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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHANTUSA

Product: / Nponykr

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

NASIVIN® SENSITIVE

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

HA3WBWH® CEHCUTHKB,

cnpel HasanbHbIR Jo3upoBaHHbIR, 22,5 MKr/Ho3a

05502959
284750A

Manufacturing date (mm.yyyy): /

[ara nponsgoncTea (MM.ITIT):

Expiry date (mm. ad
CpOK rooHocTy! (MM.ITIT):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

MpouspoauTeris B COOTBETCTBUY

c pervcrpaunen B Poccun:

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

Parameter / [lapameTtp

Specifications / Cneuudukaumun

Results / PesynLtarkl

{dentification
Oxymetazoline
hydrochloride /
MopNUHHOCTD
OkcumeTtasonuHa
ruapoxnopug

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
YASPHVBRHUSA OCHOBHOTO Muka Ha
XpomMaTorpammMe UCTLITYEMOoro pacTeopa
JOMKHO COOTBETCTBOBATL BPEMEHU

YAEPKNBaHUA OCHOBHOTO Nika Ha,

XPOMATOrpaMme CTarnfapTHOro pacTsopa
oKCUMETasonuHa ruapoxnopuaa,
NnoayvYeHHOA_Ipy KONNMYEeCTBEHHOM
onpeaeneHuy.

conforms / COOTBETCTBYET

Clarity / NMpo3apayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecuUeHUna npenaparta He JormkHa
NpeBbilwaTh ONanecueHLnio aTanoxa
cpaBHeHns |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHoCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / lpenapar
[OIKeH BbITb oKkpaweH He Gonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / COOTBETCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnotHoeTs | OT 1,006 go 1,010

(d 20/20)

pH/ pH From 5.6106.1/0T1 5,6 go 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 299 mOsmol/kg / 299
QCcMONANbHOCTb Ot 270 o 330 MOCcMOonb/Kr mOcMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / [poaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTKUB,

cnpei HasanbHbIA JO3VPOBaHHbINA, 22,5 MKr/ao3a

05502959
284750A

Manufacturing date (mm.yyyy): /

ga'ra npoussoncTBa ( MM.IITT):

Expiry date (mm.yyvy): /
Cpok roaHoCTN (MM.ITIT):

03/2023

03/2026

Manufacturer according to the

registration in Russia: /

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

[MponssoAuTenb B COOTBETCTBUY

c pervcrpauven B Poccuu:

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

Parameter / [lapametp

Specifications / Cneuncukauum

Results / PeaynbTarbl

Mean dose weight and
uniformity of dose weight /
CpepHsis macca g03bl v
OAHOPOAHOCTbL Macchl
003bl

Mean dose weight: 45 mg £15 %.

Uniformity of dose weight: mean dose weight
+ 25 %.

Max. 2 from 10 doses > £ 25 % from mean
dose weight.

But always < + 35 % from mean dose
weight. /

CpepHss macca gosbl: 45 mr + 15 %.
OpHOpPOAHOCTL Macchl A03bl: CpeaHsas
Macca fo3bl + 25 %.

He Gonee 2 n3 10 gos > % 25 % oT cpegHei
Macchb! 40O3bl.

Ho Bcerpa < + 35 % oT cpegHeit maccel
003bl.

444 mg/44.4 wmr

0

0

Related substances /
PogctBeHHbIE npumecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumeck A (MpoayKT rMAponu3a) — He
Gonee 0.5 %.

0.0%

Impurity ZP-1 - NMT 0.5 % /
Mpumecb ZP-1 — He 6onee 0.5 %.

0.0 %

Single unidentified impurity — NMT 0.1 % /
EpvHuuHasa HenaeHTuduumposarsHas
npumect — He 6onee 0.1 %.

0.0 %

Total impurities — NMT 1.2 % /
Cymma npumecen — He 6onee 1.2 %.

