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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

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

HA3SUBUH® CEHCUTMUB,

cnpeun HasanbHbIN OO3UPOBaAHHbLIN, 22,5 MKr/ao3a

05503227
334440A

Manufacturing date (mm.yyyy): /

Hara npouzBogcTea (MM.ITrr):

11.2024

Expiry date (mm.yyyy): /
CpoK rogHocT (MM.ITTT):

10.2027

Manufacturer according to the

reqgistration in Russia: /

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

lMpoussoauTens B COOTBETCTBUM

C peructpauuven B Poccum:

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

Parameter / Mapametp

Specifications / Cneundukaumm

Results / PeaynbTarhl

Identification
Oxymetazoline
hydrochloride /
MoanvHHOCTL
OkcumeTasonnHa
rmapoxnopug

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
yAepX1MBaHWA OCHOBHOTO NuKa Ha
XpomaTorpaMmme UCnbITyEMOro pacTeopa
[OIDKHO COOTBETCTBOBATL BPEMEHMU
yAepXusaHua OCHOBHOMO NUKa Ha
XpomaTorpamme CTanfapTHOro pacTeopa
OKCMMeTas3onuHa rmgpoxnopuaa,
nony4YeHHow npw KONMMYECTBEHHOM
onpepeneHuu.

conforms / cooTBeTCTBYET

Clarity / Mpo3payHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuuns npenapara He AoMmKHa
npeBbiWaTh onanecueHUMo aTanoHa
cpaBHeHwus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTL pacTsopa

The product should be not more colored than
color reference solution Y7 / MpenapaT
BomKkeH 6biTb OKpalleH He bonee
WHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

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

(d 20/20)

pH /pH From561t06.1 /0T 5,6 oo 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 297 mOsmol/kg /
OcmonsanbHOCTb Ot 270 po 330 mOcmonb/Kr 297mOcmonb/kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / MpoaykT

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

NASIVIN® SENSITIVE

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

HA3UBUH® CEHCUTUB,

cnpei HasanbHbI [O3UpPOBaHHbIX, 22,5 MKr/no3a

05503227
334440A

Manufacturing date (mm.yyyy): /

Oara npouasoacTBa (MM.IITT):

11.2024 -

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

10.2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

c perucrtpauuei B Poccum:

«®Pamap Xanc Kea CepBucez Magpua, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundoukaumm

Results / Pe3ynbTaTthbl

Mean dose weight and
uniformity of dose weight /
CpenHsa macca [o3bl n
O4HOPOAHOCTb Maccehl
0o3bl

Mean dose weight: 45 mg +15 %.
Uniformity of dose weight: must comply.
OZHOPOJHOCTH  Macchl  J103bl:  JIOJDKHA
COOTBETCTBOBATH

43.78 mg/43.78 mr

Number of doses per pack
/ KonvyecTtBo 03 B
yrnakoBke

Not less than 143 doses per container./

He meHee 143 o3 Bo chnakoHe

201 doses/ 201 nos

YUCTOTA

6onee 102 KOE/Mmn

Related substances / Impurity A (Hydrolysis product) — NMT 2.0 0.0%
PoacTteeHHbIe npumMecy % / Mpumeck A (NpoayKT rmaponusa) — He
6onee 2,0 %.
Impurity ZP-1 = NMT 1.5 % / 0.0%
Mpumecb ZP-1 — He 6onee 1,5 %.
Single unidentified impurity — NMT 1.0 % / 0.0%
EavHuyHas HengeHTUdLMpoBaHHan
npumeck — He 6onee 1,0 %.
Total impurities — NMT 4.9 % / 0.0%
Cymma npumeceit — He 6onee 4,9 %.
Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpobunornornyeckan Obwee uncno asapobHbix HakTepuii — He OKOE/mn
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAINUN3A

Product: / Mpoaykr

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

HA3UBUH® CEHCUTUB,
cnpeu HasanbHbIX AO3UPOBaHHLIN, 22,5 MKr/Oo3a
SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne napTtuu: 334440A
Manufacturing date (mm.yyyy): /
data npoussoAcTBa (MM.ITIT): 11.2024 .
Expiry date (mm.yyyy): /
Cpok roaHocTH (Mm.rrrr): 10.2027

Manufacturer according to the

registration in Russia: /

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

MpoussoauTenb B COOTBETCTBUM

C perucTtpauunen B Poccuu:

