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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / NpoaykT

SAP-Code: /| Koa SAP:
Batch no.: / Ne naptunu:

NASIVIN® SENSITIVE

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

HA3SWBUH® CEHCUTUB,

cnpeu HasanbHbIK NO3UPOBAHHLIN, 22,5 MKr/Qo3a

06503227
323860A

Manufacturing date (mm.yyyy): /

QETB npov3isoncTea (Mm.rrrr):

Expiry date (mm. 4
Cpok ronHOCTH (MM.ITIT):

06.2024

05.2027

Manufacturer according to the

reqistration in Russia: /

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

ﬂgousnogwrenb B COOTBETCTBUM

¢ perncrpauner B Poccuru:

«®amap Xanc Kea Cepeuces Magpun, C.AY.»

Parameter / NapameTtp

Specifications / Cneunduxaumm

Results / Peaynurars!

|dentification
Oxymetazoline
hydrochloride /
MognMHHOCTL
OkcumeTasonuHa
mMapoxnopua

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 hydrochioride standard
solution, received at assay testing. / Bpems
YAEPXWBaHWA OCHOBHOIO NvKa Ha
XpomMaTorpamme UCMbLITYEMOro pacTsopa
AOMHKHO COOTBETCTBOBATL BPEMEHHN
YAEPXKMBaHWA OCHOBHOIO NWKa Ha
XpomMaTtorpamme CTaHAapTHOTO pacTeopa
OKCHUMETAa30nMHa rapoxnopuaa,
NONy4eHHOoW NPy KONUYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTcTByET

Clarity / Mpo3pavHocTs

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapaTa He AOMKHa
npesbillaTth onanecueHunio 3TanoHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
aonmxeH ObITh okpalueH He Bonee
WHTEHCUBHO, YeM aTancH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) /

From 1.006 to 1.010/ 1.008
OTHocuTensHaa nnotHocTs | OT 1,006 go 1,010
(d 20/20)
pH/pH From56106.1/01 56 no 6,1 5.9
Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg /
OcMOoNANLHOCTL Ot 270 no 330 mOcmonb/kr 294mOcmonb/xr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [Iponykr

SAP-Code: / Kog SAP:
Batch no.: / N2 napruu:

NASIVIN® SENSITIVE

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

HA3WBWUH® CEHCUTUB,

cnpel HasanbHbIA QO3UPOBaHHLIN, 22,5 MKr/gos3a

05503227
323860A

Manufacturing date (mm.yyyy): /

QaTa NPoOW3BOACTBA (MM.ITIT):

Expiry date (mm. L
Cpok rogHocT# (Mm.rrrr):

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBHIA

¢ perucrpaumein B Poccuu:

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

Parameter / MNapameTp

Specifications / Cneundukalmnm

Results / Peaynbrarbl

Mean dose weight and
uniformity of dose weight /
CpegHana macca goab! 1
OA4HOPOAHOCTbL Macchl
A0o3bl

Mean dose weight: 45 mg £15 %.
Uniformity of dose weight: must

comply.Cpegras macca goseli: 45 mr + 15 %.

OD.HOPO,QHOCTb MacCChl 403bi. QOMKHaE
COOTBETCTBOBAThL.

47.56 mg / 47.56 mr

conforms / cooTBeTCTBYET

rpvbos — He Bonee 10' KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0 %
PogcreeHHble npumeci % / MNpumech A (NPoAYKT ruaponusa) — He
Bonee 2,0 %.
Impurity ZP-1 — NMT 1.5 %/ 0.0%
INpumecw ZP-1 — He Bonee 1,5 %.
Single unidentified impurity - NMT 1.0%/ (0.0%
EauvHuyHasa HeugeHTudUUMpoBaHHas
npumeck — He Bonee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He Gonee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/mI / 0 CFU/mI/
Mukpobuonoruyeckas Obuyee 1ncno aspobHbix BakTepwit — He OKOE/mn
yncroTa bonee 102 KOE/mn
TYMC — NMT 10! CFU/mI / 0 CFU/mi /
Obulee YMCNO APOANCKEBLIX U NNECHEBLIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OrtcytctBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
Otcytcteyer 8 1,0 mn

Slaphylucuceus dureus — ybsencehnl. /
Otcyterave Staphylococcus aureusimn.

