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upoexr na ,Miuckpanus wa H3OK npn jiedenne Ha xponuien pupyces C XenaTur npu
6oaHn Han 18 roaninna Be3pact B W3BbHOOJIHHYHATA OMOIN®

I TIpHYHHH, KOHTO HAJIATAT IPHEMAHETO:

M3ucksanus na H30K npu neyenune Ha XpoHuucH Bupyced (' xenarur npu O0JIHH Haj
18 roAMuIHa BB3pAcT B M3BLHOOIHMYHATA NOMONL™ (HAPHYaHK 3a KpaTkocT . M3nckBaHus™) ca
W3rOTBCHH B M3MBJINENNE Na W56, an. ! oT Hannonanust paMKos JIOrOBOP 3a MEIMUMHCKATE
Jeinocern 3a 20151, M3ucksanusita e ObAaT YTBBP/CHH O ylpasurens Ha HauuoHaiHara
3paBHOOCHTYPHTEIITA Kaca M e Objlar ny0anKyBalu Ha HHTepHeET cTpanniara na H30K.

CbaAbPKAHUCTO HA NIpoeKTa Ha M3uMckBaHMATa OTroBaps Ha KpaTKUTE XapaKTepUCTUKH
Ha 1pOjiyKTHTe. M3NCKBAHUATA Ch/IBPKAT BCHYKH PCKBU3UTH, YCTAHOBEHH B 41 41.56, an.2 oT
Haunonannus paMKoB JIOroBop 3a MC/MIMHCKUTE AeiHOCTH 3a 20151, a UMEHHO!

1. ncueOHOTO/MTE 3aselelne/s, B KOETO € JIMaTHOCTHIMpa 3a0olisiBalicto, Ipe/ulara
TEPAIHs ¥ W3BBPIIBA OLEHKA Ha cPCKTHBHOCTTA Ha NPOBEJICHOTO JICHEeHHE:

2. pejl 3a yTBLPXKIABAHC H 3aBCPABAHE Ha HPOTOKOJIMTC,

. HCOOXO/IMMH IOKYMENTH;,
4.1MCT 3a olpedesIsiHe Ha KPUTCPUHTC HIPH U3I@BaNe Ha POTOKOSIN,
5. ICUCOHO~THArHOCTHUCH WITOPHTHM;

6. HICPUOAMYHOCT Ha KOHTPOJHUTE [IPCIIIESAN;

7. HEOOXONMMH  MEANKO-IUArHOCTHYHH H3CHC/ABAHUS W pedepeHTHH CTORHOCTH Ha
MOKA3aTCIIM 3a NpOCIIe/isBaHe Ha ek THBHOCTTA Ha JICUCHNETO.

[MpockThT Ha aKTa € H3IOTBEH CbBMCCTHO 0T ekcreprd Ha  Haunonannara
3apaBHoocuryputenna kaca (H30K) w wammonamimre KONCYJITANTH 110 MEAMIKHCKA
CHELHUAIHOCT  ..TACTPOCHTCPOJIOTHA™,  lIpe/icejaresis Ha  bBbArapckoro  JIPYXCCTBO 1O
racTpocHTEPONOIUS U BbHUIHN €KCIIEPTH 110 ChIIETA CICIHATHOCT.

IpoekThT perinaMcHTHpa OOINCCTBCHHTE OTHOLICHHA B OOJIACTTA HA 33aAbIKUTEIHOTO
31PABHO OCHTYPSBAHC. CBLP3aHM € YCTAHOBSABAHE HA OMNPCICICHH H3UCKBAHWS OTHOCHO
HA3HAYABAHE U CHOTBCTHA JICKAPCTBEHA Tepanud 3a AOMAIIHO JIeUCHHE HA 3a/IbIDKUTCIHO
3ipaBHoocurypenu Jmua  (330J1) cwe 3abosnspancro .xenatut €T, u3BbpLIBaHE Ha
ekerieprusa mo wi.78, 1.2 or 330 BLB Bph3Ka ¢ HA3NaueHATA TEPAINS, YTBBPKJABAHCTO Ha
ChOTBCTHHUS TIPOTOKOJI, ¢ KOHTO € HaslaueHa, OTHyCKaHeTo H 3aiuitamancro o1 H30K ua
CBOTBCTHHUTE JICKAPCTBEHH [IPOLYKTH. CKOUTO TCPAMUATA CC 1IPOBCHK/IA.

s

1L Llesn, KOHTO ce IoCTABSIT:

flenta na Miucksanmsra ¢ ja Objaar oOxBanaru JmarHoctuumpannte 330J1 cwe
3abonsiBanicTo ..XenatuT €. CLUPAMO KOMTO ca HaJMIC MC/HIIHHCKHTE KpUTEpHH 3a
nposexkatie na 6esuntepdeporona repanud. Jipyra ten e u pasmmpssatie qocrsna Ha 3301
10 MHOBATHBHH TEPAINHHU 3a JICUCHUC Ha XPoHUUcH BUpycen C XelaTuT.

111, DUHAHCOBH H JIPYTH cpeacTBa, HeoOXOAHMH 3a NMPHIATAHETO HA HOBATA
ypeaba:

[Tpes 2016r. paxoaute Ha 30K 3a snekaperBeHa Tepaitis 3a JIOMALUHO JIEUCHHE Ha
330J1 cwve 3abonssancto .xcrnatut € ca upudiusutenHo 21 MHIMOHA JicBa, B T.4. 3a
cTanjaptia  uHrepdeponosa u 3a OesmHtepdeponoBa Tepanus. Cnegl npueMane Ha
MiucksBannsTa. KOMTO He BKIIKOYBAT cTawjapria MHTepEeponopa Tepanusi, O4akBaHUTC




[image: image2.png]pasxojm Ha H30OK no kpas ma 2017r. 3a nekapcrBeHa Tepanus 3a JOMalio JieueHUe Ha
nporsosed O6poit 650 330J1 c¢ne 3abosssadero xermatut C e ObjAaT B PAMKHTE Ha
NOCOUCHHS MUHAIOTO/IMLICH Pa3Xol. & HMCHHO - 21 MUIHOHA JieBa.

