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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [poaykT

SAP-Code: | Ko SAP:
Batch no.: / Ne napruu:

NASIVIN® SENSITIVE

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

HAS3ViBiH® CEHCIATIAB,

cnpei HasanbHbLIA JO3UMPOBaHHbIN, 22,5 MKr/go3a

05502959
295710A

Manufacturing date imm.yyvy): /

Iata npoussoacTBa (MM.ITIT):

06/2023

Expiry date (mm.yyyy}: /
CpoOK roiHoCTH (MM.ITIT):

06/2026

Manufacturer according to the

registration in Russia: /

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

fpousBpoAnTESNb B COOTBETCTBUMU

C perucTpaiiieii B Pocciii:

«Pamap Xaric Kea Cepauices Magpug, C.AY.»

Parameter / NapamveTtp

Specifications / Crieuydrikauunu

Resulis / PesynbTathl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL

OxcumeTasoninHa
rmapoxnopun

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
YAEPXKNBaAHUS OCHOBHOTO fMKa Ha
XpomaTorpamme UcrnbiTyemoro pacteopa
AOMMXHO COOTBETCTBOBATL BPEMEHMU

yaepxunpaHunsa OCHOBHOTO NNKa Ha

‘XpomarorpammMe CTaH4apTHOro pacTeopa
-OKCUMETa30N1Ha FMEpoXnopuaa;

MONYYEHHO NPY KONTUYECTBEHHOM
onpeneneHnu.

conforms / cooTBeTCTBYET

Clarity / MNpo3spadHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuua npenaparta He JoMmKHa
npesbllaTe onanecueHUmMo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
JoImKeH ObiTh okpalleH He Gonee
WHTEHCUBHO, YeM 3TarnoH Y.

conforms / cooTBeTcTBYET

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

(d 20/20)

pH / pH From56to6.1/0T 5,6 00 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296
OcMOnsNbHOCTD Ot 270 po 330 mOcmonb/kr MOCMOnb/Kr
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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJIU3A

Product: / Mpoaykt

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

HA3MBUH® CEHCUTUB,
crnpel HasanbHbI AO3UPOBaHHbIN, 22,5 MKr/Qo03a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 295710A
Manufacturing date (mm.yyyy): /
Hata npousBoAcTBa (MM.ITIT): 06/2023
Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.ITIT): 06/2026

Manufacturer according to the

reqistration in Russia: /

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

MponssoauTesib B COOTBETCTBUN

¢ perucrtpauuen B Poccuu:

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

Parameter / Napametp Specifications / Cneundukaumnu Results / PesynbTathl
Mean dose weight and Mean dose weight: 45 mg +15 %. 4510 mg/ 45.10 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepgHsa macca [03bl U + 25 %.
OAHOPOAHOCTL Macchl Max. 2 from 10 doses > * 25 % from mean
[03bi dose weight. 0

But always < * 35 % from mean dose

weight. / 0

CpegnHsisi macca gosbl: 45 mr = 15 %.
OnHOPOAHOCTL MaCChi A03bl: CpefHsAsA
mMacca 003bl + 25 %.

He 6onee 2 n3 10 gos > +25 % oT cpegHen | ()
Maccbt J03bl.
Ho Bcerga < + 35 % oT cpegHen macchl 0
[,03bl.

Related substances /
PopcTteeHHbIE Npumecu

fmpurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Tlpumech A (NpogyKT rnaponnsa) — He
Bonee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
Mpumeck ZP-1 — He Goree 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHVYHaA HenaeHTuduumpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecei — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTN3A

Product: / [Tpoaykr

SAP-Code: | Koo SAP:

Y

Batch no.: / Ne naptui:

Manufac

NASIVIN® SENSITIVE

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

HA3WBIWH® CEHCITIB,

crnpen HasanbHbIA O3UPOBaHHbLIK, 22,5 MKr/oos3a

05502959
295710A

cturing date mm.yyyy): /

[ara npounssoacrtBa (MM.ITTr):

06/2023

Expiry date (mm.yyyy): /

Cpok rogHocT¥ (MM.ITTT):

06/2026

Manufacturer according to the

reqgistration in Russia: /

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

pousBoauTeslb B COOTBETCTBUM

€ perucrpatiyieii B Pocclin:

«@anmap Xaric Kea Cepsiices Magpug, C.AY.»

