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CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHATTU3A

Product: / NMpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /

HA3NBUH® CEHCUTUB,

cnpen Ha3anbHbIA A03UPOBaHHbIN, 11,25 MKr/go3a

05502960
317530A

Manufacturing date (mm.yyyy): /

Oarta npoussoacTea (MM.rrrr):

03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

Mpou3soauTesni B COOTBETCTBUM

C perncrpauven B Poccuu:

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

Parameter / Napametp

Specifications / Cneundukaumun

Results / Pe3ynbTathi

Identification
Oxymetazoline
hydrochloride /
MognuHHOCTL
OkcumeTasonuHa
rmapoxnopng

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
yAepX1MBaHWS OCHOBHOIO NWKa Ha
Xpomarorpamme UCnbITyeMOro pacTteopa
AOMKHO COOTBETCTBOBATL BPEMEHU
yaoepXusaHua OCHOBHOrO NkKa Ha
XpomaTtorpaMmme CTaHAapTHOro pacTeopa
OKCMMeTasonuHa ruapoxnopuaa,
MOJSTY4EHHOW NPW KONNYECTBEHHOM
onpeaeneHnuu.

conforms / cooTBeTCTBYET

Clarity / MpospayHocTb

The product should be not more opalescent
than reference suspension I. /
OnanecueHuus npenapara He 4oMmMKHa
npeBsbILLaTh onanecueHuuio aTanoHa
cpaBHeHus |.

conforms / cooTBeTCTBYET

Color of the solution /
LiBeTHOCTb pacTBopa

The product should be not more colored than
color reference solution Y7 / Mpenapar
AomKkeH 6bITb OkpalleH He 6onee
MHTEHCUBHO, YeM 3TanoH Y.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHasa nnoTtHocTk | OT 1,006 o 1,010

(d 20/20)

pH/pH From5.6t06.1 /01 56 no 6,1 5.9

Osmolality / From 270 to 330 mOsmol/kg / 290 mOsmol/kg / 290
OcmonsanbHOCTb Ot 270 go 330 mOcmonb/kr mOcmonb/Kr
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJTU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE
metered-dose nasal spray 11,25 pg/dose /

HA3BUWH® CEHCUTUB,
crnpei HasanbHbIN 0O3MpoBaHHbIN, 11,25 Mkr/ao3a
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317530A
Manufacturing date (mm.yyyy): /
Oarta npouzBoacTea (MM.Irrr): 03/2024
Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rrrT): 02/2027

Manufacturer according to the

registration in Russia: /

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

lMpoussoguTens B COOTBETCTBUU

c perucTtpauuen B Poccum:

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

Parameter / MapameTp Specifications / Cneundukauum Results / PesynbTtath!
Mean dose weight and Mean dose weight: 45 mg £15 %. 45.56 mg / 45.56 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpeaHaa macca gosbl 1 t+ 25 %.
O[HOPOAHOCTb Macchl Max. 2 from 10 doses > £ 25 % from mean
003bl dose weight. 0

But always < £ 35 % from mean dose

weight. / 0

CpeaHsa macca gosbl: 45 mr £ 15 %.
OaHOopoOHOCTb Macchl 403bl: CPEegHAR
macca o3sbl + 25 %.

He 6onee 2 n3 10 o3 >+ 25 % oT cpefHent |
Macchbl gO3bl.
Ho Bcerpa < £ 35 % oT cpegHeih maccol 0
[03bl.

Related substances /
PogcTBeHHbIE NpuMecH

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / Mpumeck A (NpoayKT rmaponnsa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
MNpumeck ZP-1 — He 6onee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EAvHnYHasa HemaeHTUUUMpoBaHHas
npumeck — He 6onee 0.1 %.

