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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoayKr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpeit Ha3anbHbIA fO3MpoBaHHbIN, 11,25 MKr/gosa

05503228
340490A

Manufacturing date (mm.yyyy): /

Oara npousgoacTea (MM.Irrr):

01.2025

Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.ITIT):

12.2027

Manufacturer according to the

registration in Russia: /

MpoussoauTenb B COOTBETCTBUM

c peructpauuen B Poccuu:

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

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

Parameter / MapameTtp

Specifications / Cneunduxauum

Results / PeaynbTatbl

Identification
Oxymetazoline
hydrochloride /
Moo NUHHOCTL
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
yAepXuBaHMs OCHOBHOTO NMKa Ha
XpomaTtorpaMmmMe UCnbITyeMoro pactesopa
AOIDKHO COOTBETCTBOBaTL BpEMEHU
yAEPXUBaHWA OCHOBHOIO NuKa Ha
XpoMaTorpaMmme CtaHgapTHOro pacTsopa
OKCMMEeTa30mnuHa rugpoxnopuaa,
nony4eHHoW Npy KONUYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpospayHocTs

The product should be not more opalescent
than reference suspension I. /
OnanecueHuua npenaparta He fomKHa
npeBbiWaTh onanecueHuuto aTanoHa
cpaBHeHus |.

conforms / cooTBETCTBYET

Color of the solution /
LiBeTHOCTL pacTBOpa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomkeH 6bITb okpalueH He Gonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From561t06.1 /0T 5,6 4o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmonsanbLHoCTb Ot 270 po 330 mOcmonb/kr 292mOcmonb/kr
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAITU3A

Product: / MpogyKr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

crnpeu HasanbHbIA O3MPOBaHHbLIN, 11,25 MKr/no3a

05503228
340490A

Manufacturing date (mm.yyyy): /

fata npoussogcTea (MM.rrrr):

01.2025

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

12.2027

Manufacturer according to the

reqgistration in Russia: /

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

MNpoussoguTen B COOTBETCTBUM

C peructpauuein B Poccuum:

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

Parameter / MapameTp

Specifications / Cneuundukaumm

Results / PesynbTaTthl

Mean dose weight and
uniformity of dose weight /
CpepHsis macca 0osbl 1
OOHOPOAHOCTb MaccChl
[03bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: must comply.

OnHOpPOAHOCTL  MAacChl

COOTBCTCTBOBAThH

JO3bI:

JOJI2KHA

45.39 mg / 45.39 mr

Number of doses per pack
/ Konn4yecTtBo 003 B
ynakoBke

Not less than 143 doses per container./

He meHee 143 po3 Bo hnakoHe

206 doses/ 206 po3

Related substances /
PoacTteeHHbIE NpuMecH

Impurity A (Hydrolysis product) — NMT 2.0
% / MNpumeckb A (npoayKT ruaponusa) — 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 % /
EavHenyHas HenageHTMpUUMpoBaHHas
npumeck — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpobuonoruyeckas
yucroTa

TAMC — NMT 102 CFU/mi /
Ob6wwee uncno asapobHbix bakTepuii — He
6onee 102 KOE/mn

0 CFU/ml/
OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCHUTUB,
cnpei HasanbHbIM 4O3UPOBaHHbIN, 11,25 MKkr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptum: 340490A
Manufacturing date (mm.yyyy): /
Qata npouzsoacTea (MM.Irrr): 01.2025
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrT): 12.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

¢ perucTpauuven B Poccuu:

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

TYMC — NMT 10' CFU/mi / 0 CFU/ml/
O6Lee Yncno OpoiICKEBbLIX U NIECHEBbIX OKOE/mn
rpubos — He 6onee 10" KOE/mn

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

ruapoxnopug

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytctBue Staphylococcus aureusivn. OTcytcteyeT B 1,0 Mn
Assay 225 — 262.5 pg of oxymetazoline 252.0 ug/mi /252.0
Oxymetazoline hydrochloride/ml. / MKF/Mn
hydrochloride / 225 ~ 262,5 MKr okcuMeTasonuHa
KonuuecteeHHoe rmgpoxnopuga/mn.
onpepenexHue
OxkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIA [4o3MpoBaHHbINK, 11,25 MKkr/gosa

05503228
340490A

Manufacturing date (mm.yyyy): /

OaTta npoussoacrTBa (MM.rrrr):

01.2025

Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.rrrT):

12.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenk B COOTBETCTBUM

c peructpauuei B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesynbTathl

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 npenapata BoO hnakoH
13 NONM3TUNEHA BLICOKON
NNOTHOCTU € A03UPYIOLLIMM
YCTPOWCTBOM W C 3aLUUTHOWN
KPbILLKOW U3 NONuMaTuneHa
BbICOKOW MMOTHOCTU.

Mo 1 cpbnakoHy BMecTe ¢
WHCTPYKUMEN No NMpUMEHEHUIO 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 npenapaTa BoO ¢dnakoH
13 NONMaTUNeHa BbICOKOW
NNOTHOCTU C AO3UPYIOLLUM
YCTPOWCTBOM M C 3aLUTHOW
KPbILLKOW M3 nonuaTunieHa
BbICOKOM NMOTHOCTH.

Mo 1 conakoHy BmecTe C
WHCTPYKUMENR NO NPUMEHEHUIO B
Nayky KapTOHHYIO.

Labeling / MapknpoBka

In accordance with ND. /
B cooTBETCTBUM C HOPMATUBHOW
OOKYMEHTaumen.

Complies as prescribed /
CooTBeTCTBYET NpeanucaHHomy

Storage conditions /
YcnoBus xpaHeHus

At the temperature not more than 25°C. /

Mpn TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 yg/dose /
HA3UBUH® CEHCUTUB,
crnpei HaszanbHbIA AO03UPOBaHHbLIN, 11,25 Mmkr/gosa
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 340490A
Manufacturing date (mm.yyyy): /
Oarta npouzBogcTea (MM.ITrT): 01.2025
Expiry date (mm.yyyy): /
CpoK roaHOCTH (MM.ITrT): 12.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoguTens B COOTBETCTBUMU
c peructpauuen B Poccuu: «®amap Xanc Kea CepBuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue A®DC: Oxymetazoline hydrochloride / OkcumeTasonuHa
ruapoxnopua
INN / MHH: Oxymetazoline / OkcMeTa3onuH
API manufacturer batch number 1
Homep cepun npousBogutensa APC: 24252103
FP Manufacturer  API Batch number / 2401719
HoMmep cepuu cy6cTaHumumn nponssogutens MNo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
NpounssoauTtens APC, cTpaHa: 3urdpua PapmaXemukanmeH MunaeH M'mbX,
epmaHus
Assessment: / 3aknioueHue: The batch complies with the specification according to ND JIIM-

000511-211022 amendment 1 from 03.11 .2023 // NapTusa
COOTBETCTBYET cneuudukaumsim HopmaTueHoro gokymenTta JiM-
000511-211022 nameHenne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
fata / nognvuchb yNnonHOMOYEHHOro nuua:

A2 FEB2C2D /

Su QAQ—.LU < oq{é\LC! 7 QPR

FANMA R MHANRIN




