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CERTIFICATE OF ANALYSIS /| CEPTU®UKAT AHAJTU3A

Product: / poaykt

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

NASIVIN® SENSITIVE

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

HA3SNBUH® CEHCUTUB,

cnpen HasanbHbIK 403UPOBaHHbIN, 22,5 MKr/ao3a

05503227
323890A

Manufacturing date (mm.yyyy): /

&Ta npou3soancrea ‘MM.I‘I‘I‘I"!:

Expiry date (mm. s

Cpok rogHocTu (MM.FrIT):

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

l'lgousaogmenb B COOTBETCTBUN

C perucrtpauuen B Poccum:

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

Parameter / NapameTp

Specifications / Cneundukauunu

Results / Peaynbrarhl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OkcumeTtasonuHa
rnapoxnopug

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
YAEPXKUBaAHUA OCHOBHOIO NUKa Ha
XpomaTorpaMmme UCnbITYyeEMOro pacTeopa
AOMKHO COOTBETCTBOBATL BPEMEHU
YAEpXK1MBaHWA OCHOBHOIO NUKa Ha
XpomaTorpaMmme CTaHAapTHOro pactsopa
OKCMMETAa30mnuHa ruapoxnopuaa,
Nony4YeHHOW Npv KONMYECTBEHHOM
onpeaenexHun.

conforms / cooTBeTcTByeT

Clarity / NMpo3payHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHuns npenaparta He AoMmKHa
npesbilaTh ONanecueHLmMio aTanoHa
cpaBHeHus |.

conforms / cooTBeTcTByeT

Color of the solution /
LiseTHOCTb pacTeopa

The product should be not more colored than
color reference solution Y7 / MNpenapat
[omxkeH OblTb OkpaLleH He Bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooteeTcTByET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OtHocuTtenbHas nnotHocTe | OT 1,006 go 1,010

(d 20/20)

pH / pH From56t06.1/0T1 56 806,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 291 mOsmol/kg /
OcMonNaAnNLHOCTb Ot 270 po 330 mOcmonb/kr 291MmOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHANTU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei Ha3anbHbIA AO03MPOBaHHbIA, 22,5 MKr/no3a

05503227
323890A

Manufacturing date (mm.yyyy): /

gaTa npou3BoAcTBa (MM.ITIT):

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

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

Mpoussogurens B COOTBETCTBUU

C perucrpauuein 8 Poccum:

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

Parameter / MapameTtp

Specifications / Cneunchukaummn

Results / Pe3aynbrathl

Mean dose weight and
uniformity of dose weight /
CpegnHsis macca A03bl U
OQHOPOAHOCTb Macch!
A03b!

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

comply.CpeaHsia macca fo3bl: 45 mr + 15 %.

OAHOPOAHOCTb Macch! 403kl AOMKHA
COOTBETCTBOBATD.

45.96 mg / 45.96 mr

conforms / cooTBeTcTByeT

rpubos — He 6onee 10" KOE/mn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacreeHHbie npumecH % / Mpumecs A (NpoayKT ruaponusa) — He
6onee 2,0 %.
Impurity ZP-1 — NMT 1.5 % / 0.0%
Mpumecb ZP-1 - He Gonee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EanHuuHas HenaeHTudpuumposaHHas
npumech — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumecei — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobuonoruyeckas O6wee 4ncno asapobHbix HakTepuin — He OKOE/mn
ynucToTa Gonee 102 KOE/mn
TYMC - NMT 10" CFU/ml / 0 CFU/mI/
Ob6Lwee uMcno gpoxoKkeBbIX U NNECHEeBbIX OKOE/mn

Pseudomonas aeruginosa — absence/mi /

OrcytctBue Pseudomonas aeruginosal/ms.

