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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTIU3A

Product: / NMpoavkr

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

NASIVIN® SENSITIVE

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

HASUBUH® CEHCUTUB,

cnpey HasanbHbIM A03UPOBaHHLIN, 22,5 MKr/ao3a

05502959
303040A

Manufacturing date (mm.yyyy): /

Oata npoussoacTea (MM.Irrr):

10/2023

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

10/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

Cc permcrtpauuen B Poccuum:

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

Parameter / MapameTtp

Specifications / Cneunduvkauumn

Results / PesynbTaThl

Identification
Oxymetazoline
hydrochloride /
TMoanuMHHOCTb
OkcumeTasonuHa
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
solution, received at assay testing. / Bpems
YOEPXKMBaHWA OCHOBHOIO NKa Ha
XpomaTorpaMmme UCnbIiTyeMOoro pacTeopa
AOMXKHO COOTBETCTBOBATL BPEMEHMU
yAEPXKNBAHWA OCHOBHOrO NuKa Ha
XpomaTtorpamme CTanH4apTHOro pactesopa
OKCMMeTasonuHa rugpoxnopunaa,
MOJTY4YEHHOA NPY KONMYECTBEHHOM
onpeaeneHuun.

conforms / cooTBeTCTBYET

Clarity / NpospayHocTb

The product should be not more opalescent
than reference suspension . /
OnanecueHuns npenaparta He [OmKHa
npeBbiaTh onanecueHUMIo 3TanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapat
OorpKkeH ObiTb OKpalleH He Gonee
WHTEHCUBHO, 4YeM 3TarnoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTtHocuTenbHas nnotHocTk | OT 1,006 go 1,010

(d 20/20)

pH /pH From56t06.1/0T 5,6 0o 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmMonsanbHOCTb Ot 270 po 330 mOcmonb/Kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS /| CEPTUDGUKAT AHAJTU3A

Product: / MpoaykT

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

HA3UBMH® CEHCUTUB,
crnpei HaszanbHbIN 0O3MPOBaHHbINR, 22,5 MKkr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu; 303040A
Manufacturing date (mm.yyyy): /
Oarta npousBogcTea (MM.ITIT): 10/2023
Expiry date (mm.yyvy): /
CpoK rogHOCTH (MM.ITTT): 10/2026

Manufacturer according to the

registration in Russia: /

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

[Mpou3BoauTernb B COOTBETCTBUU

¢ perucTpauuen B Poccuum:

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

Parameter / NMapameTtp Specifications / Cneundukauunm Results / PesynbTrathl
Mean dose weight and Mean dose weight: 45 mg £15 %. 4453 mg / 44.53 wmr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepnHsas macca [o3bl U + 25 %.
O4HOPOAHOCTbL Maccehl Max. 2 from 10 doses > + 25 % from mean
003bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpeanHsas macca gosbl: 45 mr+ 15 %.
OOHOPOAHOCTb MacChl A03bl: CPeAHSIs
macca fo3bl + 25 %.

He 6onee 2 n3 10 go3 >+ 25 % o1 cpeaHen | (
Maccbl 403bl.
Ho Bcerga < £ 35 % oT cpegHei macchl 0
00o3bl.

Related substances /
PogcTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (NpoayKT rmgponusa) — He
6onee 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%
EauHnyHas HengeHTumumpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities - NMT 1.2 % / 0.0 %
Cymma npumecein — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / Mpoaykr

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

HA3SUBUH® CEHCUTWUB,
cnpen HasanbHbIA OO3UPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Koag SAP: 05502959
Batch no.: / Ne naptuu: 303040A
Manufacturing date (mm.yyyy): /
Oarta npou3eoacTea (MM.Irrr): 10/2023
Expiry date (mm.yyyy): /
CpOK rogHOCTU (MM.ITTT): 10/2026

