NEPENIK

NIKAPCbKUX 3ACOBIB LLOAO0 AKUX 3ABEPLUEHO PO3IMNAA PEECTPALINHNX MATEPIAJIB NPO BHECEHHSA 3MIH A0
PEECTPALINHUX MATEPIA/IIB NPOTArOM Ali PEECTPALIAHOMO NOCBIAYEHHSA HA NIKAPCBKI 3ACOBW, SAKI
3APEECTPOBAHI KOMNETEHTHUMW OPFAHAMM CMNOJTYYEHUX LUTATIB AMEPUKW, LUBELUAPII, AMOHII, ABCTPAII,
KAHAAWU, NIKAPCbKUX 3ACOBIB, WO 3A LEHTPATIISOBAHOIO NMPOLEAYPOKO 3APEECTPOBAHI KOMMNETEHTHUM
OPIrAHOM EBPONENCBLKOIrO COO3Y

Ne Hassa Popma sunycky 3assHuUK Kpaina Bupo6HuUK Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocsi0o4YeHHs1
1. XAUPIMOS 40 PO34UNH A5 iH'EKLN, CaHnpo3 AscTpist €spocpiHc PACT M'm6X, Himeuunna/ B.1.3. 3MiHM Y KOPOTKIil XapakTepucTumui 3a UA/17973/01/01
40 wmr/0,8 mn; no 0,8 M6X HimeuyuunHa (koHTpONb cepii CnoseHis/ nNikapcbKoro 3acoby, TEKCTi MapKyBaHHs peyenmom
MJ/1 PO3YUHY Y (XimMiuHWiA/piznyuHKif)); Nek Lseiiuapis/ Ta IHCTPYKUiT 415 MeguyHoro
nonepegHL0 4.4., NE BupobHnuTBO AscTpis 3aCTOCYBaHHSA Ha MigcTasi perynspHo

HanoBHEHOMY LLUNpULY;
no 1 a6o 2
nonepeAHL0
HamnoBHEHWMX LUMPULIB
y 6nictepax y
KapTOHHI/ Kopoo6Li

MeHrew, CnoseHis
(koHTpONb cepii
(6ionoriyHwuin)); HosapTic
dapma Arl, Lseiiyapis
(koHTpONb cepii
(6ionoriyHwuin)); HosapTic
dapwma LUTaiiH AT,
LseiiLapis (KOHTPO/b
(XimMiuHWA/Di3nYHNIA));
CaHgo3 'm6X - Bupo6Huua
OinbHUUA ACenTUYHi
Nikapcbki 3acobun
LadTeHay (AcenTuuHi
N3LW), ABcTpisi (NoBHUIA
uuKN BUpobHMLUTBa); CaHaos
v6X - BupobHuya
AinbHUUA BioTexHONorivHi
Nikapcbki CybcTaHuii
Kynane (BT JICK), ABcTpis
(koHTpONb cepii
(mikpobionoriuHuii -
CTepusIbHI NMOKa3HUKN,
MiKpOG6IONOriYHWIA -
HeCTepW/IbHI NOKa3HWKN));
CWH/TAB AHaniTukc eHg
Cepsicuc LLseliuapist AT,
LUseiuapis (KOHTpONb cepii
(6ionoriyHui))

OHOB/IHOBAHOTO 3BITY 3 6e3neku
niKkapcbKoro 3acoby abo focnimpKeHb 3
6e3nekn 3acTocyBaHHS J1ikapCbKOro
3acoby B Mic/IApeecTpavjiiiHuii nepiof,
ab0 AK pe3ynbTar OLiHK/ 3BITY 3
JocnigXeHb, NPoBeAEHNX BIANOBIAHO A0
nnaHy neaiatpnyHux gocnigpkeHs (PIP)
a) 3MiHa y3rofxeHa 3 KOMNeTeHTHUM
YNOBHOBaXXEHUM OpraHom
BiANOBIAHO UCTa Bif NpefcTaBHUKa
3asBHUKA 3a3HAYEHO:

- POo3rnsiHyBLIM OrNsAmn NpescTaBneHnx
3a8BHUKOM [aHuX Ta OTpUMaHi
KoMeHTapi, komiTeT PRAC gililios
BVCHOBKY, LLO A0 IHCTPYKLi Ans
MeAMYHOro 3aCTOCYBaHHA NiKapCbKux
3aco6iB, LLO MICTATb iHriGITOpY thakTopy
Hekpo3y nyx/uH (TobTo adalimumab,
etanercept, golimumab Ta infliximab),
cnig gofaTty TepMiH capkoma Kanowi.
BnacHukn peecTpauiliHix nocsigyeHb
BCiX Nikapcbknx 3acobiB, WO MICTATb
iHriGITOPKU (hakTopy HEKPO3Y MYyX/IMH (K
iHoBaU,iliHi, TaK i 6ionoAi6Hi), NOBUHHI
noAaTtu 3MiHW NMPOTAroM 2 MicauiB nicns
ony6nikyBaHHs1 pekomeHauii PRAC
LLIOA0 OHOBJ/IEHHS TABIMYHOIO CNCKY
nepeniky NoGiYHNX peakwiin po3giny
IHCTPYKLT «[M06IYHI peakLii»
(HOBOYTBOPEHHSI) — A0AATU CapKkoMy
KanoLwui 3 4acTOTOK «HEBIAOMO>.