1V.  OuvakBaHM pe3yJTaTH OT IPHJIalIaHeTo:

(HaKBAHHUTC PE3ySITATH OT MPUIIATAHCTO HA aKTa ca ClejInuTe:

- 95-97% ycnesaeMocT OT Jiedennero ¢ OesuntepdepoHoBa Tepanus (AHPEKTIO
JEeUCTBAIIM AaHTHBHPYCHH CPEJICTBA). KOCTO ¢ ABYKPATHO TIO-BHCOKA YCIICBAEMOCT CLPIMO
cTanjlapTHaTa uirepdeponosa Tepaims;

- uie ce ofXBaHe Mo-WHpoKa 1pyna ot jauvarnocruunpadure 330J1 che 3adonsBaneTo
.xenatut (', B T.4. W 110-Jlekn1e GopMu ta YepHOIPOOHO YBPEOKAAHE;

- MOJIOKHTENIEH CMHACMUONOTHYEH ¢(eKT - B MO-J(bArOCPOYEH 11J1aH OYAKBAHKATA Ca 3a
namansBane Opost Ha 330J1 ¢ nocodenoro 3abosigBaHe, KakTO W HAMAISBaHE Ha
XOCMUTANH3ALMKTE 110 NPHUHEA JIHIICA HA YCIAOKHCHHS Ha 3a001sBancTo;

- CONMAJICH eeKT — 0OXBALIAT CC MIIAJIM 1AIMCHTH, ¢ HAYaied ¢Tan Ha 3a001s8BaHeTO.
IIPH KOUTO UMa BB3MOXKHOCT 3a UbJIHO HUICKYBaHE. M NOJIOKHTEICH ¢eKT 3a ColHaina
peal3aliig M 3ana3BaHe Ha PCHPO/YKTHBHUTE UM CNOCOOHOCTH.

V. AHaJIH3 HA CHOTBETCTBHE € NnpaBoTo HA EB]’)OI’ICﬁCKIHI CbH)3:
He ChUIECTBYBAT CbOTHOCHMH C IIPOCKTa Ha Mincksanusara aKToBE, HacT OT NpaBOTO HA
EBp()IlCi"lCKHﬂ CBIO3. TIOpAANR KOCTO analini 3a CbOTBCTCTBHE HE € HEOOXONM.

[penu yreopxaapancro ua Hsncksanusita or ynpaeurens wa H30K, npoekrsbt ¢
ny6iukyBan Ha HnTepher crpanuuara va H30K, Besno ¢ nactosumte MoTHBH. (pOoKsT 3a
APC/UIOKEHHA M CTAHOBMIIA MO 1IpocKTa Ha M3uckBanusTa., nyOJMKYBaH 3a OOINECTBEHH
koucyntauuu, ¢ 14 man. Hanuie ¢ n3kimounrenen ciy4aii, npu Koiito e Hanvie najuiciisipatiy
OOINECTRBCH HIITCPEC OT HO-KPAThLK CPOK 3a OOIIECTBCHH KOHCYJITAIMHM HA daKTa, ¢ UEJ T10-
CKOPOUIHOTO MY BiM3aHe B cita - o1 01.03.2017r. locoueHnsT nirepee € npoauKTyBan or
oOcTosTencTroTo, ue Jielictamure M3nckBanus va H30K npu scuende na xponuuen
supycen C xeuarnT 1ipu 6oann Haja 18 roguinmHa BB3pact B U3BLUOOJIHMYHATE HOMOLL”, B
cuia ot 16.01.2017r.. ca obxanmand 1pel BbpXoBHUS a/MHHHCTPATUBCH ChJ, KaTo €
LOCTAHOBEHO onpefesenne Ha cbja o1 03.02.20171. 3a coupane na JIEHCTBHETO HM.
OupejcneHHeTo He ¢ B3O B cHila e Objie dactrano otkaisato ot H30K, B ciyyait
obaue, ako Ho-ropHarta HHcTaHUus Ha BAC MOTRBP/IM I0COYCHOTO ONPEAETICHAE, JICHCTBHCTO
ua Msuckpannara or 16.01.2017r. e 6bi1e clipstHo 1 61 MO0 Aa ce MOy H 3aKOHo [areia
[PA3HOTA, AKO KbM TO3H MOMCHT BCE OLIC HC ca HPHETH HOBUTC M3HCKBaHMS, YUMTO LIPOCKT
cera ¢ NpeaMer Ha oBLUCCTBCHU KOHCyaTanMu, Ta3d BB3MOXHA cdTyauds 61 J0BCha ;10
3a0aBsHC W3JaBAHETO HA NPOTOKO;IN, PeCil, jIO Pa3lIOKIAaHCTo Ha [0/1aleHH JIOKYMCHTH 3a
YTBBPKIABAHC Ha Beue wWyagenu npotokonm Ha 330JI, a orram v pgo 3abassiHe
HPEHMCBANETO M OTITYCKAHETO HA ChOTBETHHTE JleKapeTBeHu HpoyKTH. ToBa HEMHHYCMO
61 MOIJIO j1a TPHYHEH BPCH H YCIIOKHENHS! Ha 34PaBOCIOBHOTO cheTosHMe Ha 330J1.
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MPOEKT!

N3UCKBAHUA HA H3OK
NMPU NEYEHUE HA XPOHUYEH BUPYCEH C XEIMNATUT
NPU BOJIHU HAQL 18 TOAULLHA Bb3PACT

B USBBBHBEOJIHUYHATA NOMOLL




[image: image4.jpg]U3UCKBAHUA HA H30K
NPU N3JABAHE HA MPOTOKOJMU 3A NMPOBEXAAHE HA NIEYHEHUE HA UHOEKLUUATA C HCV NPU
BOJTHU HAA 18 TOAULWIHA Bb3PACT '

MpoTokonbT ce u3gasa OT CMeuManucTu - racTPOEHTepOrio3n OT creuuanuaMpaHa KoMucusi B nedyebHu 3aBeneHus 3a
6onHuyHa nomouy, ckroyunu pgorosop ¢ H30K. CneunanuaupaHuTe KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AupekTopa B
cnegHuTe nevebHu 3asegenus: YMBAJ "Ceeta Mapuna" EALl — rp. Bapna, YMBAJ "Ceetu Neopru” EA[] — rp. MNnoeaus, YMBAJ
JUapuua MoanHa — EALl" - rp. Cocusi, YMBAIN ,Ceet Msan Puncku EALl — rp. Codms, Bropa MBAJI - Cogma — EALL, YMBAI
AnekcaHgposcka“ EALl — rp. Cocgus, BMA — rp. Cocbusi, MBAN "TOKYAA" Al — rp.Cocbusi, YMBAS "COPUAMEA" OO[ - rp.
Codpus, YB Jlosene — rp. Cocpusi, MU — MBP - rp. Cocpus, YMBAI ,Mpod. a-p CtosH Kupkoeuy® ALl - rp. Ctapa 3aropa, YMBAN
,0-p Feopru Crpancku* EALl —rp. MneeeH, ,CUTU KINIMHUK YMBATT* EOO[ - rp. Cocous, YMBAN ,Kacnena“ EOO/ - rp. MNnosaus.

|
I. PE[l 3A 3ABEPABAHE HA NPOTOKOJUTE

[poTokonu 3a 3ano4saHe Ha neyeHve

= [MonbnHeHo u noanucaHo npunoxexue 1 — NUCT 3a onpegensiHe Ha KpUTEpUUTE
i (no T.A) ¢ Beuuku HeobxoauMu uscneapaHus
f = AKTyanHa KNMHUYHA enukpusa oT nocneaHoto nponexasaHe B JI3BI cbe

