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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATNU3A

Product: / poaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crpeu HasanbHbIN JO3MPOBaHHbIW, 22,5 MKr/no3a

05502959
295620A

Manufacturing date (mm.yvvy): /

Harta npouvszBoacrea (MM.TTIT):

06/2023

Expiry date (mm.yyyv): /
Cpok rogHocTu (MM.TTIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

[pouspoauTensL B COOTBETCTEBUM

C perucrpaunen 8 Poccui:

«@amap Xasnc Kea Cepauces Magpun, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneundhukauumu

Resulis / PeaynbTtark!

ldentification
Oxymetazoline
hydrochleride /
MNMoannHHOCTbL
OkcumeTasonuHa
TAZPOXIIOPHA

The retention time of the main peak on the
chromatogram of the tested solution is

ranitiran ¥n narrcennnd in tha ratantian Hima
Toyuin ou U CUNCopPUNnU 10 Ui IiSlenuon uinc

of the main peak on the chromatogram of the
oxymetazoline hydrochloride standard
solution, received at assay testing. / Bpemsa
YOePKNBAHNSA OCHOBHOIO NiKa Ha
XpomaTorpaMmMe UCTbITYeMOoro pacTeopa
JAOIMKHO COOTBETCTBOBATL BPEMEHMU
YAEPKUBAHNSA OCHOBHOTO NuKa Ha
XpomaTorpaMmMe CTaH4apTHOro pacteopa
OKCUMETa30NuHa rugpoxnopuaa,
MONy4YeHHON NpW KONUYECTBEHHOM
onpegeneHun.

conforms / cooTBeTCTBYET

Clarity / lNpospayHocTb

The product shouid be not more opalescent
than reference suspension |. /
OnarnecueHuus npenapara He J0MmKHa
fpeBbIaTh OMarecUeHLW0 3TanoHa
cpasHeHus |

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTL pacTeopa

The product shouid be not more colored than
color reference solution Y7 / MNpenapat
AormkeH BbITb okpalleH He Honee
WHTEHCMBHO, YeM 3TarnoH Yz,

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTensHas nnoTHocTs | OT 1,006 no 1,010

(d 20/20)

pH / pH From 5.6t06.1/0T1 5,6 o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg / 297
OcMonanbHOCTb Ot 270 o 330 mOcmonb/yr mOcCMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJTU3A

Product: / [TpoaykTt

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbIM 4O03UPOBaHHbIN, 22,5 Mkr/gosa

05502959
295620A

Manufacturing date (mm.yyvyy): /

[Narta nponsBoacTBa (MM.ITTT):

06/2023

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

06/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpounseoaguTesic B COOTBETCTBUK

¢ peructpauuen B Poccuu:

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

Parameter / lNapameTp

Specifications / Cneundmkauumn

Results / Pe3ynbTarhbl

Mean dose weight and
uniformity of dose weight /
CpegHsa macca 103kl U
0HOPOAHOCTL MECChl
L,03bl

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. /

CpeaHsis macca fo3bl: 45 mr + 15 %.
OnOHOPOAHOCTL Macchl [03bl: CPEAHAR
macca fosbl = 25 %.

He 6onee 2 us 10 go3 >+ 25 % ot cpegHen
Macch! 403bl.

Ho scerpa < *+ 35 % oT cpedHei Macchl
L03bl.

44.20 mg / 44.20 mr

Related substances /
PofcTeBeHHbIE NPUMECH

Impurity A (Hydrolysis product) — NMT 0.5
% / Mpumech A (NpoaYyKT rmaponusa) — He
oonee 0.5 %.

0.0 %

Impurity ZP-1 —NMT 0.5 % /
MNpumecb ZP-1 — He Gonee 0.5 %.

0.0 %

Single unidentified impurity — NMT 0.1 % /
EAvHUYHasA HengeHTnduumpoBaHHas
npumecb — He 6onee 0.1 %.

0.0%

Total impurities — NMT 1.2 % /
Cymma npumecein — He Bonee 1.2 %.

