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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHATTU3A

Product: / Npoaykr

SAP-Code: | Kon SAP:
Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

A PAEAFI AL RN [d B Va7 RV =)

HASVIBVIH® CEHCUTIAB,

crnpen HasanbHbIA JO3UPOBaHHbLIN, 22,5 MKr/go3a

05502959
295690A

Manufacturing date (mm.yyvy): /

Hata npousBogcrea (MM.TTTT):

06/2023

Expiry date (mm.yvyv): /
CpoK rogHocTy (MM.TTTT):

06/2026

Manufacturer according to the

redgistration in Russia: /

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

flpou3BopNTElib B COOTBETCTBIN

C perucipaumeit B Poccuu:

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

Parameter / Napametp

Specifications / CneuudukaLn

Results / Pesynbtathl

Identification
Oxymetazoline
hydrochloride /
IoANUHHOCTL
OkcumeTasonnHa
ruapoxnopus

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
YASPXKUBAHWSA OCHOBHOTO MyKa Ha
XpomaTorpaMmme UCMbiTyeMoro pactsopa
HOIDKHO COOTBETCTBOBATE BPEMEHM
YAEpXVBaHWS OCHOBHOIO MUKa Ha

XpomaTorpaMme CTaHLapTHOro pacTeopa

-QKCUMETa30AUHa-FUAPOXNopuaa, - e

I'IOJ'ly'-IeHHOﬁ npy KonnyecTeeHHoOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / MNMpo3spayHocTb

The product should be not more opalescent
than reference suspension [. /
OnanecueHuns npenapaTta He JormkHa
npesbiiiiath ONanecueHLyio sTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHoCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
JOrkeH BbiTh OKpalleH He Bornee
WMHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTernbHast nnotHoctb | OT 1,006 fo 1,010

(d 20/20)

pH/ pH From561t06.1/0T1 5,6 1o 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg / 297
OcmMonsanbHOCTL Ot 270 po 330 mOcmonb/Kr MOCMOonb/Kr




Page 2 of 5/ CtpaHuua 2 us 5

CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / [1poaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

cnpeit HazanbHbIW JO3MPOBaHHbLIN, 22,5 MKr/ao3a

05502959
295690A

Manufacturing date (mm.yyyy): /

[aTta nponaBogcTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy): /
CpoK rogHOGCTy (MM.TTTT):

06/2026

Manufacturer according to the

reqistration in Russia: /

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

[Mpoussogutesb B COOTBETCTBUN

¢ peructpatuen B Poccum:

«®amap Xanc Kea CepBuces Magpua, C.AY.»

Parameter / NapameTtp

Specifications / Cneunduxkauun

Results / PesynbTaTthl

Mean dose weight and
uniformity of dose weight /
CpeaHsasa macca [03bl U
04HOPOAHOCTL 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. /

CpepnHsia macca posbl: 45 mr £ 15 %.
OaHOPOAHOCTL Macchbl A03bl: CPeAHANA
mMacca fo3bl £ 25 %.

He Gonee 2 u3 10 nos > + 25 % ot cpegHen
Macch! A03bl.

Ho Bcerna < + 35 % oT cpegHel macchl
[03bl.

44.50 mg / 44.50 mr

Related substances /
PopacTBeHHbIE NPUMECH

Impurity A (Hydrolysis product) - NMT 0.5
% / Tpumechk A (NpoayKT rMaponusa) — He
Gonee 0.5 %.

0.0 %

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

0.0%

Single unidentified impurity — NMT 0.1 % /
EauvHnuHas HengeHTuhuLmpoBaHHas
npumMech — He 6onee 0.1 %.

0.0 %

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

0.0 %
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MpoaoykKr

SAP-Code: / Kon SAP:

Batch no.: / Ne naptuu:

NASIVIN® SENSITIVE

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

HA3UBIH® CEHCUTMB,

crnpew HasanbHbI 0O3MPOBaHHLIN, 22,5 MKr/go3a

05502959
295690A

Manufacturing date (mm.vvyyl: /

Hata ripousBoacTaa (MM.ITTT):

06/2023

Expiry date {mm.yyvy): /

Cpok rogHocT# {MM.rrrr):

06/2026

Manufacturer according to the

registration in Russia: /

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

[MpousBoauTesnib B COOTBETCTBUM

C peructpauuei 8 Poccin:

«Damap Xarc Kea Cepsuces Magpug, C.A.Y.»

