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WCCNEOOBAHUE BUPYLMOHOWU
QDODPEKTUBHOCTU

MSZ EN 14476 (2. ®A3A, 1. LLIAT)

Pesyn bTaTbl TeCTa



WccneoosaHve BupynnuumngHou

apPeKTBHOCTHU
AkkpeguToBaHHoe uccnegosaHune NAH (M7-01)

PernctpaumnoHHbIn Homep:
44185-1/2020/MRLAB

HAUMMEHOBAHUE
NABOPATOPHOI'O TECTEPA:

HaumoHanbHbIV LLeHTp 06LWEeCTBEHHOIO 340POBbLS
OtaeneHve Bupyconormdeckon naboparopum

agpec: | H-1097 BYOATELWT, yn. Albert Flérian 2-6.
TenecoH: | +36-1-476-1358
FAX: | +36-1-476-1368
HA3BAHUE NPOOYKTA: ,Cnpen VirOXYgel ans gesnHdekunmn noBepxHocten”
CEPWUWHbLIN HOMEP: 17082020
NMPOU3BOAUTENBL/OUCTPUBLIOTOP: | Bertapharma Kft.
appec: | H-8876 Topmadenbae, yn. Petéfi Sandor 145.
TenecoH: | +36-30-378-5334
FAX: | -
OATA NPOU3BOACTBA: 17.08.2020.
yCNnoBud XPAHEHUA: HopmanbHble
MHIPEOUEHTbI (AKTUBHbIE CnupT atunosbin 96% (20%) CAS 64-17-5, Kucnopog (10%) CAS
UHIPEOUEHTDI): 7782-44-7
KOHCUCTEHUUA NPOOYKTA: [Mpo3payvHas XKnakocTb
OATA TECTUPOBAHUA: 24.08.2020.
METO4 UCNBITAHUA U MSZ EN 14476-2013+A2 ctaHgapT. XuMmn4yeckme
MNOAOTBEPXOEHMUE: aesnHduumpylowme cpeactsa U aHTucenTuku. KonmyecTBeHHbIN

aHanu3 cycneH3un Ansi OLeHKN BUPYIULNMOHON aKTUBHOCTU B
obnacTtu mMeguLmHbI.

TECTOBbIE BUPYCbil:

- HeobonoueuHsbin PHK-Bupyc, cemeinctso Picornaviridae -
nonvosupyc 1 (wtamm LSc-2ab)

- Heobono4veuHbin PHK-BUpyc, cemencto Caliciviridae -
HopoBMpPYC MbiwK (wTamm S99 Berlin)

- HeobonouyeuHbin PHK-Bupyc, cemencteo Adenoviridae -
ageHoBupyc 5

TPEBOBAHUA:

Mcnonb3ya MeToA0/10rM1I0, YKa3aHHYIO B CTaHAapTe, NPOAYKT
[O/MKEH NOKas3aTb Kak MUHUMYM 4 log1o CHUMKEHUS TUTPA BMpPYCa BO
Bpems Tecta nocae 06A3aTeNbHOro BpEMeHM BO34enCcTBUA.

WUCMNbITYEMbIA COCTAB
NMPOOYKTA:

KoHueHTpupoBaHHbi (100%)

BPEMS BO3AEUCTBUSA:

5 MUHYT

TEMMNEPATYPA NPU UCMNbITAHUU:

20°C

HEUTPANU3YIOLLUUU ATEHT:

Yuctble ycnous: 0,3 g/l bovin serum albumin (BSA)

CNnocob NPEAOTBPALLEHUA
LMTOTOKCUYECKOIO 3D PEKTA:

dunbTpaums yepes renb Sephadex LH "§
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HaumoHanbHbIV LLeHTp 06LWEeCTBEHHOIO 340POBbLS

NabopaTopua meanumnHcKoro obcneaosaHus, akkpeamtosaHHaa NAH nog Homepom NAH-9-0002 /

2017.

NccnenoBaHne BUPYNULNMOHOM

3PP EeKTUBHOCTU
AkkpeguToBaHHoe uccnegosaHune NAH (M7-01)

PernctpaumnoHHbIn Homep:
44185-1/2020/MRLAB

PE3YJIbTATbI: B tabnuue nokaszaHo cHuwkeHune Tutpa Bupyca log10 yepes 5 muHyT npu 20 ° C.
WcnbiTaHns npoBoAMMChE B LLECTU NapanmenbHbIX yCTaHOBKaX, B Tabnuue HWxe NpuBeaeHbl cpeaHne

3Ha4YeHuA.

Log TCID 50
UcnbiTyembin
BUpPYC 5 MUHYT / unctele
yCcrnoBus
NMonuosupyc-1 TuTp BMpyca A0 NPUMEHEHMS 7,00
TuTp BMpyca nocrne npumMeHeHus 0
MokasaTenb cHuxeHus (logRF) 7,00
HopoBupyc TuTp BMpyca A0 NPUMEHEHMS 4,67
TuTp BMpyca nocrne npumMeHeHus 0
MokasaTenb cHuxeHus (logRF) 4,67
ApeHoBupyc-5 TuTp BMpyca A0 NPUMEHEHMS 6,50
TuTp BMpyca nocrne npumMeHeHus 0
MokasaTenb cHuxeHus (logRF) 6,50

RF=reduction factor

BbIBOAbI:

CornacHo tecty MSZ EN 14476: 2013 + A2, peicTteue ae3vHULMPYIOLLEro cpeacTsa Ang

noepxHocTen VirOXYgel spray npu 20 ° C:

e MokKasarno CHMXeHue TuTpa NpoTuB nonmosupyca-1 LSc-2ab Ha> 4 log1o Yepes3 5 MuHyT,
e nokasano CHuXeHue TuTpa nNpoTus HoBoBupyca-1 LSc-2ab Ha> 4 log1o Yepes 5 MUHyT,
e Mokasarno CHMXeHue TuTpa NpoTuB ageHoBupyca-1 LSc-2ab Ha> 4 log1o yepes 5 MUHYT.

Pe3synbTaTt TectupoBaHus, BbigaHHbin Jlabopatopuein supyconorum NNK MRL, He BkntoyaeT
3KCnepTHOe 3aKrnioveHne 06 oaobpeHnn unu oTKIIoHeHUN npoaykTa. [leknapauus
COOTBETCTBUSA cornacHo ctaHgapTy MSZ EN 14476 BbigaeTcs opraHOM BRacTu.

bynanewr, 11.09.2020.

Agnes Farkas Dr. Katalin Szomor

Guonor npodeccroHanbHbIi MeHemxep paboyert rpynnbl

HaumoHanbHbIV LeHTp 06LWEeCTBEHHOIO 340POBbLS

JTabopaTopusi MeguumHckoro obcnenoBaHus, akkpeautoaHHas NAH nog Homepom NAH-9-0002 / 2017.
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