Cb3AaaeHa creyuanu3upaHama Komucus, npeanarawa BonHua 3a neyexHne |
CMEUWAITUBUPAHA »| * Pewenue Ha cneumanuampaHa KOMUCUSI C UHTEpNpeTauusi Ha M3creasaHusTa
KoMucus npes npeaxoaHute 6 meceua W SicHa MeAVUUMHCKA MOTUBALMSi 3a MpeanaraHoTo

neveHue (3aabmKUTENHoO ce oTbensssa nunca Ha U3KNYBaLLy KpUTepum)
= “poTokon 3a npeanucBaHe Ha nekapcrtea, 3annawauu ot H3OK/P3OK" — obp.
M3-H3O0K (nodnucan om ecuyku YneHose Ha creuuanu3upaHama KoMucusi)

Komucwusi o un. 78, 1. 2 3aBepka Ha
ot 330 B LY Ha H30K npotokona B P30K :

lMpoTokonu 3a npoAbHKaBaHe Ha nevyeHue

= [onbnHeHo v noanucaHo npunoxeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepunTe
(no 1.6)

= PeweHune Ha cneuvanu3mpaHa KOMUCHUS C UHTEpNpeTaums Ha uacneasaHusTa no
Tabnuuata 3a npocnejsiBaHe Ha NPUIoXeHUe 2 1 sicHa MeAUUMHCKa MOTUBaLWS 3a
npeanaraHoTo nevyeHve (3aab/MKUTENHO ce oOTOensi3Ba NUNCa Ha U3KMOYBALM
Kputepum)

= “MpoTokon 3a npeanuceBaHe Ha nekapcrea, 3annawaim ot H3OK/P30K” — oép. M3-
H30K (nodnucax om ecuyku yneHoee Ha cneyuanu3upaqama KoMUCUsi)

CMEUWANTU3UPAHA
KOomMucusa

‘Komucusi no un. 78, T. 2

o7 330 B LIY Ha H30K

Il. OBLLUW NONOXEHWUSA
1. 3011 nopgasa nogroTeeHuTe nokymeHTu B P30K, Ha TepuTopusiTa Ha KOATO e Hanpasuno u3bop Ha OMJ1. [lokymeHTUTe
BKIMIOYBAT:

1.1 3asBnenue no [upektopa Ha P3OK.

1.2 MonbrHeHo 1 noanucaqo npunoxetue 1, 2 u 3. MNonbnea ce N0 CbOTBETHATa TOYKa U Ce Npunara oTpaseHarta B Uupos
WHAEKC MeMUMHCKa JOKYMEeHTauus, yAoCToBepsiBalla BCekn eauH oT kputepuute. lNpunara ce u nbnHus Habop macneasBaHus
(MHCTpYMeHTanHu n nabopaTopHm).

1.3 “MpoTtokon 3a npeanuceaHe Ha nekapcTea, 3annawanmn ot H30K/P30K” — o6p. M3-H3OK. lMpunara ce opuruHan Ha
npoToKOna, a Npu KaHAuAaTCTBaHe 3a MPoAbIKaBaHe Ha TepanuaTa Ce NPeACTaBs OPUrMHAN Ha NPEAXOAHWS MPOTOKON C
OTpa3eH! BCUYKM HA3HAYEHWsi NO HEro.

1.4 fleknapauus 3a uHchopMupaHo cbriacue no obpase (npunoxexue 3).

2. P30K npuema gokymeHTuTe no T. 1 crnea cnpaska OTHOCHO 3ApaBHOOCUIypUTenHus crtatyc Ha 30J1.
3. MpoTokonbT 3a nevyeHne ¢ AMpeKTHoAeNCTBaWM aHTMBUMPYCHU cpeacTea (AAC) ce u3nasa 3a 12 unu 16 ceammum,
cbrnacHo uaucksanusita B lMpunoxexune 1. Mpu nayneHTUTE, 32 KOMTO € NPELEHEHO, Ye Ce HYXAAAT OT 24 ceaAMUYHO

neYeHue LWe ce upasar 2 NnpoTokona 3a no 3 meceua.
|
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% N3NCKBAHUA HA H30K NPWU NEYEHWE HA XPOHWUYEH BUPYCEH C XENATWUT MPU BOJTHU HAl 18 TOAULUHA Bb3PACT
— B cuna ot 1 mapr 2017 roguHa




[image: image5.jpg]NPUNOXEHWUE 1

NIUCT 3A ONPERENAHE HA KPUTEPUUTE MNPU NPOBEXAAHE HA BE3UHTEP®EPOHOBO JIEYEHUE HA XPOHUYHA
HCV MHOEKLUUA C AUPEKTHOAENUCTBALLU AHTUBUPYCHU CPEACTBA (AAAC) MPU BONMHU HAL 18 TOAULLHA
BBb3PACT

[Awe: £ LT S R O D G

3abenexka: MeduyuHCKkama OOKyMeHmauus, ydoCmoeepsiéawia 6CeKu Om Kpumepuume € OCoYeHa C yupa 6 UHOEKC U 3a0bLMKUMENHo npudpyxaea
HacmoAWomo NpunoxeHue.

A. UHOukKaumm 3a neyeHue

MNaumnenTn ¢ xpoHniHa HCV uHdekumsi, HenekyBaHn Unu nekysBaHu HeyCrnewHo C aHTUBUPYCHa Tepanus, noanexar Ha
Tepanus ¢ AMPEKTHO AeNCTBaLLW aHTMBMPYCHU cpeacTsa ([OAC).

Jle4eHneTo ce NpoBexaa CPOYHO NpY MaUMEHTU C eKOMMeHCcUMpaHa Lumposa U kpaeH ctaauin Ha 6bbpeyHo sabonsBaHe
Ha XeMoAuanuaa; npu nNauveHTn ¢ pubposa 1 KOMNEHCMpaHa Luposa; Npu MauueHT C KIMHUYHO 3HauMMa WU3BbHYEpPHOAPOGHa
u3nBa Ha HCV wuHdekumsita (KNMHUYHO W3SIBEHU BACKyNUTW, pasnnyHM Mo TexecT 6ubpeuHn 3abonspanus, numdcdomu); npu
nauueHTH, HEOTTOBOPUIM Ha npejwecTBalla Tepanua C uHTepdepoH anda wu ribavirin; npum nauveHtv ¢ HCV uHdekums n
TPaHCNMAHTUPAHW OpraHu; NpU MauWeHTU Ha WMyHOCynpecuBHa wnn GUONOrMYHa Tepanusi; NpU PUCKOBM NaLMEHTU 3a
pasnpocTtpaHenue Ha HCV - HIV-nonoxutenHu nuua. Mauventute ¢ npeaxoxaauia snoynotpeba ¢ HapkOTUYHW BellecTba u Ha
3aMeCTUTENHO NeYeHne, 3aAbIKUTENHO NPEeACTaBAT y0CTOBepeHUe OT NpocneasBalLusa LeHTbp/nporpama.