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoGuonoruyeckas Obuee yncrio aspobHbix GakTepuil — He 0 KOE/Mn
yucToTa bonee 102 KOE/mn
TYMC — NMT 10" CFU/mli/ 0 CFU/ml/
O6Lwee yncno gPOoXOKEBLIX 1 NNECHEBKIX 0 KOE/mn
rpubos — He Gonee 10" KOE/mMn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrcytcTBUe Pseudomonas aeruginosa/mn. | Oteyretsyet B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 mi/
OtcytcTaue Staphylococcus aureusins. OTcytctayeT B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 507.8 pg/mt / 507.8
Oxymetazoline hydrochloride/ml. / MKr/MI
hydrochloride / 450---525-MKr-oKCMeTa3onmHa e
KonuuecteseHnHoe rmapoxnopuaalmi.
onpegeneHne
OxkcumeTtaszonuHa
rugpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: [ [TpoayKTt

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

NASIVIN® SENSITIVE

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

cnpei HasasibHbIA 0O3MPOBaHHbINA, 22,5 MKr/ao3a

05502959
295690A

Manufacturing date (mm.yyyy): /

Nata npoussoacTBa (MM.ITrr):

06/2023

Expiry date (mm.yyyy): /
CpoX rogHocT (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

[Mpouspogurernb B COOTBETCTBUN

¢ perucTpaumven B Poccuu:

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

Parameter / [MapameTp

Specifications / Cneundgukaymu

Results / PesynbTtathbl

Packaging / YnakoBka

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

1 bottie enclosed with leaflet into
carton box. /

Mo 10 mn npenapara BO dpnakoH
13 NONUITUMNEHA BbICOKON
MOTHOCTY C AO3UPYIOLLIM
YCTPOWCTBOM 1 C 3aLLUTHOW
KpbILLKOW 13 NonuaTuneHa
BbICOKOW MMAOTHOCTU.

Mo 1 chnakoHy BMecTe C
WHCTPYKLUMNEN No NpYMEHEeHUo B
naqyky 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 M npenapaTa BO hraKoH
13 NOMUATUNEHA BbICOKON
MNOTHOCTY C [,03UPYIOLLINM
YyCTPONCTBOM U1 C 3aLLNTHOM
KpbILUKOW N3 noraTuneHa
BbICOKOI MSIOTHOCTN.

Mo 1 dhnakoHy BmecTe C
WHCTPYKLUMER MO NpUMEeHeHNo B
nayky KapTOHHVYIO.

Labeling / MapkupoBska

In accordance with ND. /
B cooTBeTCTBMW C HOPMATUBHOMN
JOKyMeHTaumnen.

Complies as prescribed /
CoOoTBETCTBYET fpeanMcaHHoMy

Storage conditions /
YcnoBus xpaHenuns

At the temperature not more than 30°C. /

Mpn Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years/ 3roga
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAITU3A

Product: / MNpoayKkTt

SAP-Code: /| Kop SAP:

Batch no.: / Ne napTtun:
Manufacturing date (mm.yvyy): /
Oara npousBoacTBa (MM.ITIT):

Expiry date (mm.vvyvy): /
Cpok rogHoctu (MM.ITIT):

Manufacturer accordinag to the
registration in Russia: /

MNpoussoauTenk B COOTBETCTBUN

¢ peructpauveli s Poccuin:

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

BIADIAINIAL /AN APl IAATATI A

AAVBVIN® CernCvTviB,
cnpeu HasanbHbIA JO3MPOBaHHbIN, 22,5 MKr/go3a

05502959
295680A

06/2023
06/2026
Famar Health Care Services Madrid, S.A.U./

«BPamap Xarsic Kea Cepsuces Magpug, C.AY.»

Assessment: / 3akntoyenune:

- epmMalin

The batch complies with the specification according to ND M-

000511-211022 / ﬂapTM,q COOTBETCTRYET Che! n4¢|' Karanm

L VN ST

T viio gV

(441

HopMaTuBHoro gokymeHTa J1N-000511-211022
Date / Signature of Qualified Person: / /IO{ Jul 7 213 /

Hata / nognuck yNoJaHOMOYEHHOIo nuua: ~

FAamAR maADn
Louag

farcoer / ae






