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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

crnpeun HasarnbHbIW [O3UPOBaHHbIN, 22,5 MKI/go3a

05502959
310860A

Manufacturing date (mm.yyyy): /

Hara npoussogcTea (MM.Irrr):

Expiry date (mm.yyyy): /
CpoK rogHOCTU (MM.[rrT):

12/2023

12/2026

Manufacturer according to the

registration in Russia: /

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

MNpowv3soauTens B COOTBETCTBUM

¢ peructpauuven B Poccum:

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

Parameter / NMapameTtp

Specifications / Cneundcukaumu

Results / PeaynbTaTthbl

Identification
Oxymetazoline
hydrochloride /
MNoannHHOCTL
OkcumeTasonunHa
rmopoxnopug

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
YAEPXUBAHWUSA OCHOBHOIO Nvika Ha
XpomaTorpaMmme UCnbITyeMOro pactsopa
[AOIDKHO COOTBETCTBOBATL BPEMEHM
yAepXUBaHNA OCHOBHOrO NuKa Ha
XpomaTtorpaMmme CTaHZapTHOro pacTtaeopa
OKCUMEeTa30nNnHa rgpoxIopuaa,
Mosny4YeHHO) Npu KONUYECTBEHHOM
onpeaeneHun.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuus npenapara He foMKHa
npesbiWwaTh onanecueHUuno aTanoHa
cpaBHeHuA |.

conforms / cooTBeTCTBYET

Color of the solution /
LiseTHOCTL pacTtsopa

The product should be not more colored than
color reference solution Y7 / MNpenapaTt
JomkeH BbITh OKpaLleH He Gonee
WHTEHCUBHO, Yem 3TanoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.009
OTHocuTenbHas nnoTtHocts | OT 1,006 go 1,010

(d 20/20)

pH / pH From 5.6t06.1/0T 5,6 oo 6,1 59

Osmolality / From 270 to 330 mOsmol/kg / 296 mOsmol/kg / 296
OcmonanbHOCTb Ot 270 go 330 mOcmonb/kr MOcMmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAIN3A

Product: / MpoaykT

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

HA3WBUH® CEHCUTUB,
cnpei HasanbHbIN AO3MPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310860A
Manufacturing date (mm.yyyy): /
Oara npoussoacTBa (MM.ITTT): 12/2023
Expiry date (mm.yyyy): /
Cpok roaHocTH (MM.ITIT): 12/2026

Manufacturer according to the

registration in Russia: /

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

MNpousBoauTenL B COOTBETCTBUM

C peructpauuen B Poccuu:

«®Pamap Xanc Kea CepBuces Magpug, C.A.Y.»

Parameter / MapameTtp Specifications / Cneuucukaumm Results / PesynbTathl
Mean dose weight and Mean dose weight: 45 mg 15 %. 45.28 mg/ 45.28 mr
uniformity of dose weight / | Uniformity of dose weight: mean dose weight
CpeaHas macca Aosbl u + 25 %.
OOHOPOAHOCTb Macchl Max. 2 from 10 doses > + 25 % from mean
003bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpepHsia macca fo3bl: 45 mr+ 15 %.
OpHopoaHOCTb Macchl A03bl: CPeaHsAs
mMacca go3bt + 25 %.

He 6onee 2 n3 10 po3 >+ 25 % ot cpeaHen |
mMacchl J03bl.
Ho Bcerga < 35 % oT cpegHen macchbl 0
003bl.

Related substances /
PoacTteeHHbIe npumeck

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Tpumeck A (npoayKT 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%
EAvHWYHas HemgeHTUdUUMpoBaHHaAs
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumeceis — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHATU3A

Product: / Mpoaykr

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

HA3SUBUH® CEHCUTUB,
cripei HasanbHbIA 4O3UPOBaHHbIN, 22,5 MKr/go3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuu: 310860A
Manufacturing date (mm.yyyy): /
Oara npoussogcTBa (MM.ITrT): 12/2023
Expiry date (mm.yyyy): /
Cpok rogqHoCTU (MM.rrrr): 12/2026