0.0%
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CERTIFICATE OF ANALYSIS /| CEPTUDUKAT AHAINU3A

Product: / Nponvkr

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

HASUBUH® CEHCUTUB,
cnpeil HasanbHbIR [o3UpoBaHHbLI, 22,5 Mkr/no3a
SAP-Code: / Kon SAP: 06502959
Batch no.: / Ne naptuu: 284750A
Manufacturing date (mm.yyyy): /
Hara npouasoacrea (MM.ITIT): 03/2023
Expiry date (mm.yyyy): /
Cpok roaHocTy {(MM.Frrr): 03/2026

Manufacturer according to the

registration in Russia: /

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

fipouzBoauTESIL B COOTBETCTBUM

¢ peructpaumei B Poccuu:

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

Microbial purity / TAMC - NMT 102 CFU/ml / 0 CFU/m1/
MukpobBuonornyeckas Obuee uncno aspobHbix GakTepuii — He 0 KOE/mn
yueroTa 6onee 102 KOE/mMn
TYMC — NMT 10" CFU/mi/ 0 CFU/ml/
Obuwee Hncno SpoXoKEBLIX 1 NIECHEeBbIX 0 KOE/mn
Tpubos ~ He Bonee 10! KOE/mn
Pseudomonas aeruginosa -~ absence/ml / Absent in 1.0 ml/
OrcyrerBue Pseudomonas aeruginosalmn. | Oteyrerayet 8 1,0 mn
Staphylococcus aureus — absence/ml, / Absentin 1.0 ml/
Qreyrereue Staphylococecus aureusivn, Orcyrctayet B8 1,0 mn
Assay 1450 — 625 g of oxymetazoline. 502.3 pgiml./ 502.3
Oxymetazoline hydrochloride/ml. / MKE/M
hydrochloride / 450 - 525 MKr oKcymeTasosnvHa
KonuyecrseHHoe ruapoxnopugalimMn.
onpegernexue
OxkcumeTtaaonuHa
ruapoxnopum,
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTN3A

Product: / poaykT

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

NASIVIN® . SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBWH® CEHCUTUB,

cnpelt HasanbHbIk NO3VpPOoBaHHbIR, 22,5 MKr/no3a

05502959
284750A

Manufacturing date (mm.yyyy): /

Hara npou3iBoacTBa (Mm.rrrr):

03/2023

Expiry date (mm. )

Cpok rogHocTu (MM.ITIT):

03/2026

Manufacturer according to the

registration in Russia: /

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

MpounssoauTens B COOTBETCTBUM

¢ perucrpauuei B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundukaymn

Results / PesyneTarhl

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 Bo hnakoH
U3 NONMaTUNeHa BblCOKON
NNOTHOCTW C A03UPYOWUM
yCTPOWCTBOM 1 C 3aLLUTHOM
KPbILLKOW U3 NonnaTuneHa
BbICOKOI MNOTHOCTM.

Mo 1 chnakoHy BMecCTe ¢
WHCTPYKUMEN MO NPpUMEHEHUO 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 npenaparta BO riakoH
13 MosiNaTUNEHa BbICOKOM
NAOTHOCTU C A03UPYIOLLIVM
YCTPONCTBOM 1 C 3aLUTHOIA
KPbILLKOM 13 nosinaTuneHa
BbICOKOW MAOTHOCTH.

o 1 chnakoHy BmecTe C
WHCTPYKLUMEN NO NPUMEHEHWUIO B
nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTtBeTcTBMM C HOPMATUBHON
LOKYMeHTaumen.

Complies as prescribed /
CooTBETCTBYET NpegnnucaHHomMy

Storage conditions /
YcnoBus XpaHeHus

At the temperature not more than 30°C. /

pv Temnepatype He Bbie 30 °C.

Shelf-life / Cpok xpaHeHWs

3 years / 3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpoayxr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pg/dose /
HASUBWH® CEHCUTKB,
crpeit HasanbHbLINR HO3UPORaHHLINA, 22,5 MKr/4o3a
SAP-Code: [ Kog SAP: 05502959
Batch no.: / Ne naptuu: 284750A

Manufacturing date (mm.yyvy): /

Dara npoussogcyea (MM.rrrr): 03/2023
Expiry date (mm.vyyy): /

CPOK rofiHOCTH {MM.ITIT): 0372026

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpovissoguTens B COOTBETCTBUMY

C perucrpainein 8 Poccun: «@amap Xaric Kea Cepauces Magpug, C.AV.»

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND fr-
000511-211022 / MapTs COOTBETCTBYET CneumhrKaLnsam
HopmaTueHoro fokymenTa J1I1-000511-211022

Date / Signature of Qualified Person: / OYma Y 267273

fHata / nognuck YNONHOMOYEHHOTO fuua:

Z.LA,C__, LAamrasz /ye
Fam anl L N
Spaty




