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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3NBUH® CEHCUTUB,

cnpen HasanbHbI 4O3UpPOBaHHbIN, 22,5 MKr/ao3a

05503227
328000A

Manufacturing date (mm.yyyy): /

fara npou3BoACTBA (MM.ITIT):

07.2024

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

06.2027

Manufacturer according to the

registration in Russia: /

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

lNMpoussoauTernb B COOTBETCTBUM

c perucrtpauven B Poccuu:

«®Pamap Xanc Kea CepBuces Maagpua, C.A.Y.»

Parameter / lNapameTtp

Specifications / Cneuudukauum

Results / PeaynbTtathl

Identification
Oxymetazoline
hydrochloride /
lMoaNVMHHOCTL
OkcumeTasonuHa
rmgpoxnopug

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
yAEPXUBaHNA OCHOBHOTO NUKa Ha
XpomaTorpamme UCrbITyemoro pacTsopa
AOJDKHO COOTBETCTBOBATL BPEMEHU
YAEPKNBAHWA OCHOBHOTO NMUKa Ha
XpomaTorpaMmme CTaHLapTHOro pacTeopa
OKCMMETAa30MNMnHa rmapoxXItopuAa,
Nony4YeHHON Npu KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBETCTBYET

Clarity / INpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapara He fonxKHa
npeBkILWaTh onanecueHUuo aTanoHa
CpaBHeHUA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTtBopa

The product should be not more colored than
color reference solution Y7 / MpenapaTt
nomxkeH BbITh okpalleH He Bonee
WHTEHCMBHO, YEM 3TANOH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.010
OTtHocuTtensHasn nnotHocTk | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t06.1 /0Tt 5,6 oo 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg /
OcmonsanbHOCTL Ot 270 o 330 mOcmonb/kr 294mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpei HasanbHbIA 4O3UPOBaHHbIW, 22,5 MKr/Qo3a

056503227
328000A

Manufacturing date (mm.yyyy): /

EaTa npou3soacrtea ‘MM. ITFI'Q:

Expiry date (mm.yyyy): /
Cpok rogHocTtu (MM.rTTT):

07.2024

06.2027

Manufacturer according to the

registration in Russia: /

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

ﬂgonssonmenb B COOTBETCTBUU

c peructpauuen B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundvkaumm

Results / PesynbTaThbl

Mean dose weight and
uniformity of dose weight /
CpepnHas macca fo3bl v
OOHOPOAHOCTb MacChl
[03bl

Mean dose weight: 45 mg 15 %.

Uniformity of dose weight: must comply.

OI[HOpOIlHOCTB MaccChbl JIO3bI:

COOTBCTCTBOBATH

JI0JDKHA

47.45 mg/ 47.45 mr

Number of doses per pack
/ KonnyecTtBo f03 B
yNnaKoBKe

Not less than 143 doses per container./

He meHee 143 po3 Bo onakoHe

199 doses/ 199 no3

Related substances /
PoacTteeHHble npumecn

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumechb A (NpoayKT rugponusa) — He
bonee 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 % /
EanHndHas HenaeHTUbuMpoBaHHas
npumecs — He 6onee 1,0 %.

0.0%

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

0.0%

Microbial purity /
Mukpobuonoruyeckas
yucToTa

TAMC — NMT 10% CFU/ml /
O6wee uncno aspobHbix 6akTepuii — He
Bonee 102 KOE/mn

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

Product: / MpogykKT

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

HA3UBWUH® CEHCUTUB,
cnpewn HasanbHbIi A03UPOBaHHbLIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 328000A
Manufacturing date (mm.yyyy): /
Larta npoussoacTea (MM.rrrr): 07.2Q24
Expiry date (mm.yyyy): /
Cpok rogHoCcTU (MM.IITT): 06.2027

Manufacturer according to the

registration in Russia: /

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

ﬂponsaonwrenb B COOTBETCTEUMK

¢ perucTpauuein B Poccum:

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

TYMC — NMT 10! CFU/ml / 0 CFU/ml/
ObLee yncno apodCKEBbIX U NNECHEBbIX OKOE/™Mn
rpnboB — He 6onee 10" KOE/mn

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

rmapoXnopua

Staphylococcus aureus — absence/ml. / Absent in 1.0 ml/
OtcytctBue Staphylococcus aureus/mn. OTtcyTctByeT 8 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 507 pg/ml / 507 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 mKkr okcMMeTasonuHa
KonuyecTteeHHoe rmapoxnopuaa/mn.
onpeaeneHve
OkcumeTasonuHa
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

Product: / [TpoOykT

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

NASIVIN® SENSITIVE

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

cnpei HaszanbHbI AO03MpoBaHHbIN, 22,5 MKr/ao3a

05503227
328000A

Manufacturing date (mm.yyyv): /

HNaTta npousoactsa (MM.rrrr):

07.2024

Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.FTTT):

06.2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoauTenbL B COOTBETCTBUM

Cc perucrtpauuven B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundukaumm

Results / PesynbTathbl

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 Bo drakoH
13 NONN3TUNEHA BLICOKON
MIOTHOCTYU C A03NPYIOLLUM
YCTPOWCTBOM U C 3aLUUTHOMN
KPbILWKOW U3 nonuaTtuneHa
BbICOKOW MIIOTHOCTY.

Mo 1 dnakoHy BMecTe €
WHCTPYKLIMEA MO MPUMEHEHWIO 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 npenapaTta Bo (hnakoH
U3 NoONUaTUNIEHa BbICOKON
NNOTHOCTMW C 403MPYIOLLIMM
YCTPOWCTBOM 1 C 3aLLMTHON
KPbILLKOW 13 NONMaTuieHa
BbICOKOW NSIOTHOCTW.

Mo 1 dpnakoHy BMecTe C
WHCTPYKLIMENA Mo NPUMEHEHWIO B
NaudKy KapPTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOM
LOKYMEHTauuven.

Complies as prescribed /
CooTBeTCTBYET NPeanucaHHoMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Npw Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 ropa




Page 5 of 5/ CtpanHuua 5 us 5

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHATTU3A

Product: / Mpoaykr

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

Manufacturing date (mm.yyyy): /

fara npoussoacTea (MM.Irrr): |
Expiry date (mm.yyyy): /
Cpok rogHocT (MM.TTTT):

Manufacturer according to the
registration in Russia: /
MpousBoguTen B COOTBETCTBUU
C pervcrpauuein B Poccum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /
HA3MBUH® CEHCUTUB,

cnpeit HazanbHbIA 0O3UPOBaHHbIN, 22,5 MKr/go3a

05503227
328000A

07.2024 -
06.2027
Famar Health Care Services Madrid, S.A.U./

«®amap Xanc Kea Cepeuces Maapun, CA.Y.»

APl name / HaumeHoBaHne ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npoussogutena APC: 2Saiensy
FP Manufacturer APl Batch number / 2400609

Homep cepuu cyb6ctaHumu npoussoautens MNMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MpoussoauTens APC, cTpaHa: 3urcopug dapmaXemukanmen Munaes MbX,
MepmaHus

Assessment: / 3aknrovyeHue:

The batch complies with the specification according to ND J1-
000511-211022 amendment 1 from 03.11 .2023 // MapTus

COOTBETCTBYET cneundukaLmaMm HopmaTmeHoro gokymenTa Jirl-
000511-211022 nameHeHune Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /

28 WOV 2CIH / \

Oara / noanucb yNnonHOMOYEHHOIo nuua:

guaxé';LvPé- %:-’\&;’.\kc_z / ar

FAMAR ™MADRLN
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