NMEPENIK

NIKAPCbKNX 3ACOBIB LWOA0 AKUX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAJIIB NPO BHECEHHSA
3MIH 4,0 PEECTPALINHNX MATEPIAJIIB NPOTAIOM Ali PEECTPALINHONO NOCBIAYEHHSA HA NMIKAPCbKI
3ACOBMU, AKI SAPEECTPOBAHI KOMNETEHTHUMW OPIrAHAMU CMONYYEHNX LUTATIB AMEPUKN,
LUBEWLAPII, AMOHII, ABCTPA/II, KAHAAWN, NIKAPCbKNX 3ACOBIB, WO 3A LEHTPAJII3OBAHOIO

NMPOLEAYPOIO 3APEECTPOBAHI KOMNETEHTH/AM OPTAHOM EBPOMENCLKOIrO COKO3Y

Ne Ha3ssa ®dopma sunycky 3asasHuUK Kpaina Bupo6HukK KpaiHa PeecmpayitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. HIMEHPUKC® NOpPOLLOK Ta MNOAN3EP CLWA BUNYCK Ccepil PO3YMHHMKA: Benbrisi/ BHECEHHS 3MiH 0 3a UA/16901/01/01
PO3UUHHUK AN EAY.CLII. nakcoCmiTKnsiiH Bionomxikanc ®paHLis peecTpauiiHix maTepianis: peyenmom
PO34MHy Ans KOPMOPEWLL CA, benbrist; hopmyBaHHsi C.1.4 (Il) - BHECEHHS 3MiH J0
iH'ekuiin, 1 po3ay H BaKLMHW, HANOBHEHHA IHCTPYKLUIT Ana MeanyHOoro

dhnakoHi; no 1
h1akoHy 3
nopotukom (1 no3sa)
B KOMM/IEKTi 3
po3unHHKKom (0,5
M) y nonepeaHbo
HanoBHEHOMY
wnpuvui Ta ggoma
rosikamu
3anakoByTb Y
6nictep Ta
BKNajalTb y
KapTOHHY KOPOGKY;
no 1 dpsiakoHy 3
nopotukom (1 no3sa)
B KOMM/IEKTi 3
po3unHHMKom (0,5
M) y nonepeaHbo
HanoBHEHOMY
wnpuvyi 6e3 ronkm
3anakoByTb y
6nictep; 10
6nictepis
BKNajalTb y
KapTOHHY KOPOOKY

dhnakoHis, niodpinisauis,
nakyBaHHs/MapKyBaHHS,
KOHTPO/b AKOCTI;
nakyBaHHsA/MapKyBaHHs
po3uMHHMKa: FnakcoCMITKNAnH
Bionogxikanc CA, benebris;
nakyBaHHsA/MapKyBaHHs
MOPOLLIKY:
nakcoCmiTKnsiiH Bionogxikanc
CA, ®paHuis; dpopMyBaHHS Ta
HarnoBHEHHS PO3YMHHUKA,
MapKyBaHHs1, KOHTPO/b SIKOCTI
po3unHHuKa: KataneHT
Benbmxiym CA, benbris;
nakyBaHHs1 MOPOLLKY:

H.B. KPHA C.A., Benbris;
(hOpMyBaHHS1, HANOBHEHHS,
niodpiniszayis, KOHTPOJ/Ib SKOCTI,
nakyBaHHsA/MapKyBaHHS, BUMYCK
cepii rOoTOBOr0 NPOAYKTY;
nakyBaHHs/MapKyBaHHSI, BUMYCK
cepii po3unHHuka: Mdaiizep
MeHtodhekuypuHr Benbris HB,
Benbris

3acToCyBaHHA BifNoBIAHO [0
OHOBJ/IEHOTO po3ainy 4.2
SmPC 3 METOI0 OHOB/IEHHSA
iHchopmaLii LWoAo f03yBaHHSA
Yy HEMOB/IAT Ha MiACTaBi AaHNX
OTPUMaHVX B pe3ynbTaTi
npoBeAeHUX KNiHIYHUX
nocnigpkeHs Men ACWY-TT-
087 (dpa3za lll, koHTpONLOBaHe,
paHfoMmi3oBaHe, Bigkpute
[OCNiMKEHHA MEeTO SKOro
6yno foBefeHHS
iMyHOreHHOCTi Ta 6e3ne4HoCTi
HimeHpuKC y 300pOBUX
HemoBnAT) Ta Men ACWY-TT-
083 (BiakpuTe, paHAoMi30BaHe
Ta aKTUBHO-KOHTPO/IbOBaHe
[ocnimkKeHHs). Sk Hacnigok
OHOB/IEHO po3ainu 4.4, 4.8 Ta
5.1 SmPC. Takox 3aABHVUKOM
BHECEHO KOPEKTOPChLKi NpaBku
y po3ginu 4.4 tTa 4.8 SmPC.