B. Kputepuu 3a 3anouysaHe Ha neyeHue

1. Hanuune va HCV uHekums: nonoxurenHo HCV antutano; Hanuune Ha HCV RNA HuBo (HMBO Ha oTkpuBaHe < 25
Ul/ml); HCV reHoTun u noareHotunose 1a u 1b npu tepanus ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR) n
ELBASVIR/ GRAZOPREVIR — akTyaneH reHoTUn v NoAreHoTunoBse crnej npeaxoxaaiia aHtusupycHa tepanus. [pu neyexne c
ELBASVIR/ GRAZOPREVIR u reHotun 1a — uscneasaHe 3a NS5A nonumopduammn, NpUYMHSIBALLN MOHWKEHA aKTUBHOCT Ha
ELBASVIR.

2. XuctonoruyHa oueHka no Metavir — npu naumenTi ¢ xpoHuder xenatut C 6e3 YepHoapobHa LMposa u Npu nunca Ha
NpOTUBOMOKa3aHUa 3a M3BbPLUBaHE Ha uyepHoapobHaTa Guoncus. XWCTONOMMYHOTO M3cneaBaHe e HeobXoauMO npu BCUYKM
NaUMeHTH, C U3KNIoYEHne Ha 6onHM Ha xemoauanuaa n ¢ 6u6peyHa TpaHcnnaHTaums.

3. TexecT Ha YepHoapobHaTa uuposa: Child - knac n ckop; MELD ckop.

4. MpepawecTsalio neyexve (roauHa, oTrosop/6e3 0TroBop) U CTPaHUYHU peakLmu.

5. MNpuapyxaeaiuy 3abonsBaHua U AaHHK 3a Tepanusa ¢ n3bposBaHe Ha nekapcTBeHUTe NPOAYKTH.

6. MNpeaTepaneBTMyHa OLEHKA Ha CbBMECTUMOCTTa Mexzay nnaHupaHata GesuHTepcepoHoBa Tepanus w aocera
NpOBEXAaHO NeYeHne Ha CbnbTCcTBaLM 3abonaBaHus

7. llunca Ha 3KNI0YBaLM KpUTEPUN

1. KnunuuHo-nabopatophu nokasatenu: ASAT n ALAT,an6ymuH, TpomGoumti, 6unupy6un, INR '

2. BupyceH cratyc: 2
e AHTM HCV aHTuTena

« HBsAg/ antiHBc total
e HCV PHK nHuBo
e [eHoTMnNuaupaHe Ha HCV

* [oareHotunose 1a u 1b npu Tepanuu ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR)
n ELBASVIR/ GRAZOPREVIR

3. XucTonoruyHa akTuBHOCT: 6enean Ha YepHoapoBHO Bb3nanexue u hubposa, oueHeHa upes Metavir 3

4. Jlunca Ha u3knYBalLy kputepum no 1. B g

4

Ha opurMHanHa 6naxka ot NabopaTopus (3aBEPEHO W NOANNCAHO KONWE); NP HANMUME Ha XOCNWTaNW3aums Ce Npunara envkpusa ¢ Homep U3

opuruHaneH uL Nk NOANMCaHo u 3asepeHo konue (HCV PHK ce uacneapa c konuuectseH PCR) - akTyanHocTTa e 40 6 Meceua npeau kaHAMaaTCTBaHeTo
opurMHanHa 6nakxka OT XUCTONOTUYHO M3CNEABaHe — aKTyanHoCTTa e AO 4 FoAMHa NPeAM KaHANAATCTBaHETO

YAOCTOBEpSBa Ce C NOANUC Ha cneunanicTa B MpUnoxeHune 1 Ha HACTOALMTE UINCKBAHMA U Ce NpunaratT HeOGXOAMMMUTE MICNEABAHNS W KOHCYNTaLUM

W3NCKBAHMA HA H30K MPU NEYEHWE HA XPOHUYEH BUPYCEH C XEMNATUT MNPU BOJIHN HAL 18 TOAULLHA Bb3PACT
— B cuna ot 1 mapr 2017 roauHa




[image: image6.jpg]B. U3knoyBawm KpuTepumn u cbLobpaxeHus
Hsima aBConioTHU KOHTPaMHAMKALMW 3a NeYeHne C ANPEKTHO AencTBalumM aHTUBMpycHu cpeactea (DAAS).

Sofosbuvir Tpstea aa ce uanonasa ¢ BHUMaHue npu naumeHTn ¢ eGFR < 30 mi/min/1,73 m?,

Neyenveto ¢ NS3-4A npoTeasHn uHxubutopw, kato Paritaprevir unu Grazoprevir, He TpsibBa Aa ce wu3nona3sg npu
nauveHTn ¢ aekomnercupana (Child-Pugh B n C) uuposa unu npu Child-Pugh A umpoau, KOMTO B MUHANOTO ca UManu enu3oamu Ha
AeKoMneHcaums.

MNaumeHTuTe ¢ xpoHndHa HCV nHdekums n 0cobeHo Tean Cbe 3HaunTeneH 6poi npuapyxasalm 3abonseaxus, 3a KOUTo
nonyyasart CbOTBETHaTa Tepanus Tpsibea Aa 6baaT o6CbAeHU. BbnpochT 3a B3aMMoAencTBMeTo Ha Tesn meaukamentn ¢ [AC
ot Tepanusita Ha HCV uHdbekumsTa e oT KMio4oBO 3HaveHne 3a 6esonacHocTTa Ha nekysanute. Jledenune ¢ [IAC He Tpsbea aa
3ano4ysa 6e3 nonpoGHa npeasapuTesniHa oueHka Ha mexaynekapcrseHute aaaumoneﬁcmm, BKI1. KOHCYNTauun CbC CbOTBETHUTE
creuvanucTi U KOpPeKkLMs Ha A03UpoBKaTa, CpaHe U CMsiHa Ha npueMaHuTe NeKkapCcTBeHn NpoayKTH.

i

MpenopbyBa ce Npu MauveHTW, Mpu KOUTO Ce O4aKBa HWUCKA CTENeH Ha MpuabpXaHe KbM TepanusTa, — Hai-seye
NauUMEHTU CbC 3HAYMTENHA KOHCYMaLMs Ha ankoxon w/mnu 3noynoTpeba C HapkOTWHYHM BelLecTBa, MPUOPUTETHO Aa ce'pelwat
npo6nemuTe, CBbP3aHN CbC 3noynoTpebarta u Aa ce OTNOXKN NeYeHneTo Ha xenatut C 4o TAXHOTO cTabunuanpaqe.

