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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBUAH® CEHCUTUB,
cnpen HaszanbHbLIW O3UMPOBaHHbIN, 11,25 MKkr/oo3a
SAP-Code: /| Kog SAP: 05503228
Batch no.: / Ne naptuum: 325870A
Manufacturing date (mm.yyyy): /
Oara npou3BoacTea (MM.rIrrr): 03.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrr): 06.2027

Manufacturer according to the

registration in Russia: /

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

[pou3BoauTenb B COOTBETCTBUM

c perucTpauuein B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTarthbi

ldentification

Oxymetazoline
hydrochloride /
MNoanvHHOCTL

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. / Bpemsi
YAEPXXNBaHUA OCHOBHOIO MWKa Ha
XpomaTorpaMmme UCnbLITYEMOro pacTsopa
AOMMKHO COOTBETCTBOBATL BPEMEHMN
yAep>KUBaHUA OCHOBHOMO NMuKa Ha
XpomaTorpaMmme CTaHZapTHOro pactsopa
OKCMMETa30nu1Ha rMapoxnopvaa,
NONyYEHHOW NPV KONNYECTBEHHOM
onpegeneHun.

Conforms /
COOTBETCTBYET

Clarity / Mpospa4HocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapaTta He AomkHa
npeebilWaTe onanecueHUMIo STanoHa
cpaBHeHwuA |.

Conforms /
COOTBETCTBYET




Page 2 of 7/ CtpaHuua 2 us 7

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crpen HasanbHbLIA AO3MPOBaHHLIW, 11,25 MKr/go3a

05503228
325870A

Manufacturing date (mm.yyyy): /

fara npoussozacTea (MM.rrrr):

03.07.2024

Expiry date (mm.yyyy): /
Cpok roaHocTu (MMm.rrrr):

06.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

C peructpauuein B Poccuu:

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

Parameter / NapameTp

Specifications / Cneundmkauum

Results / PesynbTathbl

COOTBETCTBOBATDL.

Color of the solution / The product should be not more colored than | Conforms /
LiBeTHOCTb pacTBopa color reference solution Y7 / MNpenapart COOTBETCTBYET
AomKkeH BbITb oKpalleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.
Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHas nnoTHocTs | OT 1,006 fo 1,010
(d 20/20)
pH /pH From5.6t06.1/0T1 5,6 go 6,1 59
Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonsanbHocTbL Ot 270 go 330 mOcmonb/kr mOcmonb/kr
Mean dose weight and Mean dose weight: 45 mg £15 %. 48.78 mg / 48.78 mr
uniformity of dose weight / Uniformitv of iaht: v,/
CpenHss Macca A03bi 1 Cnl ormity of dose wel.g4;. must1c;o;1p y.
0AHOPOAHOCTL MACChI peaHas macca fosbl: 45 mr + b. Conforms /
A0o3bl OAHOPOAHOCTL Macchl A03bl: AOMKHA COOTBETCTBYET
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,
crpew Ha3anbHbLIA 4O3UMPOBaHHKbIW, 11,25 MKr/Qo3a
SAP-Code: | Kog SAP: 05503228
Batch no.: / Ne naprtuu: 325870A
Manufacturing date (mm.yyyy): /
Oata npousBoAcTBa (MM.ITTT): 03.07.2024
Expiry date (mm.yyyy): /
CpoK rogHocTu (MM.ITTIT): 06.2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTens B COOTBETCTBUU

¢ perncrpauven B Poccuu:

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

Parameter / Napametp

Specifications / Cneundpukauum

Results / PeaynbTaTthbl

Related substances /
PopncTteeHHbIe npumecy

Impurity A (Hydrolysis product) — NMT 2.0
% / Tpumeck A (NpopyKT ruaponusa) — He
6onee 2,0 %.

0.0%

Related substances /
PoAacTeeHHbIE NpuMecH

Impurity ZP-1 = NMT 1.5 % /
Mpumeck ZP-1 — He Gonee 1,5 %.

0.0%

Single unidentified impurity — NMT 1.0 % /
EavHnyHasa HemaeHTUOMUMPOBaHHAS
npumecst — He 6onee 1,0 %.

0.0%

Total impurities -~ NMT 4.9 % /
Cymma npumeceii — He 6onee 4,9 %.

0.0%

Microbial purity /
MukpoGuonoruyeckas
yucroTa

TAMC — NMT 10? CFU/ml /
O6uwiee uncno aspobHbIx BakTepuin — He
6onee 102 KOE/mn

0 CFU/mI /0 KOE/mn

TYMC — NMT 10! CFU/ml /
OB6Lwee uncrno ApoXoKeBbIX U MIIeCHEBbIX
rpu6os — He Bonee 10" KOE/mn

0 CFU/ml /0 KOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

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

HA3UWBWH® CEHCUTUB,
crnpew HazanbHbIA AO3UPOBaHHbLIA, 11,25 MKr/go3a
SAP-Code: / Kog SAP: 05503228
Batch no.: / Ne naptuum: 325870A
Manufacturing date (mm.yyyy): /
Oara npou3BogcTea (MM.IIrr): 03.07.2024
Expiry date (mm.yyyy): /
Cpok rogHocT (MM.rrrT): 06.2027

Manufacturer according to the

registration in Russia: /

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

n pousBoauTesrb B COOTBETCTBUN

¢ peructpauuei B Poccum:

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

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

Absentin 1.0 ml/

Oteytetyet B 1,0 Mn

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

Absentin 1.0 ml/

OtcytcrByeT B 1,0 MN

Assay
Oxymetazoline

hydrochloride /
KonuyectBeHHoE
onpeaeneHue

OkcumeTasonuHa
rmapoxnopua

225 - 262.5 ug of oxymetazoline
hydrochloride/ml. /

225 — 262,5 MKr okcumeTasonuHa
rmgpoxnopuga/mn.

