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CERTIFICATE OF ANALYSIS / CEPTUGUKAT AHANTU3A

Product: / Mpogykr

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

NASIVIN® SENSITIVE

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

HA3VBUH® CEHCUTMUB,

cnpeun Ha3anbHbIA 4O3UPOBaHHbLINA, 11,25 MKr/ao3a

05502960
317580A

Manufacturing date (mm.yyyy): /

Hara npousBoacTea (MM.FTrr):

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./

MpousBoauTens B COOTBETCTBUM

c perucrpauuein B Poccuum:

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

Parameter / MMapametp

Specifications / Cneundukaumumn

Results / PeaynbTtathl

Identification
Oxymetazoline
hydrochloride /
MNoanuHHOCTL
OkcumeTasonuHa
rmgpoxnopug

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
yAepXnBaHWA OCHOBHOMO NuKa Ha
XpomaTorpamme MCnbiTyeMOro pacTeopa
[OOIMKHO COOTBETCTBOBATL BpEMEHU
yAepX1BaHWUS OCHOBHOTO MNyKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
OKCMMETasonuHa ruapoxnopuaa,
nony4YeHHoOW Npu KONMYECTBEHHOM
onpeaeneHuu.

conforms / cooTBeTCcTBYET

Clarity / MNpo3spayHocTb

The product should be not more opalescent
than reference suspension |. /
OnanecueHumns npenapara He JomkHa
npeBbILLaTh onanecueHUuo aTanoHa
cpaBHeHus |.

conforms / cooTBeTcTBYET

Color of the solution /
LiseTHOCTb pacTBOpa

The product should be not more colored than
color reference solution Y7 / Mpenapat
AomkeH BbITb okpalleH He Bonee
WHTEHCUBHO, YeM 3TasIoH Y7.

conforms / cooTBeTCTBYET

Relative density (d 20/20) / | From 1.006 to 1.010/ 1.007
OTHocuTenbHas nnotHocTk | OT 1,006 oo 1,010

(d 20/20)

pH / pH From56t06.1/0T1 5,6 no 6,1 59

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

Product: / Mpoaykr

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

HA3NBUH® CEHCUTUB,
cnpen HasanbHbIil go3MpoBaHHbIK, 11,25 mkr/nosa
SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317580A
Manufacturing date (mm.yyyy): /
QaTta npousBoacTBa (MM.ITTT): 03/2024
Expiry date (mm.yyyy): /
CpoK rogHOCTH (MM.ITIT): 02/2027

Manufacturer according to the

registration in Russia: /

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

MpousBoauTens B COOTBETCTBUM

c peructpauueii B Poccum:

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

Parameter / MapameTp Specifications / Cneuncbukaumum Results / PeaynbTathbl
Mean dose weight and Mean dose weight: 45 mg 15 %. 45.52 mg / 45.52 mr
uniformity of dose weight/ | Uniformity of dose weight: mean dose weight
CpepHaa macca osbl U + 25 %.
0AHOPOOHOCTb Macchbl Max. 2 from 10 doses > + 25 % from mean
[03bl dose weight. 0

But always < + 35 % from mean dose

weight. / 0

CpepnHss macca gosbl: 45 mr + 15 %.
OpHopoaHOCTb Macchl A03bI: CPeAHARA
mMacca go3bl + 25 %.

He 6onee 2 n3 10 go3 > = 25 % ot cpepHen | ()
Macchl 03bl.
Ho Bceraa < = 35 % ot cpeaHein macchl 0
0,03bl.

Related substances /
PopcTteeHHble npumec

Impurity A (Hydrolysis product) — NMT 0.5 0.0%
% / MNpumeck A (NpopyKT ruaponusa) — He
6onee 0.5 %.

Impurity ZP-1 — NMT 0.5 % / 0.0%
IMpumeck ZP-1 — He BGonee 0.5 %.

Single unidentified impurity — NMT 0.1 % / 0.0%
EavHnyHas HempeHTdMUMpoBaHHas
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 / CEPTUOUKAT AHANTN3A

Product: / Mpoaykr

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

HA3UBWH® CEHCUTUB,
crnpen HasanbHbIA 4O3UMPOBaHHbINA, 11,25 MKkr/go3a
SAP-Code: / Koo SAP: 05502960
Batch no.: / Ne napTtuu: 317580A
Manufacturing date (mm.yyyy): /
dara npoussoacTBa (MM.ITrT): 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./

[MpousBoauTenk B COOTBETCTEUM

¢ peructpauuei B Poccuu:

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

Microbial purity / TAMC — NMT 102 CFU/ml / 0 CFU/ml/
Mukpoburonornyeckas O6Lwee uncno aapobHbix GakTepuii — He 0 KOE/mn
ynucroTa 6onee 102 KOE/mn
TYMC — NMT 10" CFU/ml / 0 CFU/ml/
O6Luee Yncno ApOHOKEBbIX U NMNECHEBbIX 0 KOE/mn
rpubos — He 6onee 10" KOE/Mn
Pseudomonas aeruginosa — absence/ml / Absent in 1.0 ml/
OTcytctere Pseudomonas aeruginosa/mn. | OtcytcteyeT B8 1,0 mn
Staphylococcus aureus — absence/ml. / Absentin 1.0 ml/
OTcytctBue Staphylococcus aureus/imn. Otcytcreyer B 1,0 Mn
Assay 225 — 262.5 ug of oxymetazoline 250.5 pg/ml /250.5
Oxymetazoline hydrochloride/ml. / MKr/Mn
hydrochioride / 225 — 262,5 mKr okcumeTasonuHa
KonuyecTtseHHoe rmppoxnopuga/mn.
onpefeneHue
OxkcumeTasonnHa
rmgpoxnopug
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAITU3A

Product: / Mpoaykr

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

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 pg/dose /
HA3UWBUH® CEHCUTUB,

cnpen HaszanbHbIA 4Oo3MpoBaHHbIX, 11,25 Mkr/aosa

05502960
317580A

Manufacturing date (mm.yyyy): /

Hara npousBoacTBa (MM.ITIT):

03/2024

Expiry date (mm. )
CpoOK rogHoCTu (MM.ITIT):

02/2027

Manufacturer according to the

reqgistration in Russia: /

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

MpoussoguTens B COOTBETCTBUMU

¢ peructpauuei B Poccum:

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

Parameter / MapameTtp

Specifications / Cneundomkanuum

Results / PesynbTtathl

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 Bo drakoH
13 NONN3TUNEHA BbICOKON
NAOTHOCTK C AO3MPYIOLLUM
YCTPOWCTBOM U C 3aLLMTHOWM
KPbILLKOW U3 NonuMaTuneHa
BbICOKON NNOTHOCTMU.

1o 1 ¢pnakoHy BMecTe C
WHCTPYKUMEN MO 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 npenapata Bo pnakoH
M3 NONMaTUNEeHa BbICOKOW
NAOTHOCTY C 403UPYIOLLUM
YCTPOWCTBOM 1 C 3aLLMTHON
KPbILLKOM U3 NonuaTuneHa
BbICOKOW MMNOTHOCTW.

Mo 1 dhnakoHy BMmecTe €
WHCTPYKUMER NO NPUMEHEHUIO B
nayky KapTOHHYHO.

Labeling / Mapkuposka

In accordance with ND. /
B cooTtBeTCTBUM C HOPMATUBHOWM
OOKYMEHTaLMeN.

Complies as prescribed /
CooTBeTCTBYET NPEANUCaHHOMY

Storage conditions /
Ycnosusa xpaHeHns

At the temperature not more than 30°C. /

Mpu TemnepaType He Bbiwe 30 °C.

Shelf-life / Cpok xpaHeHus

3 years /3 roga
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CERTIFICATE OF ANALYSIS / CEPTU®PUKAT AHAIU3A

Product: / Mpoaykr

NASIVIN® SENSITIVE

metered-dose nasal spray 11,25 ug/dose /
HA3UBUH® CEHCUTUB,
cripew HasanbHbIW AO3UPOBaHHLIN, 11,25 MKr/go3a

SAP-Code: / Kog SAP: 05502960
Batch no.: / Ne naptuu: 317580A
Manufacturing date (mm.yyyy): /

Oara npou3BoAcTBa (MM.IrrT): 03/2024
Expiry date (mm.yyyy): /

CpoOK rogHOCTH (MM.FTTT): 02/2027

Manufacturer according to the

registration in Russia: /
MpoussoauTenk B COOTBETCTBUMU
€ perucTpauven B Poccuu:

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

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

APl name / HaumeHoBaHue A®C:

Oxymetazoline hydrochloride / OkcumeTasonuHa

ruapoxnopua
INN / MHH: Oxymetazoline / OkcumeTasonuH
API manufacturer batch number /
Homep cepum npounssogutens ADC: 23202119
FP Manufacturer API Batch number / 2400215

Homep cepuu cybctanuum nponssoautens Mo:

Siegfried PharmaChemikalien Minden GmbH,

API Manufactured by & country 1 Germany /
NMpouseoauTens APC, cTpaHa: 3urdpung PapmaXemukanmeH MuHgeHr MTM6X,
epmaHus

Assessment: / 3aknoyeHue:

The batch complies with the specification according to ND JI1-

000511-211022 / MapTusi coOTBETCTBYET CneLUndukaumsam
HopmaTueHoro gokymenta JIM-000511-211022

Date / Signature of Qualified Person: /
faTa / noanucb yNONHOMOYEHHOro nuua:

AD ARPR 2CAH

Suc.é C.Lupe_ Somzéica SR

FAMAR MHMADRID




