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 Bupo6HuUk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0o4YeHHs1
1. HIMEHPUKC® NOpPOLLOK Ta MNOAN3EP CLWA (hOopMyBaHHS BakKLVHW, HANOBHEHHS Benbrisi/ BHECEHHS 3MiH [0 [HCTpyKLii | 3a peyenmom UA/16901/01/01
PO3UUHHUK AN EAY.CLII. hnakoHis, niogpinisauis, ®paHuisa 015 MenyHoro
PO34nNHY ansa KOPMOPEWLL nakyBaHHs/MapKyBaHHs1, KOHTPO/1b 3acTOCyBaHHS BignoBigHO
iH'ekuiin, 1 po3ay H AKOCTI; NaKyBaHHA/MapKyBaHHS [0 OHOBJIEHOr0 Ta

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

PO3UMHHKMKA:
nakcoCmiTKnsiiH Bionogmxkikanc
CA, benbrisi;

BMNYCK Cepii PO3UMHHMKA:
nakcoCmiTKnsaiiH Bionogmxkikanc
CA, benbrisi;
nakyBaHHs/MapKyBaHHS MOPOLLKY:
nakcoCmiTKnsaiiH Bionogxkikanc
CA, ®paHuis;
¢opMyBaHHS Ta HaNoOBHEHHSA
PO34YMHHMKA, MapKyBaHHS, KOHTPO/1b
SIKOCTi PO3YMHHUKA:
KataneHT benbaxiym CA, benbris;
naKyBaHHS MOPOLLKY:

H.B. KPHA C.A., benbris;
nakyBaHHsA/MapKyBaHHS1, BUMYCK
cepii PO34YMHHMKA,;
nakyBaHHsA/MapKyBaHHSs1, BUMYCK
cepii roTOBOro NPOAYKTY:
Mdpaiizep MeHtoekuypuHr Benbris
HB, Benbris

3aTBepxeHoro B EMA
po3giny 4.4 SmPC 3 meTol0
[0AaBaHHA nonepeKeHHs
npo PU3UK iHBA3UBHOTO
3aXBOPIOBAHHSA
CNPUYMHEHOrO
MEHIHrOKOKOBUMU
nonicaxapugamu ceporpyn
A, C, W-135 Ta Y y 0cCib 3i
cnagxosumu gediuptamm
CUCTEMW KOMMNJIEMEHTY Ta
oci6, siKi oTpUMY0Tb
NiKyBaHHs, WO iHribye
TepMiHa/IbHY aKTuBaL,ito
KomnnemeHTy. TepmiH
BBefleHHA 3MiH - NPOTArom
3-x micsauiB nicns
3aTBEPAKEHHS.




