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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoAaykt

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

NASIVIN® SENSITIVE

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

HA3WBUH® CEHCUTUB,

crnpen HasanbHbIX 4O3UPOBaHHbIN, 22,5 MKr/no3a

05502959
313250A

Manufacturing date (mm.yyyy): /

Qara npoussogciBa (MM.I1rT):

Expiry date (mm.yyyy): /
Cpok rogHocTy (MMm.rrrr):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

n poussoauUTenb B COOTBETCTBUU

¢ perucrpauuei 8 Poccuu;

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

than reference suspension |. /
OnanecueHuus npenapara He 40MKHa
npeBbIWaTh onanecueHLUrio atanoHa
cpaBHeHwus |.

Parameter / MapameTtp Specifications / Cneundukauum Results / Pe3ynbrarthl
Identification The retention time of the main peak on the | conforms / cooTeeTcTByeT
Oxymetazoline chromatogram of the tested solution is
hydrochloride / required to correspond to the retention time
MoanuHHOCTL of the main peak on the chromatogram of the
OkcumeTasonuHa oxymetazoline hydrochloride standard
rmapoxnopug solution, received at assay testing. / Bpems
yAEPXXBaHUS1 OCHOBHOrO NUKa Ha
XpomaTorpamme UCMbITYEMOro pacteopa
AOMKHO COOTBETCTBOBATb BPEMEHMU
YAEPXXNBAHUS OCHOBHOIO NUKa Ha
[ XpomaTorpamme CTaHAAPTHOro pacTsopa
oKcumeTasonuHa rugpoxnopuaa,
MONYYEHHOWN NPU KONMYECTBEHHOM a :
onpeaeneHuu.
Clarity / Npo3payHocTb The product should be not more opalescent | conforms / cootsetcTayer

Color of the solution /
LiBeTHocTb pacTeopa

The product should be not more colored than
color reference solution Y- / Mpenapar
AomkeH 6bITe okpalweH He 6onee
WHTEHCMBHO, YeM 3TanoH Y7.

conforms / cooTBeTcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010 / 1.008
OTtHocuTenbHasa nnoTHocTs | OT 1,006 Ao 1,010

(d 20/20)

pH /pH From 5.6t0 6.1 /0t 5,6 0o 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 294 mOsmol/kg / 294
OcmonsanbLHOCTb Ot 270 no 330 MOcmonb/kr MmOcMonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / [IpoAyKT

SAP-Code: / Kog SAP:

Batch no.: / Ne napruu:
Manufacturing date (mm.

NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpeii HazanbHbIW AO03UPOBaHHbIR, 22,5 MKr/ao3a
05502959
313250A

i

Oara npoussogcrsea (Mm.rrrr): 01/2024

Expiry date (mm. :

Cpok roaHocTH (MM.Trrr):

01/2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTenb B COOTBETCTBUMN

¢ perucrpauven 8 Poccun:

«®amap Xanc Kea Cepuce3 Maapua, C.A.Y.»

Parameter / NapameTp Specifications / Cneundoukauumn Results / Peaynbrathbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 46.65 mg / 46.65 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHsis macca po3bl U +25 %.
OAHOPOAHOCTb Macch! Max. 2 from 10 doses > £ 25 % from mean
RO3bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepHsas macca ao3sbl: 45 mr + 15 %.
OAHOPOAHOCTb MacChl [03bl: CPEAHSAS
macca fo3bl £ 25 %.

He 6onee 2 3 10 8o3 > * 25 % ot cpeaHedn | 0
Macchbl 403bl.
Ho Bceraa < + 35 % ot cpeaHeii macchl 0
A03bl.

Related substances /
PoacrseHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (MPOAYKT rnaponnsa) — He
6onee 0.5 %.

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

Single unidentified impurity - NMT 0.1 %/ |0.0 %
EavHvuHan HempeHTudvumposaHHas
npumeck — He 6onee 0.1 %.

