa
OKCMMETa30sIMHa rmapoxnopuaa,
Mony4YeHHOW Npy KONUYECTBEHHOM
onpeaesieHmu.

conforms / cooTBeTcTBYET

Clarity / Mpo3pa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHunsa npenapara He AOMKHa
npesbILaTh onanecUeHLuio aTanoHa
CpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCcTL pacTBopa

The product should be not more colored than
color reference solution Y7 / Npenapat
AonxeH 6bITb oKpalleH He Bonee
WHTEHCMBHO, YeM 3TarnoH Y7.

conforms / cooTBeTCcTBYET

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

(d 20/20)

pH / pH From 5.6t06.1/0T 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg /
OcmonsanbHocTh Ot 270 po 330 mOcmonb/kr 297mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / MpoaykT

SAP-Code: /| Kog SAP:
Batch no.: / N2 naptuu:

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpei HasanbHblil [O3MpPOBaHHbLIN, 22,5 MKr/no3a

05503227
334430A

Manufacturing date (mm.yyyy): /

Oara npousBogcTea (MM.Irer):

11.2024

Expiry date (mm.yyyy): /
Cpok rogHocTM (Mm.rrrr):

10.2027

Manufacturer according to the

registration in Russia: /

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

ﬂpousaogmenb B COOTBETCTBUMU

¢ peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumum

Results / PeaynbTtaTthbl

Mean dose weight and
uniformity of dose weight /
CpeaHssa macca [03bl 1
OAHOPOAHOCTb Macchl
A03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OaHOpOAHOCTE  MAacchl

COOTBETCTBOBATH

JO3bI:

JOJIZKHa

44 .82 mg/ 44.82 mr

Number of doses per pack
/ KonnyecTtso 003 B
yrnakoBke

Not less than 143 doses per container./

He meHee 143 103 BO dpnakoHe

209 doses/ 209 gos

Related substances /
PoacreeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeck A (NpoayKT rupponusa) — He
6onee 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 % /
EavHuyHas HengeHTudymposaHHasa
npumeck — He 6onee 1,0 %.

0.0 %

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

0.0%

Microbial purity /
Mukpobuonornyeckas
yucroTa

TAMC — NMT 102 CFU/mlI /
Ob6wee uucno aspobHeix bakTepuin — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/Mn
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHAITU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

crnpen HasarbHbI 4O3MPOBaHHLIN, 22,5 MKr/ao3a

HA3SUBUH® CEHCUTUB,
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTtuu: 334430A
Manufacturing date (mm.yyyy): /
Oara npouzsoacrTea (MM.rrrr): 11.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 10.2027

Manufacturer according to the

registration in Russia: /

lMpoussoauTens B COOTBETCTBUM

C peructpauuen 8 Poccuu:

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

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

TYMC — NMT 10! CFU/mi /
Obwee uncno ApoXoKkeBbIX U NAECHEeBbIX
rpubos — He 6onee 10" KOE/mn

0 CFU/ml/
OKOE/mn

Pseudomonas aeruginosa — absence/ml /
OtcytctBue Pseudomonas aeruginosalmn.

Absentin 1.0 ml/
OtcyTctByeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcytctBue Staphylococcus aureus/mn.

Absentin 1.0 ml/
OrcytcteyeT B 1,0 Mn

Assay
Oxymetazoline
hydrochloride /
KonunuecTtBeHHOe
onpeneneHne
OkcumeTtasonuHa
rmgpoxnopug

450 - 525 ug of oxymetazoline
hydrochloride/ml. /

450 — 525 mKr okcMmeTasornnHa
rugpoxnopuga/mn.

504 ug/ml / 504 mxr/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoOykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3NBUH® CEHCUTUB,

cnpew HasanbHbIA AO03MPOBaHHbIW, 22,5 MKr/ao3a

05503227
334430A

Manufacturing date (mm.yyyy): /

[Oara npouzBoacTea (MM.Irrr):

11.2024

Expiry date (mm.yyyy): /
CpoOkK rogHOCTU (MM.TTIT):

Manufacturer according to

10.2027
the

reqgistration in Russia: /

I'Igouseop.menb B COOTBETCTBUU

¢ peructpauuen B Poccuu:

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

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

Parameter / [lapameTtp

Specifications / Cneuuncukaumm

Results / PesynbTarth!

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 npenapaTta Bo orakoH
13 NONNITUNEHA BbICOKOW
MFOTHOCTY C A03MPYOLLUM
YCTPOWCTBOM 1 C 3aLLUTHON
KPbILLKOW U3 NonMaTuneHa
BbICOKOW MrOTHOCTW.

Mo 1 chnakoHy BMmecTe ¢
WHCTPYKUMEN NO NPUMEHEHMIO B
Nayky KapTOHHY!IO.

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 BoO hnakoH
N3 NONMITUIIEHA BbICOKON
NAIOTHOCTY C AO3MPYIOLLM
YCTPOWCTBOM U C 3aLLUMTHOMN
KPLILLKOW U3 nonnaTuneHa
BbICOKOW MMOTHOCTW.

Mo 1 donakoHy BMmecTe C
WHCTPYKUWEN NO NPUMEHEHUIO B
Nayky KapTOHHYH.

Labeling / Mapkupoeka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHON
LOKYMEHTaunen.

Complies as prescribed /
CooTBeTCTBYET NpegnmcaHHoOMy

Storage conditions /
Ycnosua xpaHeHus

At the temperature not more than 25°C. /

Mpw TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

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

Product: / lMpoaykT

SAP-Code: / Koa SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.rrrr):

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

Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUU
C perucrpauuen B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUH® CEHCUTUB,

crnpen HasanbHbLIX QO3UPOBaHHLIN, 22,5 MKr/OQosa

05503227
334430A

11.2024 .
10.2027
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTazonuHa

rMAPOXMIOPUA,
INN / MHH: Oxymetazoline / OkcumeTasonuH
API| manufacturer batch number /
Homep cepuu npoussogurens APC: 23212090
FP Manufacturer API Batch number / 2401174

Homep cepumu cybcTtaHuuu nponssoautens IMNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussogutenb APC, cTpaHa: 3urdpug dapmaXemukanueH Munaer MvbX,
"epmaHus

Assessment: /| 3akntioyeHue:

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

COOTBETCTBYET cneuvrKaumsm HopmaTUBHOro gokymenta JiIMl-
000511-211022 nameHenune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /

—

data / nognuchk yNnonHOMOYEHHOTO Nkla:

DA IOV ISR /

e

guc.écivpa C\\cr\Es‘:._LQE / Qe

FAMAMR MARNRIN




