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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykt

SAP-Code: /| Kon SAP:
Batch no.: / Ne napruum:

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpen HasanbHbIN O3MpPOBaHHbIA, 22,5 MKr/ao3a

056503227
320000A

Manufacturing date (mm.yyyy): /

Qa‘ra npou3BoacTBa (MM.FFYF[:

Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.IrrIT):

04.2024

03.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTeEnb B COOTBETCTBUM

c perucrtpatuei B Poccum:

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

Parameter / Mapamerp

Specifications / Cneuudukayumn

Results / Pe3ynbTaThl

Identification
Oxymetazoline
hydrochloride /
MoaAnNMHHOCTb
OkcumeTasonuHa
rugpoxnopug

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
YAEPKUBAHWA OCHOBHOrO NuKa Ha
XpoMaTorpamme MCnbITyeMOro pactsopa
AOMKHO COOTBETCTBOBATE BPEMEHU
yAepX1MBaHWs OCHOBHOMO Nuka Ha
XpomartorpaMmme CTaHAapTHOro pactsopa
OKCMMETAa30nnHa rmapoxnopuaa,
NONy4YeHHOW NPU KONMYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Npo3pa4HocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuua npenaparta He AomKHa
npesbilaTh onanecLeHuunio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNMpenapat
AonxeH bbiTb oKkpalleH He Bonee
WHTEHCWUBHO, Yem aTarnoH Yy.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / [ From 1.006 to 1.010/ 1.007
OTHocuTenbHasa nnotHocTb | OT 1,006 no 1,010

(d 20/20)

pH / pH From 5.6t06.1 /071 5,6 00 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 292 mOsmol/kg /
OcmMonsansHOCTD Ot 270 po 330 mOcmonb/Kr 292mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SWBUH® CEHCUTUB,

cnpen HasanbHbIW OO3UPOBaHHbIN, 22,5 MKr/ao3a

056503227
320000A

Manufacturing date (mm.yyyy): /

Oata npousBoacTBa (MM.Irrr):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MNpouseoauTens B COOTBETCTEUMU

c peructpauueii B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundomxarum

Results / PeaynbTathl

Mean dose weight and
uniformity of dose weight /
CpepnHsa macca Ao3bl 1
08HOPOAHOCTb Maccehbl
£03bl

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

comply.CpeaHsa macca nosbl: 45 mr £ 15 %.

OpHOpOoAHOCTb Macchl A03bl: AOMKHA
COOTBETCTBOBATH.

43.73mg/43.73 mr

conforms / cooTBeTCTBYET

rpuboB — He Bonee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTteeHHble npyumecu % / Mpumeck A (NpoAyKT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EovHuyHas HengeHTudULMpoBaHHan
npvmeck — He Gonee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas Obwwee 4ncno aspobHbix HakTepuin — He OKOE/mn
yucToTa 6onee 10?2 KOE/mn
TYMC - NMT 10" CFU/mi / 0 CFU/ml/
O6bLee YMcno apoioKeBbIX U NIIECHEBbIX OKOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcyTcTBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OtcytctByet B 1,0 Mn

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

Absentin 1.0 ml/
OtcytctByeT B 1,0 MN
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoayKt

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

HA3SWBUH® CEHCUTUB,
cnpein HasanbHbIA O03MPOBaHHbIW, 22,5 MKr/no3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 320000A
Manufacturing date (mm.yyyy): /
Oara npoussogcTea (MM.ITIT): 04.2024
Expiry date (mm.yyyy): /
CpoK roaHoCTH (MM.TTTT): 03.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoaguTens B COOTBETCTBUM

C perucrpauuven B Poccum:

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

Assay
Oxymetazoline
hydrochloride /
KonuyectseHHoe
onpegeneHne
OkcumeTasonunHa
rmgpoxnopusg

450 — 525 ug of oxymetazoline 504 pg/ml / 504 mkr/mn
hydrochloride/ml. /
450 - 525 MKr okcvmeTasonuHa
rmgpoxnopuga/mn.
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UWBUH® CEHCUTUB,

cnpen HasanbHbIA OO3UPOBaHHbIN, 22,5 MKr/no3a

056503227
320000A

Manufacturing date (mm.yyyy): /

Oarta npouzsoactea (MM.rrir):

04.2024

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

Manufacturer according to

03.2027
the

registration in Russia: /

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

M pou3BoauTEnNnLbL B COOTBETCTBUU

c perucrtpauuven B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTtathbl

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 npenapata 8o ¢onakoH
13 NONMaTUIEHa BbICOKOM
NNOTHOCTK C AO3VPYOLLUM
YCTPONCTBOM 1 C 3aLLMTHOMN
KPbILLUKOW U3 NONUaTUNeHa
BbICOKOW MMOTHOCTW.

Mo 1 dnakoHy BmecTe ¢
WHCTPYKUMEN NO NPUMEHEHUIO 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 nperiapaTa BO (hrakoH
13 NONN3ITUNEHA BbICOKOW
NAOTHOCTM C AO3VPYIOLIVM
YCTPOACTBOM M C 3aLLNTHON
KPBILLKON 13 NONU3TUNeHa
BbICOKOW MIOTHOCTH.

Mo 1 dnakoHy BmecTe C
VHCTPYKUMEN N0 NPUMEHEHUIO B
nayky KapTOHHY!O.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOWA
OOKYMeHTauuen.

Complies as prescribed /
CooTBeTcTBYET NPEeANMCaHHOMY

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu Temnepatype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJIU3A

Product: / Mpoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne naprum:
Manufacturing date (mm.yyyy): /
Hara npousBoacTBa (MM.FTTT):
Expiry date (mm.yyyy): /

Cpok rogHoCTH (MM.TTTT):
Manufacturer according to the
registration in Russia: /
MpousBoautens B COOTBETCTBUMU
C perucrtpauveu B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3SNBUH® CEHCUTUB,

cnpen HasanbHbIA AO3MPOBaHHLIN, 22,5 MKr/no3sa

05503227
320000A

04.2024
03.2027
Famar Health Care Services Madrid, S.A.U./

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

API name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npoussogutena AOC: 23202113
FP Manufacturer API Batch number / 2400549

Homep cepum cybcTaHumu npoussoautens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MpouzBoautens APC, cTpaHa: 3urcopug PapmaXemukanueH MungeH MmbX,
repmaHus

Assessment: / 3akntoueHue:

The batch complies with the specification according to ND JII-
000511-211022 amendement Ne1 from 03.11.2023 / NapTtus

COOTBETCTBYET cneunduKkaLmnam HopmaTUBHOTO gokymeHTa Jll-
000511-211022 u3m. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /

Hara / nognuchb ynonHOMO4YEHHOro nuua:
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