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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAINA3A

Product: / lpogykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crnpei HasanbHbIA JO3UPOBaHHbIN, 22,5 MKr/nosa

05502959
295650A

Manufacturing date (mm.vvvy): /

Hara npounssogcTea (MM.ITIT):

06/2023

Expiry date (mm.vvyy): /
CpoK roaHoOCTH (MM.ITTIT):

06/2026

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A U/

MpouasoauTesnb B COCTBETCTBUN

C perncipauueil B Poccuum:

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

Parameter / Mapametp

Specifications / Cneuudvkauun

Resuits / PeaynbTaTthl

Identification

Oxymetazoline

IhudranshlAarida
HIYUIVLHIIVIIAG

-

Mo vHHOCTL
OxcnmeTasonuHa
rmgpoxnopug

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
soiution, received at assay testing. / Bpems
VOEPXUBaHUS OCHOBHOIC NUKa Ha
XpomaTtorpamme UCnbITyemoro pacteopa
OOMMKHO COOTBETCTBOBAThL BPEMEHM
yAEpXKuBaHUA OCHOBHOTO NKa Ha
XpomaTorpaMmme CTaH4apTHOro pacrsopa
OKCHMEeTa3ornvHa rmapoxopuaa,
MOMy4MEeHHON NpU KONMYECTBEHHOM
onpegeneHuu.

conforms / cooTBeTCTBYET

Clarity / MNMpoapayHocTb

The product should be not more opalescent
than reference suspension |, /
OnanecueHuus npenaparta He AoMKHa
npesblWaTe OnanecUeHUMo aTanoHa
cpaBHeHus I,

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapar
JomkeH OblTb OkpatleH He Bonee
MHTEHCKUBHO, Yem 3TarnoH Y.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
THocuTenbHas nnotHoctk | OT 1,006 oo 1,010
(d 20/20)
pH / pH From56106.1/0T1 5,6 006,71 59
Osmolality / From 270 to 330 mOsmol/kg / 295 mOsmol/kg / 295
OcmonAnbHOCTD Ot 270 po 330 mOcmonb/ir MOCMONb/KT
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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTIU3A

Product: / MTpoaykT

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpen HasanbHbIN A03MPOBaHHbLIN, 22,5 MKr/go3a

05502959
295650A

Manufacturing date (mm.yyyy): /

Nata npousBocTBa (MM.ITIT):

06/2023

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

06/2026

Manufacturer according to the

reqistration in Russia: /

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

[MpovusBoanTenb B COOTBETCTBUM

¢ perucrpaumen B Poccuu:

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

Parameter / [lapameTp

Specifications / Cneundmkaumuu

Results / PeaynbTaThl

Mean dose weight and
uniformity of dose weight /
CpegHaa macca J03bl 1
0HOPOAHOCTb MACChl
£,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. /

CpepHsa macca fo3bl: 45 mr + 15 %.
OnHOpPOAHOCTL MAcChl A03bl: CPeAHANA
Macca Ao3bl + 25 %.

He 6onee 2 13 10 o3 > + 25 % oT cpegHen
Macchl [,03bl.

Ho Bcerga < + 35 % OT cpenHen macchbl
[03bl.

43.30 mg / 43.30 mr

0

Related substances /
PopcTtseHHble npuMecu

Impurity A (Hydrolysis product) — NMT 0.5
% / Npymeck A (MPORYKT rmaponusa) — He
Bonee 0.5 %.

0.0%

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

0.0 %

Single unidentified impurity — NMT 0.1 % /
EonHnyHas HengeHTuduLmposaHHas
npumeck — He 6onee 0.1 %.