Manufacturer according to the

reqistration in Russia: /

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

[Mpou3BoauTeNbL B COOTBETCTBUM

¢ peructpauunein B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml /
MukpoBuonornyeckas O6Lee uncno aspobHbix 6akTepuit — He 0 KOE/mn
ymucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Luee Yncno QpOoXOKEBbLIX U MIIECHEBbIX 0 KOE/mn
rpnéos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 ml/
OtcyTctBue Pseudomonas aeruginosa/mn. | Otcyteteyet B 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OrtcyTctBue Staphylococcus aureus/mn. OtcytctByeT B 1,0 M
Assay 450 — 525 pg of oxymetazoline 512,9 yg/ml/512,9
Oxymetazoline hydrochloride/ml. / MKr/mn
hydrochloride / 450 - 525 mkr okcumeTasonunHa
KonuuecTteeHHoe rmgpoxnopuaa/mn.
onpeaeneHve
OxkcumeTasonuvHa
ruapoxnopua
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product: / Mpoaykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 yg/dose /
HA3UWBUH® CEHCUTUB,
cnpewn Ha3anbHbIA 4O3MPOBaHHbINA, 22,5 MKr/ao3a
SAP-Code: / Kog SAP: 05502959
Batch no.: / Ne naptuum: 310860A
Manufacturing date (mm.yyyy): /
Oata npoussogcTea (MM.ITrr): 12/2023
Expiry date (mm.yyyy): /
CpoK rogHocTy (MM.ITTT): 12/2026
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
MpousBoauTens B COOTBETCTBUU
c perucrpauven B Poccum: «®amap Xanc Kea Cepsuces Magpug, C.A.Y.»
Parameter / Mapametp | Specifications / Cneundukaumnm | Results / Peaynbtathb!
Packaging / YnakoBska 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 ¢nakoH |[Mo 10 Mn npenapaTta Bo ONakoH
13 NONM3ITUNEHa BbICOKOW 13 NONUITUIIEHA BLICOKOW
NAOTHOCTM C AO3MPYIOLLUM NNOTHOCTW C AO3MPYIOLLUM
YCTPOWCTBOM W C 3aLMTHOMN YCTPOWCTBOM W C 3aL4UMTHON
KPbILLKOW U3 NONMaTuneHa KPbILLKOW U3 NONUaTuneHa
BbICOKOW NITOTHOCTM. BbICOKOW MITOTHOCTW.
Mo 1 bnakoHy BMmecTe C Mo 1 ¢nakoHy BmecTe €
NHCTPYKLUMEN NO NPUMEHEHWIO B | MHCTPYKLUMEN NO NPUMEHEHWIO B
navky KapTOHHYHO. Nayky KapTOHHY!O.
Labeling / Mapkuposka In accordance with ND. / Complies as prescribed /
B cootBeTCcTBUM C HOpMaTMBHOW | COOTBETCTBYET NpeanucaHHoMy
LOKYMEHTaUMEN.
Storage conditions / At the temperature not more than 30°C. /
Ycnosua xpaHeHus Mpu Temnepatype He Bbiwe 30 °C.
Shelf-life / Cpok xpaHeHus | 3 years / 3 roaa
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / [TpoOykTt

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

Manufacturing date (mm.yyyy): /

Oata npoussogcTea (MM.rrrr):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):
Manufacturer according to the
registration in Russia: /
MNpou3zsoauTens B COOTBETCTBUM
C peructpauuven B Poccuu:

NASIVIN® SENSITIVE

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

cnpen HasanbHbIA AO3UPOBaHHLINW, 22,5 MKr/Qo3a

05502959
310860A

12/2023
12/2026
Famar Health Care Services Madrid, S.A.U./

«@Pamap Xanc Kea CepBuces Magpug, C.AY.»

APl name / HaumeHoBaHue ADC:

Oxymetazoline hydrochloride / OkcumeTtasonuna

rmapoxnopva
INN / MHH: Oxymetazoline / OkcumeTtasonux
API manufacturer batch number /
Homep cepum npouzBogutens ADC: AN
FP Manufacturer API Batch number / 2301269

Homep cepum cyb6cTaHuum npouseogurtens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

MpousBogutens A®C, cTpaHa: 3urdpua PapmaXemukanued MuHger M'meX,
"epMaHus

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND J1IM-

000511-211022 / MapTus cooTBETCTBYET cneuugukaumsam

HopmaTneHoro fokymenTa JIM-000511-211022

Date / Signature of Qualified Person: / et e S odue >

gaTa / noAgnuchb YNOoNnHOMOYEHHOro nuua.

A2 FERZaL Yy



