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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNTU3A

Product: / Mpoaykt

NASIVIN® SENSITIVE

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

HA3VWBUH® CEHCUTUB,
Cripen Ha3anbHbIW [O3UMPOBaHHbIN, 11,25 Mkrigo3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuu: 325850A
Manufacturing date (mm.yyyy): /
[ara npousBoacTBa (MM.rITT): 02.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

c peructpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukaumm

Results / PeaynbTtath!

ldentification

Oxymetazoline
hydrochloride /
NMoanuHHOCTL

OxkcumeTasonuHa
rnapoxnopua

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
YAEPXXUBAHNA OCHOBHOIO MNWKa Ha
XpomaTorpamme UCnbLITYyeMoro pacTsopa
AOIDKHO COOTBETCTBOBAaTL BPEMEHMN
yAepXMBaHWA OCHOBHOMO NuKa Ha
XpomaTorpaMmMe CTaH4apTHOro pacteopa
OKCMMETAa30MnHa rmapoxnopuaa,
MonyYeHHOW Npu KONMYECTBEHHOM
onpeaeneHuu.

Conforms /
COOTBETCTBYET

Clarity / Mpo3spavHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenaparta He 4ormKHa
MpeBbillaTh OnanecLeHUnIo STanoHa
cpaBHeEHuUS .

Conforms /
COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAJTU3A

Product: / Npoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpei HasanbHbIW AO3UPOBaHHLIN, 11,25 MKkr/ao3a

05503228
325850A

Manufacturing date (mm.yyyy): /

ga'ra npon3soncrtea ! MM. FFIT!:

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.IrrT):

02.07.2024

06.2027

Manufacturer according to the

registration in Russia: /

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

MNpousBsoauTenb B COOTBETCTBUM

C perucrpaumei B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuudunkaumun

Results / PesynbTathl

Color of the solution /

The product should be not more colored than

Conforms /

[103bl

COOTBETCTBOBATb.

LiseTHOCTL pacTeopa color reference solution Y7 / [penapat COOTBETCTBYET
AonxeH ObiTb OKpaweH He 6onee
WHTEHCUBHO, YeM 3TanoH Y.

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.006

OTtHocuTtenbHas nnoTtHocTs | OT 1,006 ao 1,010

(d 20/20)

pH/ pH From56to6.1/0T 5,6 00 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295

OcmonsinbHOCTb Ot 270 po 330 mOcmonb/kr MOcmMmonb/Kr

Mean dose weight and Mean dose weight: 45 mg £15 %. 48.54 mg / 48.54 mr

UnitQmmIt) o 0S8 Weighiy Uniformity of dose weight: must comply./

CpenHsn macca 403b! 1 CpeaHssa macca no3abl: 45 mr £ 15 %.

0[lHOPOAHOCTL Macchl Conforms /
OpHOpPOAHOCTL Macchl AO3bI: AOIDKHA COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,
cnpewn Ha3anbHbLIW 4O3UPOBaHHbIN, 11,25 MKr/goaa
SAP-Code: / Koa SAP: 05503228
Batch no.: / Ne naptum: 325850A
Manufacturing date (mm.yvyy): /
Darta npouszBoacTea (MM.rrrr): 02.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.TTTT): 06.2027

Manufacturer according to the

registration in Russia: /

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

Mpoun3soauTens B COOTBETCTBUM

c perucTpauuen 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneuudukauum

Results / PesynbTtathl

Related substances /
PoacTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 2.0
% / Mpumeckb A (NnpoayKT rugponuaa) — He
bonee 2,0 %.

0.0%

Related substances /
PoacTBeHHbIE NpuMecH

Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumeck ZP-1 — He 6onee 1,5 %.

Single unidentified impurity — NMT 1.0 % / 00%
EAVHWYHAS HendeHTMdRUUMpoBaHHas

npumect — He 6onee 1,0 %.

Total impurities — NMT 4.9 % / 0.0%

Cymma npumecei — He 6onee 4,9 %.