0.0%

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

0.0%
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CERTIFICATE OF ANALYSIS / CEPTU®GUKAT AHATNU3A

Product: / Mpoaykr

SAP-Code: / Kon SAP:

Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

crnpeit HasanbHbIA OO3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
295650A

Manufacturing date {(mm.vvvyv): /

[Jarta npousBogcrea (MM.ITIT):

06/2023

Expiry date (mm.vyyy): /

CpoK rogHoCTH (MM.ITTT):

06/2026

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.AU/

MpoussonuTtens B cOOTBETCTBUM

C_perucrpauuer B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpo6uronoruyeckas Ob6Lwee uncno aapobHeix SakTepuit — He 0 KOE/mn
yncToTa Bonee 102 KOE/mn
TYMC — NMT 10" CFU/mit / O CFU/Mmi/
OB6uee Yncno SpoXKEBbIX U NIECHEBLIX 0 KOE/mn
rpubos — He 6oniee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
Orcyrcteue Pseudomonas aeruginosalmn. | OtcytereyeT 8 1,0 v
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcytetBhe Staphylococcus aureus/imn. Otcyteteyet B 1,0 Mn
Assay 450 — 525 pg of oxymetazoline 503.9 pg/ml / 503.9
Oxymetazaline hydrochloride/ml. / R Hev eI
hydrochloride / 450 - 525 MKr oKcumeTasonuHa
KonuyecTeBeHnHoe rmapoxnopuvga/mn.
onpegeneHve
OxkcumeTasonuHa
rmgpoxnopus
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / IpoaykT

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 yg/dose /
HA3NBWH® CEHCUTUB,

cnpen HasanbHbIN 4O3UpPOBaHHbIA, 22,5 MKr/go3a

05502959
295650A

Manufacturing date (mm.yyyy): /

Nata npousBoAcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpokK rogHocTyh (MM.ITIT):

Manufacturer according to

06/2026
the

registration in Russia: /

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

[TponasoauTenkL B COOTBETCTBUM

¢ peructpaimen B Poccuu:

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

Parameter / [apameTp

Specifications / Cneundonkauumu

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 PnakoH
N3 MoNMaTuNeHa BLICOKOW
MNOTHOCTU C [O3UPYIOLLNM
YCTPOWCTBOM U C 3ALLUTHON
KpbILLKOM U3 nonuaturieHa
BbiCOKOW NMOTHOCTW.

Mo 1 cdonaxkoHy BMecTe C
WHCTPYKLMEN MO NMPUMEHEHWIO 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 hiaKkoH
13 NONM3TUIIEHA BLICOKON
NAOTHOCTM C J03MPYIOLLUM
YyCTPOWNCTBOM U C 3alLUTHOM
KPBILLKOW 13 nonuaTtureHa
BbICOKOW MNOTHOCTY.

Mo 1 hnakoHy BMecTe C
WNHCTPYKLUMEN Mo NpUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBETCTBMU C HOPMATUBHON
JOKyMeHTaUuen.

Complies as prescribed /
CooTBeTCTBYET NPEeAnncaHHoMy

Storage conditions /
Ycnosua XpaHeHus

At the temperature not more than 30°C. /

MNpwn Temnepatype He Bblwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cripei HasanbHbI 4O3UMPOBaHHbIN, 22,5 MKr/goza
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptuu: 295650A
Manufacturing date (mm.yyyy): /
Hata ripon3BoaciBa (MM.TTTT): 06/2023
Expiry date (mm.yyyy): /
CpoK roaHoCTH {MM.TTT): 06/2026

Manufacturer according to the
registration in Russia: /

MpousBoaAnTENb B COOTBETCTBUU
€ pervicTpauuiei B Poccuu: «®amap Xanc Kea Cepsuces Maapun, C.A.Y.»

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

Assessment: / 3akimouenue: The batch complies with the specification according to ND M-

000511-211022 / TapTus cooTBeTCTBYET CneundrkaLmsi
HopwmaTuBHOro gokymeHTa NM-000511-211022

Date / Signatuie of Qualified Person: / A 11 9D wl D 4 //7</_\_/
Data / noanuck YNONHOMOUYEHHOro nuua: ) . .

Lovis Rarcace /oe

T I\







