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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

crpen HasanbHbIW 4O3UMPOBaHHbLIN, 22,5 MKr/gosa

05502959
302760A

Manufacturing date (mm.yyyy): /

Oarta npouzBogcrea (MM.rrrr):

10/2023

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

10/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUU

c perucTtpauven B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneuucpukaumum

Results / PesynbTaTthl

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcnmeTasonvHa
rmgpoxropug

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
YAEPKUBAHWUS OCHOBHOMO NUKa Ha
XpomaTtorpaMmme ucrbelTyemoro pactsopa
AOMKHO COOTBETCTBOBaTbL BpEMEHU
YAEPKUBAHUSA OCHOBHOIO NMWKa Ha
XpomaTorpaMmme CTaH4apTHOro pacTeopa
OKCMMETAa30NMNHa rmapoxnopuaa,
Nony4YeHHON Npv KONMYeCTBEHHOM
onpeaenexnu.

conforms / cooTBeTCTBYET

Clarity / INpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHumMs npenapara He f4omKHa
npesbllaTh onanecueHumo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapaTt
AomkeH BbITb okpalleH He Bonee
WHTEHCUBHO, YeM 3TasIoH Y7.

conforms / cooTBeTCcTBYET

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

(d 20/20)

pH / pH From 5.6t06.1/0T1 5,6 oo 6,1 5.8

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 291
OcmonanbHOCTb Ot 270 po 330 MOcmonb/kr mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
crnpewn HaszanbHbIW 4O3MPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 302760A
Manufacturing date (mm.yyyy): /
fata npoussoAcTBa (MM.FTTT): 10/2023
Expiry date (mm.yyyy): /
Cpok rogHocTU (MM.rrrT): 10/2026

Manufacturer according to the

registration in Russia: /

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

nEOH3BOﬂHTEJ'II:- B COOTBETCTBUH

c perucrtpauueii B Poccuum:

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

Parameter / MNapameTp Specifications / Cneundukaumnu Results / PesynbTtarhl
Mean dose weight and Mean dose weight: 45 mg 15 %. 43.82 mg/43.82 wmr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepgHasa macca o3sbl 1 + 25 %.
OLHOPOAHOCTb Macchl Max. 2 from 10 doses > + 25 % from mean
[o3bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpepHsis macca fosbl: 45 mr + 15 %.
OpHOPOAHOCTb MacChl A03bl: CpeaHNAN
mMacca go3bl + 25 %.

He 6onee 2 u3 10 po3 > + 25 % o1 cpegHen | (
Maccbl! 403bl.
Ho Bcerga < + 35 % oT cpegHei macchbl 0
003bl.

Related substances /
PopncTteeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumechb A (MpoayKT rugponusa) — He
6onee 0.5 %.

Impurity ZP-1 = NMT 0.5 % / 0.0%
Mpumecb ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EovHuyHas HenageHTuduUMpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpen HasanbHbIA OO3UPOBaHHLIN, 22,5 MKr/no3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTum: 302760A
Manufacturing date (mm.yyyy): /
Qara npou3soacTBa (MM.ITIT): 10/2023
Expiry date (mm.yyyy): /
CpoK rogHOCTMU (MM.ITTT): 10/2026

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoaUTENbL B COOTBETCTBUU

c peructpauuei B Poccum:

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

rmapoxnopua

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoBuorniornyeckas O6bwee ymcno aapobHeix GakTepui — He 0 KOE/mn
yucroTta 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml /
O6bLLee unCcno OpOACKEBBIX Y NNECHEBbIX 0 KOE/mn
rpnbos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTtctBue Pseudomonas aeruginosa/mn. | Otcytcteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcytcTtBue Staphylococcus aureus/mn. Otcytcteyet B 1,0 Mmn
Assay 450 — 525 ug of oxymetazoline 506.1 pg/mi / 506.1
Oxymetazoline hydrochloride/ml. / MKr/MI
hydrochloride / 450 - 525 MKr okcumeTasonuHa
KonnuectBeHHoe rmgpoxnopuga/mn.
onpepeneHune
OkcumeTtasonuHa
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

crnpen HasanbHbIN OO3UPOBaHHbLIN, 22,5 MKr/ao3a

05502959
302760A

Manufacturing date (mm.yyyy): /

Qarta npou3BoacTea (MM.ITrT):

10/2023

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

10/2026

Manufacturer according to the

registration in Russia: /

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

MpoussoguTenk B COOTBETCTBUM

C perucrpauuen B Poccum:

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

Parameter / lNapameTp

Specifications / Cneuudukauuu

Results / Pe3ynbTaThl

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 npenapaTa BO hnakoH
13 NONU3TUNEHAa BbICOKOW
NAOTHOCTU C AO3UPYIOLLUM
YCTPOWCTBOM U C 3aLUUTHOM
KPbILLKOM U3 NONM3TUNEHa
BbICOKOW MIIOTHOCTU.

Mo 1 donakoHy BMecTe C
WHCTPYKMER NO NPUMEHEHUIO B
nayky KapTOHHYHO.

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 BoO hnakoH
13 NONMaTUNEHa BbICOKOW
MNOTHOCTU C 403UPYOLLUM
YyCTPOWCTBOM W C 3aLLUTHOW
KPbILLKOW 13 NONuaTuneHa
BbICOKOW MIOTHOCTN.

Mo 1 conakoHy BmMecTe €
WHCTPYKLUMEN NO NPUMEHEHNIO B
nadvky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBUMM C HOPMaTUBHOMN
OOKYMEHTaUNEN.

Complies as prescribed /
CooTBeTCTBYET NPeanucaHHomy

Storage conditions /
YCnoBusi XxpaHeHus

At the temperature not more than 30°C. /

MNpw Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 rona
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANU3A

Product: / Mpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3WBUH® CEHCUTUB,
cnpei HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKkr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 302760A
Manufacturing date (mm.yyyy): /
Qarta npou3BogcTea (MM.rrrr): 10/2023
Expiry date (mm.yyyy): /
CpoOK rogHoCTH (MM.FTrT): 10/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
[pou3ssoauTens B COOTBETCTBUM
¢ peructpauueii B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
APl name / HaumeHoBaHue A®C: Oxymetazoline hydrochloride / OkcumetasonuHa
ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npoussoautens APC: 19032049
FP  Manufacturer API Batch number / 2301091
Homep cepuu cy6cTaHuumn npoussogurens No:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens APC, cTpaHa: 3urcopua PapmaXemukanued MuHaen MTmGX,
epmanus
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND JII1-

000511-211022 / MNapTus cooTBETCTBYET cneundukaynam
HopMaTuBHoro gokymenta J1M-000511-211022

Date / Signature of Qualified Person: / /
fdarta / noanuch yNnonHOMOYEHHOro nuua: (B Naov2023 ¥

L(\/\or\/xfc;q g‘o:u\d.xﬁ% /@P
FAMAR  MADRLD .