Total impurities — NMT 1.2 % / 0.0%
Cymma npumecein — He 6onee 1.2 %.
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHATIN3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

cnpeu HasanbHbIW [O3UPOBaHHbIN, 11,25 MKr/go3a
05502960

317530A

Manufacturing date (mm.yyyy): /

dara npousBoacTea (MM.rrrr): 03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

EQOH3BOEHTEH b B COOTBETCTBUMU

C perucTtpauunen B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/mI/
Mukpoburonorudeckas O6wee uucno aapobHbix GakTepuin — He 0 KOE/mn
yucroTa 6onee 102 KOE/mn
TYMC — NMT 10* CFU/ml / 0 CFU/ml/
Ob6Luee YnMcno ApoXCKeBLIX U NMEeCHEBbIX 0 KOE/mn
rpnbos — He 6onee 10" KOE/mn
Pseudomonas aeruginosa — absence/ml / Absentin 1.0 mi/
Ortcytcreue Pseudomonas aeruginosa/mn. | OtcytcteyeT B 1,0 Mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
Otcytcreue Staphylococcus aureus/mn. OTcytctByeT B 1,0 M
Assay 225 — 262.5 ug of oxymetazoline 249.1 ug/ml /2491
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochloride / 225 - 262,5 MKr OKCUMETasonuHa
KonunyectseHHoe rmapoxnopuaa/mn.
onpegenexuve
OkcvmeTasonuHa
rmgpoxnopug
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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 11,25 ug/dose /
HA3WBUH® CEHCUTUB,

cnpen Ha3anbHbIA fo3MpoBaHHbINA, 11,25 Mmkr/go3a

05502960
317530A

Manufacturing date (mm.yyyy): /

Oara npou3BoacTBa (MM.IIIT):

03/2024

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

02/2027

Manufacturer according to the

registration in Russia: /

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

MpounssoauTens B COOTBETCTBUMU

c perucTtpauveun B Poccuu:

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

Parameter / NapameTp

Specifications / Cneuncpukauum

Results / PeaynbTtaTthbl

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 npenapaTta Bo pnakoH
U3 NONMaTUreHa BbICOKOW
NAOTHOCTU C A03MPYIOLLUM
YCTPOWACTBOM U C 3aLLUTHOW
KPbILLKOW U3 NONWaTuneHa
BbICOKOW MMOTHOCTMW.

Mo 1 dpnakoHy BMecTe €
WHCTPYKLUMEN NO NPUMEHEHUIO B
Nayky 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 ¢pnakoH
13 NOMNMaTUNEHa BbICOKOW
NIIOTHOCTY C A03MPYHOLLIUM
YCTPOWCTBOM U C 3aLLUTHOWN
KPbILLKOW U3 NonunaTuneHa
BbICOKOW MMNOTHOCTH.

Mo 1 dnakoHy BMecTe ¢
WHCTPYKUMEN NO NMPUMEHEHUIO B
Nayky KapTOHHYIO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTBeTCTBMM C HOPMATUBHOW
OOKYMEHTaLMen.

Complies as prescribed /
CooTBeTCTBYET NpeanMcaHHoMy

Storage conditions /
Ycnoeusi XpaHeHnst

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years / 3roga
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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHAJTU3A

Product: / Mpogykr

SAP-Code: / Kog SAP:

Batch no.: / Ne naptum:
Manufacturing date (mm.yyyvy): /
Harta npousBoacTBa (MM.ITrT):
Expiry date (mm.yyyy): /

Cpok rogHocTH (MM.rrrT):
Manufacturer according to the
registration in Russia: /

MpoussoauTens B COOTBETCTBUM
C perucTpauven B Poccuu:

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,

crnpeun HasanbHbI AO03UPOBaAHHLIN, 11,25 MKr/ao3a

05502960
317530A

03/2024
02/2027
Famar Health Care Services Madrid, S.A.U./

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

APIl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuna

rmapoxnopua,
INN / MHH: Oxymetazoline / OkcumeTaszonuH
API manufacturer batch number / 23202119

Homep cepuu npoussogutens ADC:

FP Manufacturer API Batch n

Umbes 2400215

Homep cepuu cyGctanumm npoussogurtens Mo: :

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country / Germany /

Mpouseogurens APC, cTpaHa: 3urcppug PapmaXemvikanueH MungeH MibX,
"epmaHus

Assessment: / 3aknioueHue: The batch complies with the specification according to ND JM-

000511-211022 / NapTus cOOTBETCTBYET crieunduKaLnsam
HopmaTueBHoro gokymeHta J1M-000511-211022

Date / Signature of Qualified Person: /

[ara / nognuck ynonHOMOYEHHOro Nuua: ZE AL 202Y {/’ MLPQ

==

' FAMAR

Health Care Services

Avda. Leganés, 62
28923 Alcorcon, Madrid, Spain