ruapoxnopug

Microbial purity / TAMC — NMT 10% CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas Obuwee uncno aspobHbix GakTepuii — He 0 KOE/Mn
yncToTa Bonee 102 KOE/Mn
TYMC — NMT 10" CFU/mli/ 0 CFU/mi/
ObLee Yncno gpoXoKEBLIX Y MIECHEBbLIX 0 KOE/mn
rpubos — He Sonee 10" KOE/mn
Pseudomonas aeruginosa — absencel/m! / Absentin 1.0 ml/
Otceyteteue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/mi. / Absentin 1.0 ml/
Ortceyrereue Staphylococcus aureus/vn, OTcytctByeT B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 507.9 pug/mi/ 507.9
Oxymetazoline hydrochloride/ml. / MK/
hydrochloride / 1450 - 525 MKr OKCUMETa30NHa B A
KonunuecrtseHHoe rugpoxnopuga/ms.
onpeaenexHve
OxcumeTasonmHa
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CERTIFICATE OF ANALYSIS / CEPTUDOUKAT AHAJTTUSA

Product: / lpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /
HA3SUBUH® CEHCUTUB,

cnpei HasanbHbIA 4O3UPOBaHHLIN, 22,5 MKr/go3a

05502959
295710A

Manufacturing date (mm.yyvyy): /

HNaTta npousBoAacTBa {(MM.ITIT):

06/2023

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

Manufacturer according to

06/2026
the

reqistration in Russia: /

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

[MpousBoauTENb B COOTBETCTBUN

¢ perucrpauuen B Poccun:

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

Parameter / lapamerp

Specifications / Cneundukauymm

Results / PesynbTaTthl

Packaging / Ynakoska

Per 10 mi 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 dnakoH
13 NOJIM3TUIEHA BbICOKON
NNOTHOCTU C SO3UPYIOLLIAM
YCTPOWNCTBOM 1 C 3aLLUTHON
KPbILLKOW 13 MonuMaTuneHa
BbICOKOW MSIOTHOCTH.

1o 1 cbnakoHy BMecTe ¢
WNHCTPYKLMEN MO NPUMEHEHNIO B
rMavky KapPTOHHYHO.

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 dpNakoH
"3 NONNaTUIIEHA BbICOKOW
MNOTHOCTMN C [O3UPYIOLLIAM
YCTPOMCTBOM U C 3aLLNTHON
KPBILLKOW 13 NONUaTUAEHa
BbICOKOW MITOTHOCTH.

Mo 1 conakoHy BmecTe ¢
WHCTPYKLIMER MO NPUMEHEHMIO B
Nayky KapTOHHYH.

Labeling / MapxupoBka

In accordance with ND. /
B cooTBeTCTBUN C HOPMATUBHON
OOKYMEHTaLMEN.

Complies as prescribed /
CooTBeTCTBYET NpeanncaHHoMy

Storage conditions /
Ycnoeust XpaHeHus

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 / CEPTUOPUKAT AHAJTU3A

Product: / [TpoaykT

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuui:
Manufacturing date (mm.yvyy):/

Data npoussoacrTea (MM.ITIT):

Expiry date (mm.yyyy): /
CpoOK rogHocTU (MM.ITIT):

Manufactitrer according to the
redistration in Russia: /

fpoussoauTesib B COOTBETCTBUM

C perncTpaumneil 8 Poceuu:

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

HASWBWH® CEHCUTWB,
crnpen HasasnbHbIA JO3UPOBaHHLIN, 22,5 MKr/nosa
05502959

295710A
06/2023
06/2026

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

«®amap Xarnc Kea Cepsiices Magpng, C.A.Y.»

Assessment: / 3agntoueHue:

epmann

The batch complies with the specification according to ND JIf1-

NONE11-21107272 | ManTiia roanTRaTATRUAT ARall
A A A A A B Y S |

ﬂd\lﬂ
TVEL T 1 iapivia VLOUITBTIVIDBYST SN

HopmaTuBHOro aokymedTa JI-000511-211022 >
Date / Signature of Qualified Person:/ 1 D“\7 Ze23 |/ /\,4

Oarta / nognuck YNoaHOMOYEeHHOro nuua: .

Lb\;\:)

FAMAL HaDlD

arlaet /&e






