HanmonaneH cpBeT 1o eHU U peuMOypcHUpaHe Ha JIEKapCTBEHUTE MPOITYKTH

IIpoekr

HAPEJIGA

3a nonbaHeHne Ha HAPE/IBA Ne 5 ot 19 centemBpu 2019 r.
3a npueMaHe Ha papMaKo-TepaneBTHYHO PbKOBOJCTBO M0 0YHH (0JIeCTH
(oon. B 1B, 6p. 80 o1 2019 r., 101. /IB, 6p. 101 o1 27.11.2020 1.)

§1. B paznen 6 ,,bonectn Ha peTMHATa M CTHKIOBHIHOTO TSUIO* HA MPUIIOKEHUETO KbM WICH
€IUHCTBEH Ce IIPABAT CICIHUTE TOIBIIHCHHUS:

1. B 1. 6.5 ,,MakynHa nereHepanusi, cBbp3aHa ¢ Bb3pactra®, T. 6.5.4. , Jleuenue Ha BiakHaTa
dbopma®, ce 100aBst HOBa TIO3UIIHSI, KAKTO CJIC/IBA:

»-XyMaHu3upano oucnennpuuno umyHor;no0yaun G1 (IgG1) anTursio, MHXUOUTOP HA
aHruonoeTuH 2 (Ang-2) W Ha CbIOBHsI eHJoTesieH pacrexkeH ¢aktop A (VEGF-A)
Faricimab.“

2. B 1. 6.6 ,Makynen enem*, 1. 6.6.4. ,,JIeuenue®, ce 106aBst HOBa MO3UIIMS, AKKTO CJIE/IBA:

»- XyMaHu3upaHo Oucnennpuuno umynoraodyiann G1 (IgG1l) anTursiiio, uHXUOMTOP HA
anruomnoeTuH 2 (Ang-2) m Ha CbAOBHA eHAoTesieH pacrtexxkeH (axkrop A (VEGF-A)
Faricimab.*

3akiounTeIHa pa3nopenda

§2. Hapenoara e mpuera ¢ Pemenne Ha HanmoHamHUs ChBET MO IIEHW W peUMOYpCHpaHe Ha
JIEKapCTBEHUTE MPOAYKTH, IPUETO CHIIACHO MPOTOKOI No ............. [0 AR T.

YJL.-KOP. IIPO®. JI-P MIJIA BJJACKOBCKA, IMH
MPEJCEJATEJI



