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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATIU3A

Product: / Mpoaykr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naprtuu:

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

cnpei HasanbHbIA 4O3MPOBaHHbIN, 22,5 MKr/ao3a

056503227
320060A

Manufacturing date (mm.yyyy): /

Hara npoussogcTea (MM.ITIT):

04.2024

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

03.2027

Manufacturer according to the

registration in Russia: /

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

MpouaBoauTens B COOTBETCTBUMU

€ perucrpauuen B Poccum:

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

Parameter / NMapameTtp

Specifications / Cneuudukaumnm

Results / PeaynbTathbl

Identification
Oxymetazoline
hydrochloride /
MopgnNuHHOCTL
OkcnmeTasonuHa
rmapoxnopua

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
YAEPKUBAHWA OCHOBHOIO MUKa Ha
XpomMaTorpaMmme UCrbITyemoro pacteopa
[OMKHO COOTBETCTBOBaTbL BPEMEHU
YAEPKUBAHWSA OCHOBHOIO NUKa Ha
XpomaTorpaMmme CTaHAapTHOro pacTeopa
OKCMMETAasonuHa ruapoxnopuaa,
rony4YeHHoW nNpu KONMYECTBEHHOM
onpegeneHun.

conforms / cooTBeTcTBYET

Clarity / NMpoapayHocTb

The product should be not more opalescent
than reference suspension 1. /
OnanecueHums npenapata He AorKHa
npeBbIWaTh onanecueHumo aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTeopa

The product should be not more colored than
color reference solution Y7 / MNMpenapat
AorkeH BbiTb OKpalleH He Bonee
WHTEHCUBHO, Yem 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.008
OTHocuTenbHas nnoTHocTb | OT 1,006 fo 1,010

(d 20/20)

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

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

Product: / Npoavkr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTUB,

cnpen HasanbHbIA O3MPOBaHHbLIW, 22,5 MKr/ao3a

05503227
320060A

Manufacturing date (mm.yyyy): /

gaTa npou3soncrea ! MM.FITF!Z

Expiry date (mm.yyvyy): /
CpoK rogHocTH (MM.rrrr):

04.2024

03.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTensb B COOTBETCTBUMU

C peructpauuen B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuucukaumnm

Results / PesynbTtathl

Mean dose weight and
uniformity of dose weight /
CpegHsaa macca osbl 1
OLHOPOAHOCTb Maccehl
A03bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must

comply.CpenHsis macca fosbl: 45 mr £ 15 %.

ORQHOPOGHOCTL Macchl 403kl AOMKHA
COOTBETCTBOBATb.

47.01 mg/47.01 mr

conforms / cooTBeTCTBYET

rpn6os — He Gonee 10! KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTtseHHble npyumecn % / MNMpumeck A (NpoaykT rmaponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0 %
Mpumeck ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0 %
EavHuyHas HenpgeHTuduMpoBaHHas
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecein — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 10?2 CFU/ml / 0 CFU/ml /
Mukpobunonorndeckas Obuwee uncno asapobHeix BakTepuih — He OKOE/mMn
yucToTa 6onee 102 KOE/mn
TYMC - NMT 10" CFU/ml / 1 CFU/ml /
O6bLwee 4ncno OpoieKeBbIX N NECHEBBLIX 1KOE/mn

Pseudomonas aeruginosa — absence/ml /

OtcyTtcTBue Pseudomonas aeruginosa/mn.

Absentin 1.0 ml/
OTcytcteyeT B 1,0 Mn

Staphylococcus aureus — absence/ml. /
OtcyTtctBue Staphylococcus aureus/mn.