2 4
@ WN3NCKBAHUA HA H30K MPU NEYEHUE HA XPOHWUYEH BUPYCEH C XEMNATUT MNPU BOSIHU HAL 18 FOAULLHA Bb3PACT
~ B cuna ot 1 mapt 2017 roguHa
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NPUNOXEHWE 2

1. NlekapcTeeHu NpoAyKTy, Bkiodenu B Mpunoxerue 1 Ha MNJIC, koo H3OK sannauwa B cboTBETCTBUE C AeCTBaALMTE

HOpMaTUBHU AOKYMEHTU

INN

MKB

Hosa

Sofosbuvir

B18.2; K74.0; K74.6

1 Tabn. aHeBHO

Ledipasvir/Sofosbuvir

B18.2; K74.0; K74.6

1 1abn. aHeBHO

Dasabuvir

B18.2; K74.0; K74.6

2 Tabn. gHeBHo (1 cyTpuH 1 1 Beyep)

Ombitasvir/Paritaprevir/Ritonavir

B18.2; K74.0; K74.6

2 Tabn. AHEBHO (CyTpWH)

Elbasvir/Grazoprevir

B18.2; K74.0; K74.6

1 Tabn. aHesHO

Ribavirin

B18.2; K74.0; K74.6

[osara ce onpeaens cbrnacHo terno Ha 30J1. Mpu YL ce

3anoysa ¢ 600 mg 1 fo3aTa ce ysenuyasa nporpecusHo

|

2. TepaneBTUYHN CXEMU NpU pasnuyHuTe reHotunose Ha HCV uHdekumata

CxemMuTe Ha neveHue nNpu naumeHTH ¢ xpoHumyHa HCV uHdekumsa, Ho 6e3 yepHoapoGHa uMPO3a, HereKkyBaHU uNnu
nexkyBaHu npeau, Ho He u ¢ AAC ca:

Ombitasvir/ 5
R ¥ ‘ Ombitasvir/
HenekyBanu/ Sofosbuvir/ Paritaprevir/ 5 A <
HCV renoTtun nexyny;anu Ledipasvir riton:vir A Pal"lhpre'vi Grazoprevir/ Elbasvir
Dastbuvir riritonavir
Fenotun 1a HenekyBaHu 8-12 cegm.* 12 cegm. + | He 12 ceam. ako HCV RNA < 800 000 IU/ml
nexysaHn 12 ceam. + RBV | RBV
wnu 24 ceam. 16 cegm. + RBV ako HCV RNA >
6e3 RBV 800 000 IU/mlI w/ wnu Hanuuve Ha
nacneasarHe 3a NS5A nonumopduamu,
NPUYUHABALLN NOHMXKEHA aKTUBHOCT Ha
ELBASVIR |
Fenotun 1b HenekyBaHu 8-12 ceam.* 12 cegm.** He 12 cepm.
neKkyBaHu 12 ceam. 12 ceam.
Fexotun 4 HenekyBaHu 12 ceam. He 12 ceam. + | 12 ceam.
nekyBaHu 12 cegm. + RBV RBV 12 cegm. ako HCV RNA < 800 000 IU/ml
wnu 24 ceam.
6e3 RBV 16 ceam. + RBV ako HCV RNA >
800 000 IU/ml
FeHotun 5u 6 HenekyBaHu 12 ceam. He He He T
nexkyBaHu 12 cegm. + RBV | He He
wnu 24 ceam.
6e3 RBV

*NleyenuneTo ¢ Sofosbuvir/ Ledipasvir Moxe aa Gbae CKbCEHO A0 8 ceaMMum Npu HenekyBaHW naumeHTn ¢ HCV reHotun 1 uHdekuns 6e3 umposa, ako HUBOTO Ha
TaxHata HCV RNA e noa 6 munuona IU/ml u yepHoapobHaTa cpubposa e s F2
** Mpwn npomsiHa B PY / KXIN Ha nekapcTBeHUTe NPOAYKTH, CXeMUTE 3a neyeHne Morat aa Gbaat akTyanuanpasm C BKNIOYBAHETO Ha HOBM 8 CeAMUYHM Tepanun

CxemuTe Ha neyeHue npu naumeHtn ¢ HCV uHdekuusn ¢ komnexcupana (Child-Pugh A) yepHoapo6GHa uMposa, HenekysaHm
Wnu nekyBaHu npeau, Ho He u ¢ ANAC ca:

Henekysanu/ Sofosbuvir/ C.)mbitas'vifl Ombitasvirl J s
HCV reHotun nexyBaHn Ledipasvir Parnaprevnrlntqn Pal_'llapreylr Grazoprevir/ Elbasvir
avir + Dasabuvir Iritonavir
FeHotun 1a HenekyBaHu 12 ceam. 24 cegm. + RBV | He 12 ceam. ako HCV RNA = 800 000
nekyBaHu 12 ceam. + RBV 1U/ml

w24 cepm.
6e3 RBV

16 ceam. + RBV ako HCV RNA >
800 000 IU/ml w/ wnu Hanuuue Ha

% W3NCKBAHUSA HA H30K MPU NIEYEHUE HA XPOHUYEH BUPYCEH C XEMATUT NPU BONHW HAZ 18 TOAULWLHA Bb3PACT
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[image: image8.jpg]uscneasaHe 3a NS5A nonumopduamu,
NPUYNHABALLN NOHWXKEHa aKTUBHOCT Ha
ELBASVIR 5
FeHotun 1b HenekyBaHu 12 ceam. 12 ceam. He 12 ceam. ]
nekysaHu
FeHoTtun 4 HenekyBaHu 12 ceam. He 12 cepm. + | 12 ceam.
nekyBaHn 12 cegm. + RBV RBV 12 cegm. ako HCV RNA = 800 0Ol
wnn 24 ceam. 1U/ml X
6e3 RBV .
16 ceam. + RBV ako HCV RNA >
800 000 IU/ml
FeHoTunose 5 | HenekyBauw 12 ceam. He He He
né nekyBaHn 12 ceam. + RBV | He He
wnn 24 ceam.
6e3 RBV

Cxemute Ha neyeHue npu naumeHtM ¢ HCV reHotun 2 umHdbekumsi ¢ unu 6e3 yepHoapobHA LMPO3a, HENMeKyBaHU UNu
nekyBaHu npeau, Ho He u ¢ [IAAC ca:

L

Bonuu 6e3 umposa Bonuu c komneHcupaHa uuposa
Bpewme
Cxema Ha neyeHune (ceam.)
% Haushu Be3 SVR Hanshn Bes SVR
Sofosbuvir + RBV 12 X X X X

|
Cxemute Ha nevenue npu nauventn ¢ HCV reHotun 3 uHdekums ¢ unu 6e3 yepHoapobHa uUMpO3a, HenekyBaHWU UK

nekyBaHu npeawm, Ho He u ¢ AIJIAC ca:

B BonHu 6e3 umposa BonHu ¢ KoMneHcMpaHa uuposa
Cxema Ha nevexue ( cg::e)
¢ Haushn Be3 SVR Haushu Bea SVR
Sofosbuvir + RBV 24 X X ]
Sofosbuvir/ Ledipasvir + RBV 12 ¢ X X X
Sofosbuvir/ Ledipasvir +/- RBV 24 x(aLy*

* (L) - dexomneHcupaHa yuposa

3. [leyeHue Ha NaLMEHTH C AEKOMNEHCUPaHa YepHOAPOGHa Lupo3a \

MauneHTn ¢ aekomneHcupaHa uuposa, 6e3 HCC u ¢ MELD ckop < 18-20 uHdektupanm ¢ HCV resotunose 1, 3,4, 51 6
TpsibBa Aa 6baaT nekyBann cbe Sofosbuvir u Ledipasvir 3a 12 ceamuum ¢ Ribavirin. HayanHarta gosa Ha Ribavirin 8 Tean cnyyau
e 600 mg AHEeBHO C nocneasallo HanacsaHe B 3aBUCUMOCT OT MOHOCUMOCTTA.

MauveHTn c AekoMneHcupaHa uMpo3sa u KoHTpauHaukauum 3a uanonssaHe Ha Ribavirin (xemornobux < 85 g/l) Tpsibea aa
nonyyat 24 ceamuum nevexne cbe Sofosbuvir u Ledipasvir 6es RBV.

MauueHTUTe C AEKOMNeHcUpaHa uuposa 1 nHaukauum 3a yepHoapobHa TpaHcnnavTauus ¢ MELD ckope 2 18-20 Tpsabsat
NbpBO Aa GbAaT TPACMNaHTUPaHW U Cried TOBA NeKyBaHu. AKO BPEMETO 3a “akaHe Ha [OHOp e noseve oT 6 meceua, Tesn
nauuveHTn morart aa 6'bﬂaT neKyBaHu npeawn TpaHcnnaHTauusaTa no onucaHara no-rope cxema.
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[image: image9.jpg]4. NeyeHue Ha NALMEHTU, HEOTFOBOPUNM Ha NPEAULLHO AaHTUBMPYCHO neyexune ¢ DAAs.

CXeMuTe Ha feyeHne nNpm naumeHTn ¢ xponuyHa HCV undekums, 6e3 yepHoapo6Ha UMpPo3a, nekyBaHu npeav ¢ eauH unu
nsikonko Af1AC, 6e3 nocturaHe Ha SVR ca:

|

Heycnewna . G < Sofosbuvir + Ombitasvir/ Sofosbuvir + Grazoprevir/
TZpanua fatiomn Sofosbuvir Ledlpasvir Paritaprevir/ ritonavir + Dasabuvir Elbasvir 4

PeglFN-a + RBV | 1 12 ceam. + RBV He He
* Telaprevir,
Boceprevir  wunu
Simeprevir
NS5A 1a He 24 ceam. + RBV 24 ceam. + RBV
WHXWOUTOPHMU 1b He 12 cepm. + RBV (FO-F2) unn 24 | 12 ceam. + RBV (FO-F2) nnm
pexvummn ceam. + RBV (F3-F4) 24 ceam. + RBV (F3-F4)
(Ledipasvir,
Ombitasvir,
Elbasvir)

4 He 12 ceam. + RBV (FO-F2) Ges | 12 ceam. + RBV (FO-F3) wm

Dasabuvir unu 24 ceam. + RBV | 24 ceam. + RBV (F3-F4)
i (F3-F4) 6e3 Dasabuvir

5. NleyeHue Ha NaUMEHTM C NOCTTPaHCNNaHTauMoHeH peunavs Ha HCV undekumaTa

BCUukM naumeHTu ¢ nocTTpaHcnnaHTauuoHeH peunave Ha HCV uxdekumus Tpsbea aa ce umat npeasua 3a Tepaniii.

OCTbp XONECTaTU4EH XenaTuT UK HanNMYUeTo Ha ymepeHa [0 oblwmpHa hubposa unu nopTanHa xunepToHns eaHa
roavHa cnepa TpaHcnnaHTauusTa npejckassa 6bp3aa nporpecus Ha 3abonseaHeTo u 3aryba Ha npucaakarta v U3ncksa CrnewHo
aHTUBMPYCHO NEYeHne.

MauneHTUTE C NOCTTPaHCNaHTauMoHeH peunane Ha HCV reHotun 1, 4, 5 unu 6 nHdekums 6es umposa, ¢ KoMneHcupaxa
umpo3a (Child-Pugh A) unu ¢ aekomnencupana umposa (Child-Pugh B unu C) cnea TpancnnauTauus, Tpsabea aa 6baat nekysann ¢
komBuHauusTa ¢ hukcupaHa aosa Ha Sofosbuvir u Ledipasvir 3a 12 ceamuum ¢ aHeBHa fosa Ribavirin 6asupana Ha TenecHoTo
Terno (1 000 mg unu 1 200 mg CLOTBETHO NpyU NaumenTn < 75 kg unu = 75 kg) 6e3 aa e HeobXxoANMO UMYHOCYNPECUBHO
apanTupaHe Ha nekapcTeeHara 4osa (C Bb3MOXHO uaknioveHue 3a Everolimus). '

MauuneHTuTe 6€3 uMposa unu ¢ komneHcupaxa umposa (Child-Pugh A) cnep TpancnnanTauma morat Aa 6baat nekysaHu ¢
kombuHaums ot Paritaprevir/ ritonavir, Ombitasvir u Dasabuvir ¢ Ribavirin 8 npoabmxeHue Ha 24 ceammum (HCV reHoTtunose 1 n
4). [lozara Ha Tacrolimus Tpsibsa aa ce kopurupa 4o 0,5 mg BeaHBbX ceamuyHo unu 0,2 mg Ha BCekn 3 AHU, AoKaTo Ao3aTa Ha
Cyclosporin A Tpsi6Ba a ce kopurupa Ao eAHa neTa oT AHeBHaTa A03a, nonyyeHa npeau neveHneTo Ha HCV BeAHbX AHEBHO.
Paspewena e ynotpebara Ha Prednison B A03n <5 mg/aeH, Ho uanonssaHeto Ha MTOR nHxUbUTOpyM He ce npenopbusa.

6. Nevenue ¢ AAAC npu cneuuanHuy rpynu ot NaumeHTu.

MNaunentute ¢ HCV n HBV kouHdekuus TpsibBa Aa ce nekyeBaT cbC chuyute DAAs pexumm 3a epagukaums Ha HCV,
cneaBaiikv ChlMTE NPaBUNa, KakTo npu nauvenTute ¢ HCV MoHoMHdeKuys. ChLyecTByBa noTeHumaneH puck oT peaktusauns Ha
HBV uHcpekumsTa No Bpeme v crej ycrnewHa epagukauus Ha HCV, koeto nmpaeu 3agbnxuTenHa CbnbTBawa HykneosuaHa/
HykneotuaHa Tepanus npu HCV u HBV kouHdekums. Maumentute ¢ xpoHudHa HCV uHdbekums nokasaHu 3a DAAs Tepanus
Tpsbea aa ce uscneasar 3a HBsAg n anti-HBc total u npu nonoxutenex pesyntar Ha anti-HBc total ce uscneasar antiHBs Tutbp u
HBV DNA. MNpu HBV uHekuns e HanoxuTenHo 3anouyBaHe Ha HykneoauaHa Tepanusi 3a HBV(cbnbreawa Tasu c DAAs).
JleyeHneTo Ha akTMBHaTa xenatut B BUpYyCHa VIH¢eKLlVIH npoabMmkKaesa NoHe eaHa roauHa cnej CnupaHeTo Ha neYyeHneTo Ha
xenatut C BupycHa nHdexums.

MaumeHTUTe ChC 3HaUMTENHO yBpeaeHa 6bbpeyna dyHkums (eGFR < 30 ml/min/1,73%) unu B kpaeH ctaguii Ha GOpeyHo
3abonsBaHe Ha xemoawanusa, uHdekTupanun ¢ HCV reHotun 1a ce nekyeat ¢ Ombitasvir/ Paritaprevir/Ritonavir + Ddsabuvir
3aeaHo ¢ Ribavirin (200 mg Ha geH/ 3a 12 ceamuum; AKo nauueHTUTe ca Ha Tepanusa ¢ kombuHauusta Grazoprevir / Elbasvir
neyeHueTo e C npoabMKkUTENHocT oT 12 /16 ceamuum (B 3aBucumocT oT HuBo Ha HCV RNA u uscneasaHeto 3a NS5A
nonMMopMamm, NPUYUHABALLIM MOHWKeHa akTBHOCT Ha ELBASVIR ), 3aeaHo ¢ Ribavirin (200 mg Ha AeH), ako U3XOAHOTO HUBOT
Ha xemornobuxa e > 100 g/l.

MauneHTUTe Che 3HauUTENHO yBpeaeHa 6bopedHa dyHkums (eGFR < 30 mi/min/1,73%) unu B kpaeH ctagui Ha 6Gb6peyHo
3abonsiBaHe Ha xemoananuaa, nHdektupanu ¢ HCV redotun 1b ce nekysat ¢ Ombitasvir/ Paritaprevir/Ritonavir + Dasabuvir 3a 12
ceamuum unu ¢ kombuHauusta Grazoprevir/ Elbasvir 3a 12 ceamuum 6e3 Ribavirin.

Maumentute ¢ HCV-cabp3an HCC 4ecTo umart HanpeaHana YepHoapobHa chubposa u Tpsibsa Aa nonyyaTt aHTUBUpyCcHa
Tepanus.
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[image: image10.jpg]J. MoHuTOpUpaHe Ha e(heKTUBHOCTTA Ha TepanusTa

Mpwn nauuenTy, nekysanu ¢ [JJAC, HCV PHK Tpsbea Aa ce uamepsa B Ha4arnoTo Ha neyeHneTo, Ha 4-Ta ceamuua n B
Kpas Ha neyeHneTo (CboTBeTHO 12 unu 24 ceamuua), KakTo u Ha 12 u/ unn 24 cegmuua cnej Kpas Ha neyeHuneTo.
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E. MpocneasiBaHe Ha nauMeHTU cnef NOCTUraHe Ha TpaeH BUpyconoruyeH orrosop (TBO) |

NauveHtuTe 6€3 uuposa ( Ao F2 skn.) u ¢ TBO, AJIAT n HCV PHK Tpsbsa aa 6baart noBTOpHO nacneasaHn Ha 48-mara
ceamuLA crej Kpasi Ha NeYeHneTo.

MauveHtn ¢ yuposa (F4) u Tesm c HanpeaHana cubposa (F3) n TBO Tpabsa Aa ce HabniogasaTt 3a xenartouenynapeH
kapumHom (XLIK unu HCC) Ha Bceku 6 meceua uypes abaomuHanHa exorpadms, Kakto M 3a YCNOXHeWst Ha noprtanHarta
XUNEPTOHUSA.

Mpu nauveHTUTe € Tekywla ynotpeba Ha HapKOTULIM U MPU MBbXE, KOUTO UMAT CeKCyarnHu KOHTaKTU C MbXe C TeKyLio
puckoso noseaexue, cnea TBO cneasa Ja ce npeanpueme npocneassaHe 3a nostopHa HCV uHdekums upes exeroaHo
uscneasaHe Ha HCV PHK.

3abenexka: CneunanuaupaHuTe KOMUCUM NEPUMOANYHO (Ha 6 Meceua) uanpawart kbm Komucusita B LIY Ha H30K otyetu ¢
MOMMEHEH CMUCHK Ha BCUYKU NeKYyBaHU NaLWUEHTH, C OTHETEHU PEe3ynTaTh OT SIeYEHUETO - PaHeH U TpaeH BUPYCONOruyeH
otrosop. Mpu nauuenTn, nekysauu ¢ JAC, HCV PHK TpsibBa na ce mamepBa B Ha4arnoTo Ha fie4yeHuneTo, Ha 4-tTa ceamuua
(paHeH BUPYCONOrMYeH OTroBOP) U B Kpas Ha NeYeHneTo, CbLOTBEeTHO 12 unu 24 ceammua (BMpyconoruyeH oTroBop B Kpas
Ha neyeHueTo ). Mo-HaTaThK NpocneasaBaHeTo ce U3BbLPLWBA Ha 12 u/unu 24 ceamunua cnep Kpas Ha neveHuneTo (TpaeH
BUPYCONOrMYeH OTroBop). :

MauuenTute 6e3 uupo3sa ( Ao F2 Bkn.) u ¢ TBO, HCV PHK Tpsi6sa na 6bae uscneasaxa Ha 48-mata ceamuua cnep
Kpasi Ha NneyYyeHneTo.

MauyneHtute ¢ uuposa (F4) u Team c HanpeaHana ¢ubposa (F3) m TBO Tps6sa pa ce Habniopasat 3a
xenatouenynapeH kapuuHom (XLK unu HCC) Ha Bceku 6 meceua upe3 abaomuHanHa exorpadums, KakTo U 3a yCroXHeHus
Ha nopTanHaTa XMnepToHus.