Microbial purity /
MukpobBuonoruyeckas
yucToTa

TAMC — NMT 10?2 CFU/ml /
Ob6wee yncno asapobHbix GakTepuit — He
6onee 102 KOE/mn

0 CFU/ml /0 KOE/mn

TYMC — NMT 10" CFU/ml /
Ob6Lwee uncno QpoXcKeBbIX U NNECHeBbIX
rpuéos — He Gonee 10" KOE/Mn

0 CFU/ml / 0 KOE/mn




Page 4 of 6 / CtpaHuMua 4 u3 6

CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHATIU3A

Product: / Npoaykr

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,
cnpeit HazanbHbIW A03MPOBaHHbLIM, 11,25 mkr/ao3a
SAP-Code: [ Kog SAP: 05503228
Batch no.: / Ne naptuu: 325850A
Manufacturing date (mm.yyyy): /
Hara npou3BoAcTBa (MM.rIIT): 02.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTy (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /

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

[MpousBoauTEenk B COOTBETCTBUM

¢ perucrpauunen B Poccuu:

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

Pseudomonas aeruginosa — absence/ml /
OTcyTtcTBUe Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/

Otcytcreyet B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTtctBue Staphylococcus aureusimn.

Absentin 1.0 ml/

OtcyTectByeT B 1,0 Mn

Assay
Oxymetazoline

hydrochloride /
KonuuectBeHHoe
onpeaenexHne

OkcumeTasonuHa
ruapoxnopug

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcumeTasonuHa
rugpoxnopuaa/mn.

253.3 ug/ml / 253.3
MKr/Mn
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHATNIU3A

Product: / Mpoayxr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3MBUH® CEHCUTHUB,
cnpen HazanbHbIX 4O3XPOBaHHbIA, 11,25 MKr/go3a

05503228
325850A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTea (MM.ITIT):

02.07.2024

Expiry date (mm.yyyy): /
CpoK rogHoOCTH (MM.TTIT):

06.2027

Manufacturer according to the

registration in Russia: /

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

[MpouzBoguTens B COOTBETCTBUM

c perucrpauuen B Poccum:

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

Parameter / MapameTp

Specifications / Cneuudcpukauum

Results / PesynbTaThl

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 (hnakoH
N3 MOMM3TUIEHA BbICOKON
MAOTHOCTU C A03MPYIOLLIUM
YCTPONCTBOM U C 3aLLMTHON
KPBILUKOW 13 nonmaTuneHa
BbICOKO? NNTOTHOCTMW.

Mo 1 bnakoHy BMmecTe ¢
WHCTPYKLUMEN MO NPUMEHEHNIO B
navuky KapTOHHYHO.

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 ¢nakoH
13 NONMaTUIEHa BbICOKOW
MNOTHOCTN C [O3UPYIOLLIUM
YCTPOWCTBOM W C 3aLLUTHON
KPbILLUKOW U3 NONuaTuneHa
BbICOKOW NSIOTHOCTW.

Mo 1 donakoHy BmecTe €
WHCTPYKLMENR Mo NPUMEHEHNIO B
navKy KapTOHHY!IO.

Labeling / Mapknpoeka

In accordance with ND. /
B cooTBeTCcTBUM C HOPMATUBHOWN
OOKYMeHTauunen.

Complies as prescribed /
CooTBeTCcTBYET NpeanucaHHomy

Storage conditions /
Ycnosuga xpaHeHus

At the temperature not more than 25°C. /

[Mpu TemnepaTtype He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3years/3roga
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpogykr

SAP-Code: / Koo SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /

gaTa npousBoacTBa (MM.FFI’T':

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

Manufacturer according to the
registration in Russia: /

MNpousBoauTens B COOTBETCTBUMU

c perucrTpauuein B Poccuum:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3WBUH® CEHCUTUB,

crnpei Ha3anbHbIW 4O03UPOBaHHbLINA, 11,25 Mkr/ao3a

05503228
325850A

02.07.2024
06.2027
Famar Health Care Services Madrid, S.A.U./

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

API| name / HaumerHoBaHne ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number / 23212090
Homep cepuun npoussoautens A®C:
FP Manufacturer APl Batch number / 2400609

Homep cepumn cy6ctanuumn npoussoautens MMo:

Siegfried PharmaChemikalien Minden GmbH,

APl Manufactured by & country / Germany /

MpousBoautens A®C, cTpaHa: 3urcdpup PapmaXemukanueH MuHaeH [MEX,
epmaHus

Assessment: / 3aknro4yeHue: The batch complies with the specification according to ND J1I1-

000511-211022 amendement Ne1 from 03.11.2023 / NapTus
COOTBETCTBYET cneundukaumnsam HopMmaTneHoro gokymenta J1lM-
000511-211022 nameHenune Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
[Oara / nognucb ynonHOMOYEHHOro nuua:

oqau &2 Jf

— 7 T
Ll/b:) Larsast 7Af

FAMAR

Health Care Services FARAL MLAD Ao

Avda. Leganes, 62
28923 Alcorcon, Madrid, Spain




