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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIIU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3UWBUH® CEHCUTMUB,

cnpei HasanbHbIA OO3UPOBaHHbLIN, 22,5 MKr/ao3a

05502959
310870A

Manufacturing date (mm.yyyy): /

gaTa npoussoacTea !MM.ITIT!:

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

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

[poussoguTent B COOTBETCTBUU

C perucrtpauuen B Poccuu:

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

Parameter / MapameTtp

Specifications / Cneuucukaumnm

Results / PeaynbTaThbl

Identification
Oxymetazoline
hydrochloride /
[opnuHHOCTL
OkcumeTtasonuHa
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. / Bpemsi
YAepX1BaHWS OCHOBHOrO NvKa Ha
XpomMaTorpaMmme UCrbITyeEMOro pacteopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yAepX1UBaHWA OCHOBHOrO NUKa Ha
XpomMaTorpamme cTaH4apTHOro pacTeopa
OKCMMEeTa3onuHa rmapoxiopuaa,
NOMy4eHHOR npu KONMYECTBEHHOM
onpeaeneHuu.

conforms / cootBeTcTBYET

Clarity / Mpo3payvHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuna npenapaTta He A4omKHa
npeBbIWaTth onanecueHumo sTanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHocTb pacTeopa

The product should be not more colored than
color reference solution Y7 / NMpenapat
AomkeH 6bITb okpatueH He Bonee
WHTEHCUBHO, YeM 3TanoH Y7.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH / pH From56to6.1/0T1 5,6 no 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296
OcmonsanbHOCTL Ot 270 go 330 mOcmonb/kr MOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykT

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

HA3UMBUH® CEHCUTUB,
crnpei HasanbHbIN 4O3UPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310870A
Manufacturing date (mm.yyyy): /
Oata npousBoacTBa (MM.rrrr): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHoCcTH (MM.rrrT): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpouasoauTenb B COOTBETCTBUMU

c perucrpaumen B Poccuu:

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

Parameter / MNapameTp Specifications / Cneundumkauunmu Results / PesynbTath!
Mean dose weight and Mean dose weight: 45 mg £15 %. 46.09 mg / 46.09 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpepnHsas macca 0osbl 1 + 25 %.
OLHOPOAHOCTb MacChl Max. 2 from 10 doses > + 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepnHsisa macca aosbl: 45 mr+ 15 %.
OpHOpOAHOCTb MACChl 403bl: CPeaHSANA
macca fo3bl + 25 %.

He 6onee 2 n3 10 o3 >+ 25 % o1 cpegHen |
Maccbl 03bl.
Ho Bceraa < + 35 % oT cpeaHeit macchbl 0
0o3bl.

Related substances /
PogcreeHHble npumecu

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (npoayKT ruaponusa) — 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 HempeHTuduUuMpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecen — He Gonee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Product: / MpoAaykr

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

HA3UBMNH® CEHCUTUB,
Crpen HasanbHbI 4O3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310870A
Manufacturing date (mm.yyyy): /
Oara npou3ssoacTBa (MM.ITrT): 12/2023
Expiry date (mm.yyyy): /
Cpok roaHoCTH (MM.FrrT): 12/2026

Manufacturer according to the

registration in Russia: /

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

MpousBoauTENb B COOTBETCTBUM

c perucTpauuen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/mI / 0 CFU/ml /
Mukpobuonornyeckas O6Luee yncno aspobHbix GakTepuin — He 0 KOE/mn
yncroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/mlI / 0 CFU/ml/
O6bLee yncno APOdCKEBLIX K NNECHeBbIX 0 KOE/mn
rpuboe — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OrtcyTctBue Pseudomonas aeruginosa/mn. | OtcytctByeT B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OtcytcTtBue Staphylococcus aureus/mn. OTcytcteyeT B 1,0 Mn
Assay 450 — 525 ug of oxymetazoline 506,9 pg/ml / 506,9
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochioride / 450 - 525 MKr okcumeTasonuHa
KonunyecTBeHHoe rmpgpoxnopuga/mn.
onpeaeneHve
OkcumeTasonuHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MpoaykT NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3WBUH® CEHCUTUB,
cnpeil HasanbHbIA AO3MPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: /| Kog SAP: 05502959
Batch no.: / Ne naptuum: 310870A
Manufacturing date (mm.yyyy): /
Hara npou3BoacTBa (MM.IIIT): 12/2023
Expiry date (mm.yyyy): /
Cpok roqHOCTU (MM.FTIT): 12/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTesib B COOTBETCTBUM
c peructpauuen B Poccuu: «®Pamap Xanc Kea CepBuces Magpug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundukauuu | Results / PesynbTaTthbl
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 npenapaTta Bo ¢nakoH | Mo 10 mn npenaparta BO pnakoH
13 NONU3TUIEHA BbICOKOW 13 NONUaTUIEHA BbICOKOWM
NAOTHOCTK C AO3MPYIOLLNM NNOTHOCTU C AO3UPYIOLLUM
YCTPONCTBOM U C 3aLLUTHON YCTPOWCTBOM U C 3aLLUTHOW
KPbILLKOW U3 NONMaTusieHa KPbILLKOW U3 nonuaTuneHa
BbICOKOW NMOTHOCTW. BbICOKOW MMOTHOCTH.
Mo 1 hnakoHy BmecTe ¢ Mo 1 dpnakoHy BmecTe C
WHCTPYKUMEW NO NPUMEHEHWUIO B | UHCTPYKLUMEN NO NPUMEHEHUIO B
Nayky KapTOHHYIO. NayKy KapTOHHYIO.
Labeling / MapkupoBka In accordance with ND. / Complies as prescribed /
B cootseTcTBUM C HOpMaTUBHOA | CooTBETCTBYET NpeanMcaHHoOMy
AOKYMeHTaLMen.
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHeHus Mpu Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga
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CERTIFICATE OF ANALYSIS / CEPTUD®UKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3NBUH® CEHCUTUB,
crnpei HasanbHbIN 4O03UPOBaHHbIN, 22,5 MKr/Qo3a
SAP-Code: / Kon SAP: 05502959
Batch no.: / Ne naptuu: 310870A
Manufacturing date (mm.yyyy): /
Oata npoussoacTea (MM.ITrr): 12/2023
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.ITTT): 12/2026
Manufacturer according to the
reqgistration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTens B COOTBETCTBUMN
C perucrpauuvein B Poccuu: «®amap Xanc Kea Cepuces Magpup, C.A.Y.»
API name / HanmenoBaHune A®C: Oxymetazoline hydrochloride / OkcumeTtasonuHa
rYapoXIopug,
INN / MHH: Oxymetazoline / OxcumeTasonuH
API manufacturer batch number 1
Homep cepuu npoussoautens A®C: S
FP  Manufacturer API Batch number / 2301269
Homep cepuu cybectanummn npoussogurtens NMo:
Siegfried PharmaChemikalien Minden GmbH,
API Manufactured by & country / Germany /
Mpoussoautens A®C, cTpaHa: Surdppug dapmaXemukanuen MuHaeH MmoX,
lepmanusa
Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1I1-

000511-211022 / NapTuns cooTBeTCTBYET CcCrneuudmrkaunsam
HopmaTueHoro gokymenta J1M-000511-211022

Date / Signature of Qualified Person: / ros  ©
[data / nognuch yNnoNHOMOYEHHOro Nuua: “\A owni ca g“ \’\dJLt%

A2FER 2024



