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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHATIU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HASWBIH® CEHCWTVIB,

crnpeu HasasnbHbIN AO03UpPOBaHHbIK, 22,5 MKr/ao3a

05502959
295680A

Manufacturing date (imm.yyvy): /

Data ripouzBofciea (MM.ITIT):

06/2023

Expiry date (mm.yyvyvy): /
Cpox rooHocTH (MM.TTIT):

06/2026

Manufacturer accerding to the

reqistration in Russia: /

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

fipon3BoauTeNlb B COOTBETCTBUM

C perucrpauyen B Poccuu:

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

Parameter / NapameTp

Specifications / CrieuudrKauv

Restilts / Pesyrnktathi

Identification
Oxymetazoline
hydrochloride /
MoponuHHOCTL

OkcumeTasonnHa
runpnoxnonun
rmaopoxnopun

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. / Bpemsa
yaepXuBaHusi OCHOBHOTIC NKa Ha
XpomaTorpamme UCrbITYyEMOro pacteopa
LOJMKHO COOTBETCTBOBATL BPEMEHU
YASPXKMBaHNA OCHOBHOTO Mka Ha

XpomMmaTorpamme CTaHLapTHOro pacTeopa

-OKCUMETA30AVHA TMAPOXMOPULE, ~

nonyyeH HOWN npu Konm4ecTseHHOM
onpegeneHnn.

conforms / cooTeeTCcTRYET

Clarity / [pospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuys npenaparta He AormKHa
NpesbILAaTh onanecUeHUMo 3TanoHa
cpaBHeHus .

conforms / cooTBeTCTBYET

Color of the solution /
liBeTHOCTL pacTBOpa

The product should be not more colored than
color reference solution Y7 / MNpenapart
OorkeH ObiTh OKpalleH He Bonee
WHTEHCWBHO, YeM 3TarnoH Y7,

conforms / cooTBETCTBYET

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

(d 20/20)

pH / pH From 5.61t06.1/071 5,6 po 8,1 59

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296
OcMOnANBHOCTb Ot 270 po 330 mOcmonb/Kr MOCMOnb/Kr




Page 2 of 5/ Ctpanmua 2 us 5

CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / MpoaykKT

SAP-Code: / Ko SAP:
Batch no.: / No naprtuu:

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

cnpen HasanbHbIN QO3UPOBAHHLIN, 22,5 MKr/go3a

05502959
295680A

Manufacturing date (mm.yyyy): /

[Jarta npounssoacTBa (MM.ITIT):

06/2023

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

06/2026

Manufacturer according to the

reqistration in Russia: /

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

MpousBoauTENL B COOTBETCTBUU

¢ perucrpauuen B Poccuu:

«Pamap Xanc Kea CepBuces Magpug, C.AY.»

Parameter / MapameTp

Specifications / Cneuundguxaumnm

Results / Pe3ynbTarthl

Mean dose weight and
uniformity of dose weight /
CpepfHsaa macca A03bi U
OHOPOAHOCTb MacChl

Mean dose weight: 45 mg +15 %.

Uniformity of dose weight: mean dose weight
125 %.

Max. 2 from 10 doses > + 25 % from mean

42.60 mg / 42.60 mr

Cymma npumecei — He 6onee 1.2 %.

[03bl dose weight. 0
But always < + 35 % from mean dose
weight. / 0
CpepHss macca 1o3bl: 45 mr £ 15 %.
OpHOPOAHOCTL Macch! A403bl: CpeaHAsn
macca 8o3bl £ 25 %.
He 6onee 2 13 10 nos > + 25 % OT cpegHen | ()
Macchb! 403bl.
Ho Bcerpa < £ 35 % oT cpefHel maccesi 0
403bl.
Related substances / Impurity A (Hydrolysis product) — NMT 0.5 0.0%
PoacTBeHHbIe ripuMeci % I Mpumechb A (MPOAYKT FMAPONN3a) — He
oonee 0.5 %.
Impurity ZP-1 —NMT 0.5 % / 0.0 %
Mpumeck ZP-1 — He 6onee 0.5 %.
Single unidentified impurity — NMT 0.1 % / 0.0 %
EpnHuUUHan HengeHTnduUmpoBaHHas
npumeck — He 6onee 0.1 %.
Total impurities — NMT 1.2 % / 0.0 %
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANN3A

Product: / NpoaykT

SAP-Code: / Kon SAP:

Baich no.: / Ne napTun:

Manufacturing date {(mm.y

NASIVIN® SENSITIVE

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

E1AMIAFIALY

HASVBWUH® CEHCUTIB,

cripei HasanbHbIM O03UPOBaHHbLIN, 22,5 Mkr/go3a

05502959
295680A

yuvl: |
Yy e

h 2
Lata npousBogcrTea (MM.ITIT):

