NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALINHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMMOETEHTHUMMW OPTAHAMW CMONYYEHUX LUTATIB AMEPUKWU, BEJIMKOI BPUTAHII, LUBENLAPCBHKOI KOH®EAEPALII,

AMNOHII, ABCTPAJII, KAHAAWN, NIKAPCbKNX 3ACOBIB, O 3A LLEEHTPANI3OBAHOLO MNMPOLIEAYPOIO 3APEECTPOBAHI
KOMMETEHTHM OPIrAHOM €BPOINENCbBKOIO COKO3Y

Ne Hassa MixHapoo Ha3ssa Koo dopma sunycky 3asaBHUK KpaiHa Bupo6Huk Kpaina PeecmpayjitiHa YmoBu Howmep
n/n JliKapcbK0o20 Ha ditoyoi ATX (nikapcbka ¢hopma, npoyedypa Bionycky peecmpayjitiHo2o
3acoby HerameH | pe4yoBUHU yrnakosKa) nocBi0YeHHs
mosaHa
Hassa*
1. BIBYNTA Latanopro | naraHonp SO1E Kpanni O4Hi, PO34uH, TOB «BAYL Ykpaina Brpo6HMLTBO Cnony4eHi BHECEHHS 3MiH 0 3a UA/18307/01/01
stene OoCTeH EO6 0,024 %; no5mny XE/IC» nikapcbKoro LWratn peecTpauiiHux peyenmom
bunod 6yHO4 nAswui 3 3acoby, AmMepurKn marepianis: 3MiHu |
KpanenbHuueto, no 1 nakyBaHHs, ™ny -
naawyi 3 MapKyBaHHs, AfMiHiCTpaTuBHi
KpanesibHULer y MixonepauiiHui 3MiHN. 3MiHa Ha3BU
KapTOHHIA Kopoo6Lii; no KOHTPO/b, nikapcbKoro 3acoby

2,5 Mny nnawi 3
KpanenbHuLeto, no 1
nAswWwLi 3
KpanesnbHuLet y
KapTOHHIi KOpOoOLyi

aHaNiTUYHUIA,
MiKpOGioorivyHNiA
KOHTpPO/1b
nNiKapcbkoro
3acoby Ta
eKCUMNIEHTIB,
JocnigpkKeHHs
cTabinbHOCTI.
BignoBiganbHuii
3a BUNyck cepii
n3:

Bayw eHg Jlom6
IHkopnopeiiTes,
CnonyueHi LWTatn
AmepuKu;
AnbTepHaTBHa
OiNbHMUSA, Ha SKil
NpoBOAUTLCS
aHaNiTUYHUIA,
MiKpOGioorivyHNiA
KOHTPO/b Ta
[ocnigpKeHHs
cTabinbHOCTI:
Bayw eHg Jlom6
IHkopnopeiiTes,
CnonyueHi LWtatn
AmepuKu;
Crepunisauis
KOMMOHEHTIB
yNaKoBKU:
Icomegiikc

- 3MiHa Ha3Bu
NiKapcbKoro 3acooby.
3ATBEPXKEHO:
BISYNTA™
(VYZULTA™).
3AMPOMNOHOBAHO
1 BIBYNTA
(VYZULTA™).
3MiHY | TNy - 3MiHn
LoAo
6e3nekn/epeKTBHO
CTiTa
hapmakoHarnsgy
(iHWi 3MiHW) - 3MiHK
BHECEHi B TEKCT
MapKyBaHHs
BTOPWHHOI (MYHKTW
8,12, 13,17) Ta
NepBUHHOT (NMYHKTK
3, 4) ynakoBoK
niKapcbKoro 3acooby.




OnepeinwmnHa, IHkK.,
CronyyeHi Wratn
AMepurKn




