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OtHocHo: Bam m3xoasm Ne 17-01-50/01.07.2019 r.

YBAKAEMMU J-P IEYEB,

Crnex xato ce 3amosHaxMe ¢ mNpejCTaBeHMTe HM ¢ Bame mmemo m3x. Ne 17-01-
50/01.07.2019 r. mpoekTH 3a NpoONETyPHH IpaBUiIA 10 Wi, 58 am. 1  ar. 2 or HPJ1 3a M1 2018,
chriacyBame 0e3 BB3payKeHHsl aKTyalM3UpaHM H3UCKBaHus Ha H3OK IIpU HU3JaBaHE Ha
TIPOTOKOJIA 32 HPOBEKIAHE HA JIEYCHHE 110 KOHKPETHM 3a00JIsBaHUS W TPYNH JIEKAPCTBEHH
IIPOJTYKT A, KaKTO CJIe/IBa;

1. ,M3ucksanus ma H3OK mnpum redyenme Ha Te’kka akTHBHA GOJNECT Ha Kpon u
YIUepo3eH KOIUT ¢ aHTUIUTOKMHOBH JI€KAPCTBUHHU NPOAYKTH mox 18 roaummHa BB3pacT B
H3BBHOOIHUYHATA IIOMOLI .

2. ,MsuckBanus Ha H30K npu euenue Ha XpoHHYHH BUpycHM XxenatuTu(B, B+D, C)
1oz 18 ropuIHa Bb3pacT B M3BHHOOIHHYHATA TOMOI.

3. ,JW3uckBanus na H3OK IIpH JICUCHUE HA aKTUBEH IOBEHUJIEH apTPHUT ¢ OHOJOTHYHU
aHTHPEBMATHYHHU JICKAPCTBEHH IIPOJAYKTH I0A 18 roxumma BB3pacT B W3BHHOONHHYHATA
oMoy,

4. ,Wzucksanus na H30K npu neuenwe ¢ Palivizumab ua Jena ¢ OpoHXOIyIMOHATHA
AHCILIA3Hs, BL3HHUKBAIA B MEPHHATATIHUA NEPHOM, HUCKO TErJIO HPH PakIAHETO H BPOJICHH
ChpaeuHu Mandopmanyu’.

5. .Msucksanms ma H30K 3a mpoBexiaHe Ha JieyeHue npu Gonect Ha [ome B
HU3BBHOOIHUYHATA TIOMOTIT”,

6. ,.Msuckanust Ha H30K mpu neyéuue na rpanyiaomaro3a Ha Wegener ¢ Rituximab B
U3BBHOOJIHUYHATA IIOMOTIT”. =
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YBAJKAEMMU J-P MAJI)KAPOB,

B m3nbiinenue pasnopendute Ha wi 38, an3 u wi 58, an.3 wa HanuoHaneH pamkoB
ZIOTOBOp 3a MEAMIMHCKH NEHHOCTH Mexny HaluonanHata 3apaBHOOCHIYpUTENHA Kaca U
beirapcku nekapcku cwio3 3a 2018r., mpuioxeno Bu npencraBsMe 3a CBIJIaCyBaHE
M3rOTBEHU MPOCKTH HA aKTyalU3UpaHU H3HCKBAHMUS, KAKTO CJIE/IBA;

1.

ITpoext Ha ,,M3uckBanusi Ha H30K 3a /ledeHHe HA TeKKa AKTHBHA 0O0JIECT HA
Crohn u yjueposen KOJIHT ¢ AHTHUMTOKHHOBH JIEKAPCTBEHH npoaykTu moa 18
TOAHIIHA BH3PACT B M3BbHOOIHHYHATA oMo '

- Ha ocnoBanne mocremmnu mpemoxenus or JI3 3a GonHMYHA HOMOI M Crien
ceriacysane ¢ excneprure Ha H30K no mercka ractpoenteponorus, ¢ oryen
nofoOpsBaHe Ha JOCTBIA 10 JIeYeHHe 3a Aeua A0 18 rojmmHba BB3pacT ¢ Texka
akTHBHa Gosnect Ha Crohn ¥ y/IIepo3eH KOJHT ce JONMbIBAT JieueOHUTE 3aBeICHHS
CBC CHCUHATHM3MPAHM KOMHCHHM 32 H3JaBaHe Ha IIPOTOKOIM 3a JieYeHue ¢
AHTHUHUTOKHHOBH JIEKAPCTBEHU NPOAYKTH - ,, Amkubanem Cutu Knunuk MBAJI
Toxyna“ ALl - rp. Codus.