253.0 pyg/mi / 253.0
MKr/Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 yg/dose /
HA3NBUH® CEHCUTUB,
cripew HaszanbHbLIW 4O3UpPOBaHHbIN, 11,25 mkr/go3a

05503228
325870A

Manufacturing date (mm.yyyy): /

[Oata npou3BoacTBa (MM.ITrT):

03.07.2024

Expiry date (mm. 2l
CpoK rogHocTH (MM.rrrr):

06.2027

Manufacturer according to the

reqgistration in Russia: /

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

F]gouaao.nmena B COOTBETCTBUMU

¢ peructpauuven B Poccuu:

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

Parameter / Mapametp

Specifications / Cneundomkauumn

Results / PeaynbTtaTthl

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 npenapaTta BoO ¢hnakoH
13 NOSINSTUNEHA BLICOKOW
MNOTHOCTU C [O3UPYIOLLNM
YCTPONCTBOM U C 3aLLUMTHOW
KPbILLKOA U3 NONUaTuneHa
BbICOKOW MINOTHOCTH.

Mo 1 cdonakoHy BMmecTe C
WHCTPYKUMEN NO NPYMEHEHUIO B
Nayqky KapTOHHY!O.

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
M3 NONN3aTUNEHA BbICOKON
NNOTHOCTW C [O3VPYIOLLNM
YCTPOWCTBOM 1 C 3aLUUTHOM
KPbILLKOW N3 NOSNaTuIeHa
BbICOKOWA MMQTHOCTMK.

Mo 1 cdonakoHy BMecTe ¢
WHCTPYKLMEN No NPUMEHEHWIO B
Nayky KapTOHHYIO.

Labeling / Mapkunpoeka

In accordance with ND. /
B cooTBeTCTBUM C HOPMATUBHOMN
OOKyMeHTaumen.

Complies as prescribed /
CooTBeTCTBYET NPEANUCaHHOMY

Storage conditions /
Ycnosusa xpaHeHus

At the temperature not more than 25°C. /

Mpun TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHuns

3 years/ 3 ropa




Page 6 of 7/ CtpaHuua 6 ua 7

CERTIFICATE OF ANALYSIS / CEPTUDPUKAT AHANU3A

Product: / Npoaykr

SAP-Code: / Kog SAP:

Batch no.: / Ne naptuu:
Manufacturing date (mm.yyvy): /
Oara npou3sogcTea (MM.ITrr):

Expiry date (mm.yyyy): /

CpoOK rogHOCTH (MM.ITTT):
Manufacturer according to the
registration in Russia: /

MpoussoauTenb B COOTBETCTBUM
c peructpauuen B Poccuu:

NASIVIN® SENSITIVE

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

cnpen Ha3anbHbIW AO3MPOBaHHbIN, 11,25 MKr/ao3a

05503228
325870A

03.07.2024
06.2027
Famar Health Care Services Madrid, S.A.U./

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

API| name / HaumeHoBaHue ADC:

Oxymetazoline hydrochioride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonux
API manufacturer batch number /
Homep cepuu npouzsogutenss A®C: ERAZes0
FP Manufacturer APl Batch number / 2400609

Homep cepum cy6ctanumnm npoussogutens MNd:

Siegfried PharmaChemikalien Minden GmbH,

AP| Manufactured by & country / Germany /

MpoussoauTenbs ADC, crpaHa: 3urdpng PapmaxXemukanuner MuHaeH Mm6X,
epmatus

Assessment: / 3aknouyeHue: The batch complies with the specification according to ND JII1-

000511-211022 amendement Ne1 from 03.11.2023 / MapTus

cooTBETCTBYET cneundurkaumam HopmaTusHoOro aokymenTa Jl-
000511-211022 nsmeHeHue Ne1 ot 03.11.2023
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /
HA3UBUH® CEHCUTUB,
cnpeli HazanbHbIK AO3UPOBaHHbIN, 11,25 MKr/ao3a
SAP-Code: / Koa SAP: 05503228
Batch no.: / Ne napTtuu: 325870A
Manufacturing date (mm.yyyy): /
Hara npoussoacTea (MM.Irrr): 03.07.2024
Expiry date (mm.yyyy): /
Cpok rogHOCTU (MM.TITIT): 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 Cepeuces Maapua, C.A.Y.»

Date / Signature of Qualified Person:/ ©O¥ AU & 2o ™ //
arta/ I'IOQHHCI:: VMNONMHOMOYEHHOIo nuua.

Z_L)Jkg FAa—Ls AS U e

FA]\/\AR FAMAAL DNAROWo

Health Care Services

Avda. Leganés, 62 .
28923 Alcoreon. Madrid, Spain