Manufacturer according to the

registration in Russia: /

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

MpouzsoauTesrib B COOTBETCTBUM

c perucrpauuein B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonornyeckas O6bLwee uncno aspobHbix GakTepuin — He 0 KOE/mn
yucToTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Lee unMcno ApoicKEBbIX U NNECHEBLIX 0 KOE/mn
rpnbos — He Gonee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcytctBue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytectBue Staphylococcus aureus/mn. Otcytcteyet B 1,0 Mn
Assay 450 — 525 pg of oxymetazoline 507.9 pg/ml / 507.9
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 450 - 525 mKr okcumeTasonvHa
KonnuyecTBeHHoE rugpoxnopuga/ms.
onpegeneHue
OkcumeTtasonunHa
rmapoxnopna
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJIU3A

Product: / [TpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3UBMUH® CEHCUTUB,
crnpei HaszanbHbIA 0O3MPOBaHHLIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 303040A
Manufacturing date (mm.yyyy): /
fata npoussoacTBa (MM.rTrr): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHocTtu (Mm.rrrr): 10/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpounssoauTesib B COOTBETCTBUMN
c peructpauuen B Poccuum: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
Parameter / MapameTtp | Specifications / Cneundukaumm | Results / Peaynetathl
Packaging / YnakoBka Per 10 ml into a bottle of high- Per 10 ml into a bottle of high-
density polyethylene with dosage |density polyethylene with dosage
device and protective cap of high- | device and protective cap of high-
density polyethylene. density polyethylene.
1 bottle enclosed with leaflet into | 1 bottle enclosed with leaflet into
carton box. / carton box. /
Mo 10 mn npenapata Bo ¢dnakoH |IMo 10 mn npenapaTa BoO hnakoH
13 NONUATUIEHA BbICOKOW M3 NOMMU3TUIIEHA BbICOKOW
NMOTHOCTU C 4O3NPYOLWNM NNOTHOCTM C A03VPYOLLUM
YCTPOWCTBOM U1 C 3aLUMTHOM YCTPOWCTBOM U1 C 3aNTHOWM
KPbILLKOW 13 nonuaTtuneHa KPbILUKOW U3 NONnaTuneHa
BbICOKOW NIOTHOCTW. BbICOKOW NIIOTHOCTU.
Mo 1 cpnakoHy BmecTe ¢ Mo 1 dpnakoHy BmecTe C
WHCTPYKUVMEWA NO NPUMEHEHUIO B | KHCTPYKLMEA MO NPUMEHEHNIO B
Nayky KapTOHHYIO. nayky KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cooTtBetcTBMM C HOpmaTuBHOW | COOTBETCTBYET NPEeAnMCcaHHoOMY
OOKYMEHTaLMeN.
Storage conditions / At the temperature not more than 30°C. /
YcnoBusa xpaHeHvs Mpn Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHwus | 3 years / 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / [IpoayKT

SAP-Code: / Koa SAP:
Batch no.: / Ne naptuu:
Manufacturing date (mm.yyyy)

2l

Odarta npouaBoacTBa (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHoCTU (MM.rrrT):

Manufacturer according to the
registration in Russia: /

nDOH3BOJJHT§l1b B COOTBETCTEUU

c peructpaumen B Poccum:

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTMUB,

cnpen HasanbHbIW A03UPOBaHHbIN, 22,5 MKr/ao3a

05502959
303040A

10/2023
10/2026
Famar Health Care Services Madrid, S.A.U./

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmgpoxnopug
INN / MHH: Oxymetazoline / OkcMeTa3onuH
API manufacturer batch number /
Homep cepumn npoussoautens A®C: 19032049 /23202115
FP Manufacturer API Batch number / 2301091 / 2301110

Homep cepuu cybcTanumuu npoussogutens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussoautenb ADC, cTpaHa: 3urcppug PapmaXemukanuen MunaeH M'méX,
["'epmaHua

Assessment: / 3aknio4yeHue:

The batch complies with the specification according to ND J1I1-
000511-211022 / MapTusi cCOOTBETCTBYET crneuuunkaumnsam
HopmaTueHoro fgokymeHta J1M-000511-211022

Date / Signature of Qualified Person: /
Oata / noanMcL yNnonHOMOYEHHOro nuua: A+ NOV 202D

i
Guc,éc.LuPi Gonc—',cltqg /QP

FAMAR MADRIN