06/2023

Expiry date (mm.vvyvy): /

Cpok rogHocTy (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

[IpousBoauTesb 8 COOTBETCTBIN

C pericipauyien B Poccuin:

«Pamap Xarnc Kea Cepsuices Magpug, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml/ 0 CFU/ml/
MukpoBuornoruyeckas ObLee Yncno aapobHbix HakTepuit — He 0 KOE/mn
4YncToTa 6onee 102 KOE/mn
TYMC — NMT 10' CFU/ml/ 0 CFU/ml/
Obee YnNCNO DPOXOKEBLIX Y NINECHeBbLIX 0 KOE/mn
rpubos — He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/m! / Absentin 1.0 ml/
OrtcytcTBue Pseudomonas aeruginosalmn. | Oteyteteyer B 1,0 M
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcyteteue Staphylococcus aureus/mn. Otcytctaver B 1,0 Mn
Assay 450 — 525 g of oxymetazoline 1502.9 pg/mi/502.9
Oxymetazoline hydrochloride/ml. / MKT/MI
hydrochloride / 1450 -525-MKr okcymeTasonuHa 1o
KonunuecTteeHHoe rmapoxnopuga/mn.
onpegerieHne
OkcumeTasonnHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [1poayKT

SAP-Code: [ Kog SAP:
Batch no.: / N2 naptuu:

NASIVIN® SENSITIVE

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

crhipei Ha3anbHbIM J03MPOBaHHbLIR, 22,5 MKr/ao3a

05502959
295680A

Manufacturing date (mm.yyyy): /

Hara npoussBoacTBa (MM.ITIT):

06/2023

. Expiry date (mm.yyyy): /

CpoK rogqHOCTU (MM.FITF):

06/2026

. Manufacturer according to the

registration in Russia: /

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

[pouzBoaunTelb B COOTBETCTBUN

C perucmauueﬁ B Poccuu:

«®Damap Xanc Kea Cepeuces Magpua, C.A.Y.»

Parameter / lapameTp

Specifications / Cneuyudukaumu

Results / PeaynbTarhl

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 npenaparta BO (nakoH
13 NONUaTMEHa BICOKON
NMOTHOCTY C AO3UPYIOLLIAM
YCTPOWNCTBOM U C 3aLLUMNTHON
KPbILLKOV 13 nonmaTtureHa
BbICOKOW MIOTHOCTMW.

Mo 1 chrniakoHy BMecTe C
WHCTPYKLMER No NPUMEHEHWIO B
nayky KapTOHHY!IO.

Per 10 ml into a bottle of high-
density polyethylene with dosage
device and protective cap of high-
density polyethylene.

1 boftle enclosed with leaflet into
carton box. /

Mo 10 mi npenaparta 8o dakoH
N3 NONUITUIIEHA BLICOKOM
MNOTHOCTN C A03NPYIOLLUM
YCTPOWCTBOM 1 C 3aLLNTHOW
KPbILLKOW 13 nonuaTtuneHa
BbICOKOW NMIOTHOCTN.

Mo 1 chnakoHy BmecTe C
WHCTPYKUMER M0 NPUMEHEHWIO B
nayky KapTOHHYIO.

Labeling / MapkupoBka

fn accordance with ND. /
B cOOTBETCTBUN C HOPMATUBHON
JOKyMeHTaUunen.

Complies as prescribed /
CooTBeTCTBYET NpeArnncaHHOMy

Storage conditions /
YcnoBnsa XpaHeHns

At the temperature not more than 30°C. /

Mpu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHATIU3A

Product: / MpoaykT

SAP-Code: / Kon SAP:
Batch no.: / Ne naptii:
Manufacturing date (imm.yyvyy):

OaTta nponsBoacTsa (MM.TTTT):

Expiry date (mm.yyyvy): /
Cpok rogHocTH (MM.TTTT):

Manufacturer according to the
registration in Russia: /

[pou3BoAKnTEib B COOTBETCTBUM

C pervicTpauuen B Poccum:

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

1A My ar

HASVBIH® CEHCUTVB,
crnpeu HasanbHbIN 4O3UPOBaHHLIN, 22,5 MKr/go3a

05502959
295680A

06/2023
06/2026

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

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

Assessment: / 3akntoueHue:

The batch complies with the specification according to ND J171-
nnnR1 1 ')1 ’!n')') [ ManTira ~rAaATRATATRUAT ARALIIA

[V AVAV G/

A iaana

VAL T TIAMIVIA WWUIDTIVIDYTI UIICL*VIWVII\GL!,VIHIVI

HopmMaTuBHOro AokymexTa J1M-000511-21 1022/

Date / Sianature of Qualified Person: / /1A DI \7 QQ’Z_% /
Data / noAnvch YynofnHOMOYEHHOro nuua:
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