Absent in 1.0 ml/
Otcytcreyetr B 1,0 Mn

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

Absentin 1.0 ml/
Otcytcreyet 8 1,0 Mn
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / MNpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3WBUH® CEHCUTUB,

cripef Ha3anbHbIil O3MPOBaHHbLIN, 22,5 MKr/go3a
05503227

323890A

Manufacturing date (mm.yyyy): /
Qara npoussozcTea (MM.rrrr): 06.2024

Expiry date (mm.yyyy): /
Cpok roaHoCTH (MM.rrrT):

05.2027

Manufacturer according to the

registration in Russia: /

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

l'lgousaogm'enh B COOTBETCTBUMK

€ peructpaumuen 8 Poccuu:

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

Assay
Oxymetazoline
hydrochioride /
KonuuectBeHHoe
onpeaeneHve
OkcumeTtasonuHa
rmapoxnopuva

450 - 525 pg of oxymetazoline 501 pg/ml/ 501 mkr/mn
hydrochloride/mi. /
450 - 525 MKkr okcumeTasonuHa
ruapoxnopuaa/mn.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIU3A

Product: / Mpoayxkr

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

NASIVIN® SENSITIVE

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

cnpei HasanbHbIA AO3UPOBAHHbLIN, 22,5 MKr/ao3a

05503227
323890A

Manufacturing date (mm.yyyy): /

gara npou3soacrea !MM.TI‘I‘I’!Z

Expiry date (mm. 2

Cpok rogHoCT! (MM.ITIT):

06.2024

05.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTens B COOTBETCTBUM

C peructpauuen 8 Poccuu:

«®Damap Xanc Kea Cepsuces Maapua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneundunkauuu

Results / PesynbTarbl

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 B8O (pnakoH
13 NONU3TUNEHa BbICOKOW
NNOTHOCTY C [,03UPYIOLLUM
YCTPOWUCTBOM ¥ C 3aLUTHON
KPbILLKOW M3 NONNaTUneHa
BbICOKOW MIOTHOCTH.

Mo 1 pnakoHy BmecTe C
WHCTPYKLU1Ee N0 NPUMEHEeH o B
Nayky KapTOHHYH.

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 npenaparta BO ¢nakoH
13 NONMITUIIEHA BbICOKON
NMOTHOCTY C A03UPYIOLWNM
YCTPOICTBOM ¥ C 3aLNTHOW
KPLILLKO N3 nonuaTuneHa
BbICOKOM NIIOTHOCTW.

Mo 1 dpnakoHy BmecTe €
WHCTPYKLMEN NO NPUMEHEHUIO B
NayKy KapTOHHYIO.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUU C HOPMATUBHON

OOKYMEHTauuen.

Complies as prescribed /
CooTBeTcTBYeT NpeanMcaHHoOMy

Storage conditions /
Ycnosus xpaHeHus

At the temperature not more than 25°C. /

Mpu TemnepaType He Bbiwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 ropa
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANTU3A

Product: / Mpogykr NASIVIN® SENSITIVE
metered-dose nasal spray 22,5 uyg/dose /
HA3SWBUH® CEHCUTMUB,
cnpeun HazanbHbIA AO3UPOBaHHbIN, 22,5 MKr/Qo3a
SAP-Code: / Kon SAP: 05503227
Batch no.: / Ne naptuu: 323890A

Manufacturing date (mm.yyyy): /

Qara npoussoacrsa (MM.rrrr): 06.2024

Expiry date (mm.yyyy): /

Cpok roaHocTu (MM.rrrr): 05.2027

Manufacturer according to the

registration in Russia: / Famar Health Care Services Madrid, S.A.U./

ﬂgousaogm'em, B COOTBETCTBUMN

c perucrpauyuen B Poccuu: «®amap Xanc Kea Cepsuces Magpua, C.A.Y.»

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTtasonuHa

ruvapoxXnopua
INN / MHH: Oxymetazoline / OkcumerasonuH
APl manufacturer batch number /
Homep cepun npoussogutensa A®C: 23202119
FP Manufacturer API Batch number / 2400608

Homep cepuu cy6ctaHuuu npoussoaurtens rMMo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpousBoautens A®C, cTpaHa: Surdbpua dPapmaXemukanuen MurHgeH MmoX,
repmatus

Assessment: / 3aknioyeHue: The batch complies with the specification according to ND M-
000511-211022 amendement Ne1 from 03.11.2023 / MapTus
COOTBETCTBYET cneuunduKaLmsm HopmaTUBHOro gokymeHTa JM-
000511-211022 nam. Ne1 ot 03.11.2023

Date / Signature of Qualified Person: /
darta / noaonucs ynonHOMOYeHHOro nuua:

AT DOXACAM / C/@
/

guc;éclupc— ontéLC‘é, /7 QP

FAMAR MARRN






