HanuoHnaneHn cbBeT N0 lleHU U peMMOypcHpaHe HA JIeKAPCTBEHUTE MPOAYKTH

IIpoexr
HAPEJIBA

3a u3MeHeHue u JonbjiaHeHue Ha Hapenoa Ne 15 or 21.11.2019 r. 3a npuemane Ha ¢gapmako-
TepaneBTUYHO PbKOBO/JCTBO 32 JIeYeHUE HA rAaCTPOEHTEPOJIOTHYHHUTE 3200 IsIBAHNS
(o6u. B JIB, 6p. 95 o1 2019 ., no1. /1B, 6p. 87 ot 2020 r., u3m. u aon. JAB, 6p. 43 ot 2021 r.,
u3M. u jgom, [IB, 6p. 102 ot 2022 1.)

§1. B npuiiokeHHETO KBM WIeH €IHUCTBEH, B pasjen V ,XpOHMYHH BBb3INAIUTEIHU
3a0osaBanust Ha yepBoTo (XB3Y)“ ce mpaBsT cieAHUTE U3MEHEHUS U AOIIbJIHEHUS:

1. Bt 3., VJILEPO3EH KOJIUT*, T. 3.4. JIEHEHUE HA YK*:

1.1. B 1. 3.4.1.4. ,,buonornunu cpencrea (maxubutopu Ha TNF anda; aHTH-MHTErpUHOBH; aHTH
1L12/23) Naxubutopu Ha TNF anda®,

cllel] JyMuUTe:

»llogabppkaina 1o3a: 40 mg npe3 ceaMuIa UM BCKa CeAMULA.” Ha HOB peJl ce Jo0aBs:
,»I10Ka3aH 3a JIeYeHrne Ha yMepeHa J0 TexKa akTiuBHA (hopma Ha YK mpu neauaTpiuyHu ManueHTn
(Ha BB3pacT HaJg 6 TOAMHHU), KOUTO MMAT HEAOCTaThYE€H OTTOBOP KbM KOHBEHLIMOHAJIHATA
Tepanusi, BKJIIOYBAIlla KOPTHUKOCTEpOUIu u/munu 6-mepkantonypuH (6-MII) wnm azatuonpun
(AZA), nn ©Mat HETIOHOCUMOCT, WJIM MEIULUHCKH ITPOTHUBOIIOKA3aHMs 32 TAKUBA TepaIuu.

1.2. B 1. 3.4.4.  Ilonappxaiio jeueHue, B uspeueHunero ,, Tofacitinib Upadacitinib moxe na ce
OPWIOKU TpU PePpakTEepHOCT HA CTEPOM]M, MUMYHOMOAYJIATOPH M OHOJOTMYHA Tepamnus.
nymara ,, Tofacitinib® ce 3anmnuaga.

3akiounTeIHa pa3nopenda

§2. Hapenbata e mpueta ¢ Pemenne Ha HamumoHanHus cbBET MO LIEHW M peuMOypcUpaHe Ha
JIEKapCTBEHUTE MPOJAYKTH, IPUETO CHIITACHO MPOTOKOI N ....... (o) R T.
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