Total impurities = NMT 1.2 % / 0.0%
Cymma npumeceit — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJNIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTMUB,

cnpei Ha3anbHbIW AO3MPOBaHHbLIW, 22,5 MKr/Ao3a

05502959
313250A

Manufacturing date (mm.yyyy): /
DOara nponssogcrsa (Mm.rrrr): 01/2024

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

01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTent B COOTBETCTBUYN

¢ perucrpauueit 8 Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mi / 0 CFU/ml /
Mukpo6uonoruyeckas O6wyee uncno aapobHbix GakTepuii — He 0 KOE/mn
yucrora 6onee 102 KOE/mn
TYMC - NMT 10' CFU/ml / 0 CFU/ml/
O6buiee 4MCNO APONOKEBLIX U NNECHEeBbIX 0 KOE/mn
rpubos ~ He 6onee 10! KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyrcrBue Pseudomonas aeruginosa/mn. | Otcytcrayet 8 1,0 Mn
Staphylococcus aureus - absence/ml. / Absent in 1.0 ml/
Otcyrcreue Staphylococcus aureus/mn. Otcyrcteyer 8 1,0 Mn
Assay 450 - 525 pg of oxymetazoline 512 pg/ml / 512 mkr/mn
Oxymetazoline hydrochloride/ml. /
|hydrochloride/ 450 - 525 mkr okcumeTasonuHa |
KonuyecreeHHoe rmapoxnopuaa/mn.
onpegeneHve
OkcumeTasonuHa
rmapoxnopua




Page 4 of 5/ CtpaHuua 4 n3 5

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

cnpeit HasanbHbIW 403MPOBaHHbIA, 22,5 MKr/Ao03a

05502959
313250A

Manufacturing date (mm.yyyy): /

gaTa npou3soacTea ( MM.ITTT):

Expiry date (mm. |
Cpok rogHoCcTH (MM.rrrr):

01/2024

01/2027

Manufacturer according to the

registration in Russia: /

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

ﬂggusaogmenb B COOTBETCTBUU

C perucrpauuein 8 Poccuu:

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

Parameter / MapameTp

Specifications / Cneundunkaunun

Results / PeaynbraTthl

Packaging / Ynakoska

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 nakoH
13 NONU3TUNEHa BbICOKON
NNOTHOCTU C [O3UNPYIOLLNM
YCTPOICTBOM # C 3aLUTHO
KPbILLKOW U3 NnonuaTuneHa
BbICOKOW NAOTHOCTH.

Mo 1 ¢pnakoHy BMecTe C
WHCTPYKUMEN NO NPUMEHEHUIO B
nayky 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 mn npenapara B8O NaKkoH
13 NONU3TUNEHA BbICOKON
MNOTHOCTU C A03UPYIOLLIUM
YCTPOCTBOM U C 3aLUMTHON
KPbILLKOV U3 NONWaTUNeHa
BbICOKO NMOTHOCTW.

Mo 1 dpnakoHy BMmecTe C
WHCTPYKUWE NO NPUMEHEHNIO B
Nayvky KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B coOTBETCTBUW C HOPMATUBHOM
NOKYMEHTaUWen.

Complies as prescribed /
CooTBeTcTBYyeT npeanucaHHoMy

Storage conditions /
Ycnosusi XpaHeHus

At the temperature not more than 30°C. /

Npu Temnepatype He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®UNKAT AHANN3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 ug/dose /
HA3NBUH® CEHCUTUB,
Ccnpen HasanbHbIW [O3MPOBaHHbIW, 22,5 MKr/ao3a

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

Manufacturing date (mm.yyyy): /
Oara npoussogcrea (Mm.rrrr):
Expiry date (mm.yyyy): /

Cpox roaxHocTy (MM.FrrT):
Manufacturer according to the
registration in Russia: /

[pousBoauTent B COOTBETCTBUM
€ perucTpauvien B Poccuum:

01/2024

01/2027

05502959
313250A

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

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

API] name / HaumeHoBanuue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuxa

runapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npoussoaurens A®C: 23202115
FP Manufacturer AP Batch number / 2301624

Homep cepuu cy6cTanuun nponssoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
Npoussoautens A®C, cTpaHa: | 3urcbpup dapmaXemukanuen Musaex Fm6X,
CepmaHus

Assessment: /| 3aknioyeHue:

The batch complies with the specification according to ND NM-

000511-211022 / NapTus cooTBeTCTBYET CneLmndukaLmsam
HopmaTueHoro aokymeHTa JIM-000511-211022

Date / Signature of Qualified Person: /

lata / nognuch ynonHoOMOYeHHOro nuua:

23 FEM 200/ @

guc_éc.\.u P ScmdeLE 7 ar

FAMAQL MANRUN