Absentin 1.0 ml/
OTcytcteyeT B 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITN3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3SNBUH® CEHCUTUB,
cnpeun HasalfbHbIA [O03UpPOBaHHbIN, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptuu: 320060A
Manufacturing date (mm.yyyy): /
darta npoussoacTBa (MM.ITTT): 04.2024
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.rrrr): 03.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpoussoauTenb B COOTBETCTBUM
c peructpauuen B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»
Assay 450 — 525 ug of oxymetazoline 500 pg/mi / 500 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 - 525 MKr OKCUMETa30nMHa
KonuuecteeHHoe rmgpoxnopuaa/mn.
onpegenexue
OkcumeTasonvHa
rMAapoOXNopua,
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CERTIFICATE OF ANALYSIS /| CEPTUPUKAT AHAJTU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 ug/dose /
HA3UBUH® CEHCUTUB,
cnpew Ha3anbHbIM O3MPOBaHHLINW, 22,5 MKr/aqo3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTtum: 320060A
Manufacturing date (mm.yyyy): /
Harta npousBoacTBa (MM.ITIT): 04.2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.TTTT): 03.2027
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
Mpou3asoauTens B COOTBETCTBUM
c perucrpauuen B Poccum: «®amap Xanc Kea Cepuces Magpug, C.A.Y.»
Parameter / Napametp | Specifications / Cneundmnkaumm | Results / Pesynbtath!
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 cpnakoH | Mo 10 mn npenapaTa BO hNakoH
13 NONMaTUIIEHa BbICOKOW 13 NONMaTUIIEHa BbICOKOW
MSIOTHOCTM C AO3MPYIOLNM MOTHOCTMW C [O3MPYIOLLUM
YCTPOACTBOM U1 C 3aLMTHON YCTPONCTBOM U C 3aLMTHON
KPbILLKOW U3 nonmaTtuneHa KPbILLKOW N3 nonuatunexa
BbICOKOW MMOTHOCTW. BbICOKOW NNOTHOCTW.
Mo 1 cpnakoHy BMecTe ¢ Mo 1 donakoHy BMmecTe ¢
WHCTPYKLMER No NPUMEHEHWNIO B | UHCTPYKLMEN NO NPUMEHEHMIO B
nadky KapTOHHYIO. Navky KapTOHHY!IO.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cooTtBeTCcTBUM € HOpMaTuBHOW | COOTBETCTBYET NpeAnucaHHoMy
OOKYMEHTaUnEN.
Storage conditions / At the temperature not more than 25°C. /
YcnoBsus XpaHeHus MNpw Temnepatype He Bbiwe 25 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roga




CERTIFICATE

Product: / Mpoaykr

SAP-Code: /| Kog SAP:
Batch no.: / Ne naptuum:

Manufacturing date (mm.yyyy): /
Oara npousBoacTea (MM.rrrr):

Expiry date (mm.yyyy): /

Cpok rogaHOCTU (MM.TTrT):

Manufacturer according to the
registration in Russia: /
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OF ANALYSIS / CEPTU®UKAT AHATTU3A

NASIVIN® SENSITIVE

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

crpen HasanbHbIA 0O3UPOBaHHbIN, 22,5 MKr/go3a

05503227
320060A

04.2024
03.2027

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

[MpoussoauTtens B COOTBETCTBUM

c peructpauueit B Poccuu:

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

API name / HaumeHoBanue ADC:

Oxymetazoline hydrochloride / OkcumeTasonuHa

rmapoxnopug
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepuun npousBoautens ADC: 28202119
FP Manufacturer  API Batch number / 2400549

Homep cepumn cybctaHummn npomssogurtens MNo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
Mponssogutens A®C, cTpaHa: 3urdppug PapmaXemukanued MuHgeH MmoX,
"epmaHus

Assessment: / 3aknouyeHue:

The batch complies with the specification according to ND J1IM-
000511-211022 amendement Ne1 from 03.11.2023 / MNapTus
COOTBETCTBYET creumndukaumsMm HOpMaTUBHOroO AokymenTa Jirl-
000511-211022 n3m. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: / ‘ / &,
[ata / noanMck YynonHOMOYEHHOTO NMULA: A9 DL 2021 ol

G cdelupe go azdlee

FAMAR HAKNRIN