Absenlin 1.0 mil/
Orcytcteyer B8 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HASUBUH® CEHCUTKB,

cnpewn HasanbHbiW AO3UPOBaHHLIN, 22,5 MKr/no3a
05503227

323860A

Manufacturing date (mm.yyyy): /
Oara nponssoncTsa (MmM.rrrr): 06.2024 _

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

Manufacturer according to the

registration in Russia: /

05.2027

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

MNpoussoguTens B COOTBETCTBUM

¢ perucrpauuven B Poccum:

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

Assay
Oxymetazoline
hydrochloride /
KonuyecTeeHHoe
onpeaenexHve
OkcumeTasonunHa
rugpoxnopng,

450 — 525 pg of oxymetazoline - 503 pg/ml / 503 MKkr/mn
hydrochloride/ml. /
450 - 525 MKr okcumeTazonuHa
runppoxnopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHANTU3A

Product: / MpoaykTr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3WBUH® CEHCHUTUB,

cnpew HasanbHbLIW AO3UPOBaHHLINW, 22,5 MKr/ao3a

05503227
323860A

Manufacturing date (mm.yyyy): /

gaTa npon3soacTtea !MM.!’I’I’I’[:

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

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

Mpou3soanTenb B COOTBETCTBUMN
¢ perucrpauuesi B Poccun:

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

«®amap Xanc Kea Cepeuces Magpug, C.AY.»

Parameter / NapameTtp

Specifications / Cneundukauum

Results / PeaynkTtaTthi

Packaging / Ynakoeka

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 npenapara Bo hnakoH
13 NONU3ITUNIEHA BbICOKOM
NAOTHOCTW C AO3UPYHOLLUM
YyCTPOWCTBOM U C 3alyUTHOMN
KPLILLKOR U3 nonuatuneHa
BbICOKOW MNOTHOCTY.

Mo 1 conakoHy BmecTe ¢
UHCTPYKLUWER No NPUMEHERWIO 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 Bo GnakoH
13 NONUITUNEHA BbICOKOM
NNOTHOCTY C AO3NPYIOLUUM
YyCTPOACTBOM W C 3aWMTHON
KPbILLKOW K3 NONWaTUneHa
BbICOKOW NNOTHOCTM.

Mo 1 hnakoHy BmecTe ¢
WHCTPYKUWeER No NpUMeEHEHMNIo B
navky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTtseTtcTBUMKM C HOPMAaTUBHOW
OOKyMeHTauuen.

Complies as prescribed /
CooTBeTcTBYET NPEANUCAHHOMY

Storage conditions /
Ycnosua xpaHeHms

At the temperature not more than 25°C. /

Mpu TemnepaType He Bhilwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAINTU3A

Product: / poaykr

SAP-Code: / Kon SAP:
Batch no.: / Ne naptuu:
Manufacturing date {mm.yyyy): /

[dara npoussogcrea (Mm.rrrr):
Expiry date (mm.yyyy): /

Cpok roaHOCTH (MM.rrrT):

Manufacturer according to the
reqgistration in Russia: /

[Mpou3BoaMTENlb B COOTBETCTBHU
€ perucrpaunen B Poccuu:

APl name / HanmenoBanue ADC:

INN / MHH:

|

|

. API manufacturer batch
LH_QMe,p cepun npoussoauTens A®C:

API Batch

FP Manufacturer

| | Homep cepuu cy6cTaHuumu npoussoantens INo:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3WBUH® CEHCUTWB,

cnpe# HasanbHbIW QO3UPOBaHHbLIN, 22,5 MKr/no3a

05503227
323860A

06.2024
05.2027
Famar Health Care Services Madrid, S.A.U./

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

. L —
Oxymetazoline hydrochloride / OkcumeTaaonuna
__Twapoxnopwa

. -

Oxymetazoline / OkcumeTasonuH

number / 23202119

i i S ——

S

number i

ST

2400608

API Manufactured by &

Hpouano,umenb A®C, cTpaHa:

L, e e

Siegfried PharmaChemikalien Minden GmbH, ’
Germany /

3urppug ©apmaXemukanved MuHaen MNueX,
Fepmamms |

country /

The batch complies with the specification according to ND 1M1-
000511-211022 amendement Ne1 from 03.11.2023 / NMapTus
COOTBETCTBYET cneLudKkaLmMam HOpMaTUBHOIO fAokymeHTa NM-
000511-211022 uam. Ne1 ot 03.11.2023

A7 DY L A0 / @

%vc.éc..l_upk C.Buf\tcic;_ 7 ar

TAYMAR HMARDN

Assessment: / 3aknwuyeHune:

Date / Signature of Qualified Person: /
Oara / nognuck yNnonHoOMO4YeHHOro Nuua:




