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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3MBUH® CEHCUTUB,

crnpew HasanbHbIA O3UPOBaHHbIN, 22,5 MKr/Qo3a

05502959
313220A

Manufacturing date (mm.yyyy): /

Oara npoussogcTea (MM.rrrr):

01/2024

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

01/2027

Manufacturer according to the

registration in Russia: /

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

lMpousBoauTens B COOTBETCTBUU

C perucrpauuven B Poccuu:

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

Parameter / MapameTp

Specifications / Cneundukaumm

Results / PesynbTathbl

Identification
Oxymetazoline
hydrochloride /
MoannHHOCTL
OkcumeTasonuHa
ruapoxnopug

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
yAep)XnusaHus OCHOBHOrO NuKa Ha
XpomaTorpamme UCnbITYeMoro pacteopa
AOIMKHO COOTBETCTBOBaTL BpeMeH!
YAEPKUBAHWA OCHOBHOTO NWKa Ha
XpoMaTorpamme CTaH4apTHOro pacTeopa
OKCMMETas3onuHa ruapoxnopuaa,
nony4YeHHOW NpW KONMYECTBEHHOM
onpeaeneHnu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenapara He AoKHa
npeBbIWaTb onanecueHUmio 3TanoHa
cpaBHeHuA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / lNpenapar
AomkeH BbiTb okpalleH He bonee
WHTEHCUBHO, YeM 3TasnoH Y.

conforms / cooTBeTCcTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHasa nnotHocTs | OT 1,006 o 1,010

(d 20/20)

pH/pH From56t06.1/0T1 5,6 7006,1 59

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg / 293
OcmonsanbHOCTb Ot 270 go 330 mOcmonb/kr mMOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAJTTU3A

Product: / MpoayKTt

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

HA3UBUH® CEHCUTUB,
cnpei HasanbHbIM A03UMPOBaHHbLINA, 22,5 MKI/ao3a
SAP-Code: / Koa SAP: 05502959
Batch no.: / Ne napTuu: 313220A
Manufacturing date (mm.yyyy): /
Oata npouseoacTBa (MM.rTrIT): 01/2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITIT): 01/2027

Manufacturer according to the

registration in Russia: /

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

MpouzBoauTen B COOTBETCTBUM

c perucTpauuven B Poccuu:

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

Parameter / Napametp Specifications / Cneuudukauum Results / PeaynbTtarthl
Mean dose weight and Mean dose weight: 45 mg +15 %. 4405 mg/45.43 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpegHsst macca [o3bl U 25 %.
04HOPOAHOCTb Macchl Max. 2 from 10 doses > + 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpeaHsa macca nosbl; 45 mr+ 15 %.
OpHopoAHOCTb Macchl [03bl: CpeaHNAs
macca Ao3bl + 25 %.

He 6onee 2 n3 10 o3 > £ 25 % oT cpeaHen |(
Maccbl J03bl.
Ho Bcerpa < + 35 % ot cpegHen macchbl 0
003bl.

Related substances /
PoacreeHHbIe npuMec

Impurity A (Hydrolysis product) — NMT 0.5 0.00 %
% / Mpumeckb A (NpoAyKT ruaponunsa) — He
bonee 0.5 %.

Impurity ZP-1 - NMT 0.5 % / 0.00 %
Mpumechb ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EAvHn4Has HemaeHTUMUMpOBaHHAA
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 AHAJIU3A

Product: / Mpoaykr

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

HA3NWBUH® CEHCUTUB,
cnpeu HaszanbHbIM OO3UPOBaHHbIN, 22,5 MKr/po3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne napTuu: 313220A
Manufacturing date (mm.yyyy): /
fara npoussoacTea (MM.Irrr): 01/2024
Expiry date (mm. |
CPpoOK rogHocTu (MM.rrrT): 01/2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

C perncrpauven B Poccum:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
MukpoGuonoruyeckas O6Lwee uncrno aspobHeix 6akTepuin — He 0 KOE/mn
yucroTta 6onee 102 KOE/mn
TYMC — NMT 10! CFU/ml / 0 CFU/mlI/
OO0Lee 4nCno APOAICKEBLIX U NNECHEBbIX 0 KOE/mn
rpnbos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcyTcTBre Pseudomonas aeruginosa/mn. | OtcyteteyeT B 1,0 mni
Staphylococcus aureus — absence/mil. / Absentin 1.0 ml/
OtcytcTtBue Staphylococcus aureus/mn. OtcytcryeT B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 506 pg/mi/ 510 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr oKCUMETa30nMHa
KonuyecTtseHHoe rmgpoxnopuga/mn.
onpeaenexHwe
OkcumeTasonuHa
rmapoxnopug
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 pyg/dose /
HA3UBUH® CEHCUTUB,
cripel HasanbHbI 403MPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptum: 313220A
Manufacturing date (mm.yyyy): /
Harta npou3eoacTea (MM.ITrT): 01/2024
Expiry date (mm.yyyy): /
CpoK rogHoCcTu (MM.rrrr): 01/2027
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTens B COOTBETCTBUMU
c perucTpauuen B Poccuu: «®amap Xanc Kea Cepeucesz Magpua, C.AY.»
Parameter / lNapametp | Specifications / Cneundukauum | Results / Peaynbrathl
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 ¢pnakoH |[1o 10 mn npenapata Bo ¢hnakoH
13 NOSTM3TUIEHA BbICOKOMW 13 NONU3TUNEHA BbICOKOW
NAOTHOCTM C AO3MPYIOLLUM NNOTHOCTU C AO3NPYIOLLUM
YCTPOWCTBOM U C 3aLLMTHOM YCTPOWCTBOM U C 3aLLMUTHON
KPbILLKON N3 NONMaTUneHa KPbILLIKOW U3 MONNaTuIeHa
BbICOKOW NMOTHOCTW. BbICOKOW MIIOTHOCTN.
Mo 1 pnakoHy BMecTe ¢ Mo 1 chnakoHy BmecTe ¢
VHCTPYKLMEN MO NMPUMEHEHWNIO B | MHCTPYKUMEN NO NPUMEHEHNIO B
nayky KapTOHHYIO. nayky KapTOHHY!IO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cootseTcTBUM C HOpMaTuBHOW | CooTBETCTBYET NpeanMcaHHoOMY
JOKYMEHTaUMEN.
Storage conditions / At the temperature not more than 30°C. /
Ycnosus XxpaHeHus Mpn Temnepatype He Bbite 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga




Page 5 of 5/ CtpaHuua 5 us 5

CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 uyg/dose /
HA3UWBUH® CEHCUTUB,
crnpeil Ha3anbHbIA 4O3UPOBaHHbIN, 22,5 MKr/go3a

SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 313220A
Manufacturing date (mm.yyyy): /

data npousBogcTBa (MM.ITrT): 01/2024
Expiry date (mm.yyyy): /

Cpok rogHocTu (MM.rTrT): 01/2027

Manufacturer according to the

registration in Russia: /
MpoussoauTens B COOTBETCTBUU
c perucrtpauuvein B Poccuu:

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

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

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTazonuna

ruapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuvH
API manufacturer batch number /
Homep cepumn nponszsoautens APC: 2202118
FP Manufacturer API Batch number / 2301624

Homep cepuu cybcTaHuuu npoussogurtens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mpoussogutent A®C, cTpaHa: 3urdppup PapmaXemukanved Mungern I'moX,
epmaHus

Assessment: / 3aknioueHue:

The batch complies with the specification according to ND JI1-

000511-211022 / MNMapTusa cooTBETCTBYET cneyudurkaumam
HopmaTmBHoro gokymexta J1M-000511-211022

Date / Signature of Qualified Person: /
Qarta / nognucb YNONMHOMOYEHHOIO nnua:

Health Care Services

Avda. Leganés, 52
28923 Alcorcon, Madrid, Spain