Ilpoext Ha ,MsuckBamns Ha H3O0K npn jeyenme ua XPOHHYHH BHPYCHH
xenaTuty (B, B+D, C) moa 18 roaqumua Bb3pact B H3BbHGOIHMIHATA MOMOII®

- Ha ocnosanue axryanusanus na Ipunoxenue 1 ua [UIC u BKIIOUBaHE HA HOBO
MEXIYHapOAHO HenaTeHTHO HauMeHosaHHe INN Glecaprevir, Pibrentasvir ¢
MHIMKaKs 3a npunoxenne npu 30JI mox 18 romumza B3pacT ca oTpaseHH
CHOTBETHHTE NOIBIHEHUS U MEIUIIHHCKA KPUTEPHH.

Ilpoexr Ha ,,MsnckBanus na H30K npu Jievenne Ha aKTHBEH I0BeHMIeH apTpuT
¢ OHOIOTHYHM AHTHPEBMATHYHH JIeKAPCTBEHH NpoaykTH moa 18 rogmmmua
Bb3PacT B H3BbHOOJHHYIHATA IOMOII*

- Ha ocHoBanme axTyanusauus Ha KpaTKWTEe XapaKTEPUCTHKH Ha JIEKapCTBEHH
nponyktu ¢ INN Tocilizumab 3a nomkoXHO NpHIOXKEHHE ¢ MHAMKALMS 32

npunoxenne npu 30JI mox 18 romumma BB3pacT ca OTpaseHH CHOTBETHHTE
JOIBJIHEHUS U KOPEKIHH.

IIpoext Ha ,M3uckBanmsi ma H30K npu JjgedeHue ¢ Palivizumab na nema ¢
OpoHxomy/IMOHA/IHA AMCILIA3MSA, BH3HMKBAIA B NePHHATANHHSA TEPHOH, HHCKO
TErJI0 NpH paXXIaHeTO H BPOJAeHH ChpAe4HH MaipopmManuu®



Ha ocnoranue TIOCTBIIAIIM CTAaHOBHINA OT BOAEIIHTE HEOHATOJIO3U M €KCIIEPTH Ha.
H30K 1o COeNMagHOCTTa ca [IPCUM3UPpAaHd W JONBIHEHH MEIULIMHCKHTE

Mexny 30 u 32 recranuonna ceaMua.

5. IlpoekT Ha ,M3uckBanus na H3O0K 3a nposexnane na JIeYeHHe npu 6oject Ha
I'ome B u3BLHGOHHYHATA nomom*“

CBhOTBETHUTE JOIBJIIHEHUS.

6. Tlpoexrt Ha ,,M3nckBanus Ha H3OK npu seuenue na Tpany.;omaTo3a na Wegener
¢ Rituximab s H3BLHOOIHHYHATA oMo ®

Ha ocnoBanmne axryammsaums ua KPaTKUTE XapaKTEPUCTMKM Ha JeKapCTBEHH
nponyktu ¢ INN Rituximab ca OTPaseHH CbOTBETHUTE NOMBIHEHHUS K KOPEKLIHH.

Mois 3a Bamero CBFHaCyBaHC/CTaHOBPIU.IC B ONTHMajHO KpaTKu CpOKOBe ¢ orien
CTapTHpaHe Ha NPaKTUYECKOTO IIpujiarane Ha NPEATIOXEHHUTE JAOKYMEHTH.

HpHJ’IO)KCHI/ISI . CBITIaCHO TEKCTa, camMo 3a azpecara
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