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIU3A

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

Product: / [TpoaykT

HA3UBUH® CEHCUTKB,
crpeun HasanbHbIM JO03UPOBaHHLIN, 22,5 MKr/Ooo3a
SAP-Code: / Kogg SAP: 05502959
Batch no.: / Ne naptuu: 295620A
Manufacturing date (mm.yvvyy): /
Jarta rnpou3BoLcTBa (MM.ITIT): 06/2023
Expiry date (mm.vyyy): /
Cpok rogHocTu (MM.ITIT): 06/2026

Manufacturer according to the
registration in Russia: /
MNpouszsoguTens B COOTBETCTBUM
¢ perucrpaumney 8 Poccuu:

Famar Health Care Services Madrid, S A

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml/
Mukpobuonoruyeckas Obuee yncno aspobHbix GakTepuit — He 0 KOE/mn
yumucToTa 6onee 102 KOE/mn
TYMC —~ NMT 10" CFU/mt/ O CFU/mi/
OBLee YNCno APONTKEBBLIX U NIECHEBBLIX 0 KOE/mn
rpubos — He Bonee 10! KOE/mn
Pseudomonas aeruginosa — absence/mi / Absent in 1.0 mi/
Oreyrerene Pseudomonas aeruginosa/mn. | OreyTerayer B 1,0 Mn
Staphylococcus aureus ~ absence/ml. / Absent in 1.0 ml/
OTtcyrcrBue Staphylococcus aureus/mn. Orcytereyet B 1,0 Mn
Assay 450 — 525 g of oxymetazoline 505.4 pg/ml / 505.4
Oxymetazoline hydrochloride/ml. / Mxr/mn
hydrochioride / 450 - 525 MKr okcumeTasonuHa
KonuvectBeHHoe rugpoxnopngalmn.
onpenereHne
OkcrmMeTasonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / poaykrt

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3UBUNH® CEHCHUTUB,

cripeit HasanbHbIA AO03UPOBaHHbINA, 22,5 MKr/gosa

05502959
295620A

Manufacturing date (mm.yyyy): /

Darta npoussBoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHoCcTH (MM.Irrr):

06/2026

Manufacturer according fo the

registration in Russia: /

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

MponzBogutenb B COOTBETCTEBUM

c perucrpaumeint B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneundmkaumm

Results / PesynbTarhl

Packaging / Ynakoeka

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 80 hNakoH
13 NONMaTUNeHa BbICOKON
MNOTHOCTY C JO3UPYIOLLMM
YCTPOWCTBOM 1 C 3aLUUTHON
KPBILLKOW U3 nonuaTuneHa
BbICOKON NIOTHOCTU.

Mo 1 ¢brnakoHy BMecTe ¢
WHCTPYKLUMEN NO NPUMEHEHNIO 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 npenapata BO (h1akoH
13 NONMaTHUIeHa BbICOKON
MNOTHOCTM C AO3VPYIOLLIMM
YCTPONCTBOM U C 3aLLUTHON
KPBILLKOW U3 NONuaTueHa
BbICOKOI NIIOTHOCTW.

[To 1 donakoHy BmMecTe C
WHCTPYKLMER MO NPUMEHEHNIO B
Fiayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBETCTBUN C HOPMATUBHOW
OOKyMeHTauuel.

Complies as prescribed /
CooTBeTcTBYET NpeanucaHHoMy

Storage conditions /
YcnoBusa xpaHeHus

At the temperature not more than 30°C. /

MNpw Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHua

3 years/3roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpogykT

SAP-Code: / Kog SAP:

Baich no.: / Ne naptuu:
Manufacturing date (mm.yyyy): /
Hata npoussogcTBa (MM.TTIT):
Expiry date (mm.yyyv): /

Cpok rogHocTy (MM.ITIT):

Manufacturer according to the
registration in Russia: /

NASIVIN® SENSITIVE

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

cripei HasanbHbIN 4O3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
295620A

06/2023
06/2026

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

MpouzBoauTensL B COOTBETCTBUMU

C perucrpauviey 8 Poccun:

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

Assessment: / 3akntoyeHue: The batch complies with the specification according to ND -
000511-211022 / TiapTisa coOTBETCTBYET CreumukaLmam
HopmaThBHOro gokymeHTa Jif-000511-211022 i

-

o
A1 s

Date / Signature of Qualified Person:/ ] Y 3»%{7 22 f _/—,&//\
Oarta / nognuck YNonHOMOYEHHOrO nuua:

Lows RAamCisr /e