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

TYMC — NMT 10' CFU/ml/ 0 CFU/ml/
O6uwee YnCcro OPOXOKEBLIX U NNECHEBbLIX OKOE/mn
rpu6os — He Bonee 10" KOE/Mn

Pseudomonas aeruginosa — absence/m| / Absentin 1.0 mi/
OrtcytctBue Pseudomonas aeruginosa/mn. | OtcytctayeT 8 1,0 mn

rmgpoxnopung

Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcytctBue Staphylococcus aureus/imn. OtcytctByet B 1,0 Mn
Assay 450 - 525 ug of oxymetazoline 504 pg/ml / 504 mkr/mn
Oxymetazoline hydrochloride/ml. /
hydrochloride / 450 — 525 mkr okcumeTasonvHa
KonunyecteeHHoe rugpoxnopuaa/mn.
onpegeneHvne
OkcumeTtasonunHa
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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 uyg/dose /
HA3UBUH® CEHCUTUB,

cnpei HasanbHbI JO3UPOBaHHbIK, 22,5 MKr/no3a

05503227
334440A

Manufacturing date (mm.yyyy): /

Oarta npou3soacTBa (MM.ITIT):

11.2024

Expiry date (mm.yyyy): /
CpoOK rogHocTH (MM.ITIT):

10.2027

Manufacturer according to the

registration in Russia: /

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

n poun3soauTenib B COOTBETCTBUU

c peructpauuein B Poccuu:

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

Parameter / NapameTtp

Specifications / Cneundunkauum

Results / Pesynstathbl

Packaging / YnakoBka

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 BO hnakoH
13 NONM3TUNEHA BbICOKON
MIOTHOCTM C [O3MPYIOLLUM
YCTPOWCTBOM U C 3aLLMTHON
KPbILLKOW U3 NOnmaTuneHa
BbICOKOW MSIOTHOCTW.

[o 1 dnakoHy BMecTe C
WHCTPYKLIMENA Mo NPUMEHEHWIO B
nadky KapTOHHYIO.

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 npenapaTta Bo niakoH
13 NONMaTUIEHa BLICOKON
NMIOTHOCTU C A03UPYIOLNM
YCTPOWACTBOM U1 C 3aLUMTHON
KPbILLKOW U3 NonmaTuneHa
BbICOKOW MSIOTHOCTN.

Mo 1 dnakoHy BMEecTe C
WHCTPYKLUMEN NO NPpUMEHEHWHO B
nadKy KapTOHHY!O.

Labeling / MapkupoBka

In accordance with ND. /
B cooTBeTCTBUN C HOPMATUBHOW
LOKYMEHTaUMEN.

Complies as prescribed /
CooTBeTCTBYET NPeAnMcaHHoOMy

Storage conditions /
YcnoBus XxpaHeHus

At the temperature not more than 25°C. /

MNpw Temnepatype He Bblwe 25 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3 roga




Page 5 of 5/ CtpaHuua 5 us 5

CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 22,5 pg/dose /
HA3SUBWH® CEHCUTUB,
crnpen HasanbHbIW 4O3UPOBaHHLIN, 22,5 MKI/Oo3a

SAP-Code: / Kog SAP: 05503227
Batch no.: / Ne naptum: 334440A
Manufacturing date (mm.yyyy): /

Harta npoussoacTBa (MM.Irrr): 11.2024
Expiry date (mm.yyyy): /

Cpok roaHocTu (Mm.rrrr): 10.2027

Manufacturer according to the
registration in Russia: /

[Mpou3BoauTesnb B COOTBETCTBUM
C peructpaumnein B Poccuu:

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OxcumeTasonuHa

rmapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number 1
Homep cepuu npoussogurensa APC: 23212090
FP Manufacturer API Batch number / 2401174

Homep cepuu cy6cTaHumu nponssogutens INo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /
MNpounzsoautens APC, cTpaHa: 3urdbpug PapmaXemukanveH MuHgeH M'mbX,
epmanus

Assessment: / 3aknoyeHue:

The batch complies with the specification according to ND NI1-

000511-211022 amendment 1 from 03.11 .2023 // MapTtus
COOTBETCTBYET crneLunmrkaLmam HopMaTUBHOro gokymeHTa Jirl-
000511-211022 nameHerHne Ne1 ot 03.11 .2023

Date / Signature of Qualified Person: /
[farta / noanuch ynonHOMOYEHHOro nuua:

YR SIAVEs Top /ﬁ'
/
gugéc.Lu P gc;nEQLQE /S G

FAM AL MANRYN,