B Kpasi Ha KaneHgapHaTta roguHa e HeobxoAMMo Aa ce uanpawa obuy AoKNaA ¢ BCUYKW NeKyBaHW NauueHTw, ¢
OTYETEHU pe3ynTaTv OT TepanusTa.
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[image: image11.jpg]1. OBLUW U3NCKBAHUA

g i an haanaqasane Ha Tepanus No NpPoToKon 3aAbMXKUTENHO ce m;oﬁpa:maar Bb3pacToBUTE OrpaHnyeHus, CbrnacHo KpartkaTta
XapakTepucTika Ha CbOTBETHWA NeKkapcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3NNXM.

2. H30K He 3annalua neyeHue W3sbH ykasaHaTa Bb3pacToBa rpaHvLa B kpaTkata xapakTepuctuka Ha npoaykra.

3. H30K He 3annauia neyeHue ¢ 4031 Haj MakCUMarHo paspeLueHuTe Mo KpaTka xapakTepucTuka Ha npoaykTa.

4. B cnyvail Ha HacTbNWNa Nnoao3vpaHa HexenaHa nekapcTseHa peakuws, nekapsiT yBeaomssa WAN no peaa Ha un. 184 ot
3/IMXM. Konue oT cbobLiEHMETO ce Npunara KbM MeauLMHckaTa fokymeHTaums Ha 30J1 npu kaHauaaTcTBaHe 3a nevexne.

5. Ha aHTuBMpycHO nevenune nognexat n 30J1, HEOTTOBOPUNW HA NPEAXOXAALLO aHTUBMPYCHO NeYeHne, KakTo u Tesu ¢ peumave
Ha 60nec1-ra, npu noxHe 6-meceyHo npocneasisBaHe cnej crnupaHe Ha neveHveTo. V]H,C\VIKaLlVIVITe ca CblUUTE KaKTo U nNpwu
HenekysBaHuTe BonHu. |

6. CMELIMATIM3UPAHATA KOMUCUSA usnasa Pewenne cnep nposeaeHa AmGynatopha npoueaypa Ne 38 ,Am6ynatopHo
Haﬁmonerme U npocnegsisaHe Ha TepaneBTUYHUS OTroBOpP NpU nNauueHTwu, nony4Yasawy CKbNOCTPyBaWM neKapcTeeHn
NpoAyKTH No peaa Ha un. 78, T. 2 oT 330“ Ha ocHoBaHue un. 29 u un. 171 ot Pewenne Ne P[1-HC-04-24-1 ot 29 mapT 2016 .
Ha HapsopHusi cbBer Ha H30K u npepoctaseHa ot 30J1 meauUMHCKA AOKYyMEHTauus. CneuunanuaupaHata KoMucusi
CbxpaHsBa einH eksemnnap ot Pewenuneto. Mpu usgasaHe Ha npotokon Ha 30J1, cbxpaHsiBa BTOpW ek3seMnnsip Ha npoTokona,
BCUYKKN He06xo;mw| AOKYMEHTW 3a u3faBaHeTo My U K O I Hu e O T npurnoxeHue 1 Ha HacToAIWMUTE W3IUCKBaAHWUSA,
NONBLIHEHO NO CHLOTBETHATA TOMKA M NN O A MU CAaHO OT YJAEHOBETE Ha cneudaaumiadpanarta
KOMHCHSH.

§1. Hacroawmnre M3NCKBaHWA Ce M3[aBar Ha OCHOBaHHe YII. 56, an.1 or Haymonannna pamxos
AoroBop 3a MeAMUMHCKHTE AenHocTn 3a 2015 rogmuna (obH., AB, 6p. 6 or 23.01.2015 r.) n 4n.54, an.1 or
MpasnunHuKa 3a ycTposcTBOTO M AeHHocTTa Ha Haywowanwara 3gpasHoocHrypurenHa kaca (o6H. 4B,
6p.79 or 10.09.2013r.), yrespaernn ca or ynpasurenna Ha H30K n otmeHsr yrevpaennre ,M3ncKBanmna Ha
H30K npn nevenne Ha XpoHu4eH BupyceH C xenarnr npmu 6onwm Hag 18 rogmwmna BB3pacr B
Mu3BBHOGONTHMYHAaTa nomow™ (B cuna or 16.01.2017r.).

§2. Hacroswmnre nancksawms Bnn3ar 8 cuna or 1 mapr 2017 r. |

§3. Mopagennre npegmn 1 mapr 2017 r. B P3OK/H30K sansneHns C NPHIIOXEHH HINCKYyeMH
megnuunuHCKK M Apyra gokymernTn or 30J1 3a yrespxaasaHe Ha NPOToKonn 3a 6e3nHTepghepoHoBa Tepanns
npn xenarur C, ce pasrnexpgar npyv crna3BaHe Ha HacToALNTEe H3IHCKBaHHWA.
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NEKNAPALMA 3A UHOOPMUPAHO CBIMACHUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABL/MKABAHE HA
JNIEYEHUWETO C NEKAPCTBEHUA NPOAYKT

l

|

cries kato ce 3ano3Hax C usnata MU npeaocTaBeHa MHgopmauus W Uenta Ha JfIeYEHMeTO C fekapCTBEeHUs
L] 1 72 L P PPty W cnej Kato nonyyux usyepnartenHu OTroBopu Ha
nocTaBeHUTe OT MEH BbNPOCH, AAeknapupam Ye:

1. llle cnassam npenopbYaHaTa MU CXema Ha fle4eHne ¥ NEPUOANYHOCT Ha KOHTPOSHUTE nperneau.

2. PepoBHO we ce siBABaM Ha KOHTPOMHW Mperneay U HsMa Aa NPOMEHSIM CaMOBOMHO WNU NOA [APYro BHyLIEHWe
HasHayeHaTa My Tepanus.

3. [pu npeycraHoBsiBaHe Ha NEYEHUEeTO MO NPUYNHIW, HENPOU3TUYALLM OT pelleHneTo Ha KomucusTa 3a ekcneptuamn 8 P3OK
nvnu Komucusita no un. 78, 1.2 ot 330, we yBeaoms HezabaBHO nuuHua cu nekap n P3OK u we BbpHa B P3OK
nocnegHusi NPOTOKOS, MO KOWTO CbM Nonyyasan/a nekapcTBeHus NPoayKT.

4. T[pu HecnasBaHe Ha MOCOYEHWTE YCIOBMUS NIEYEHWETO MU C yNOMEHaTUs fiekapCTBeH NpoaykT we 6bae npekpaTteHo u
HsIMa Aa umam npeTteHumun kbm H30K.

[eknapatop:..

g 10
% N3NCKBAHWUSA HA H3OK MPU NEYEHUE HA XPOHUYEH BUPYCEH C XENATUT MNPU BONHU HAZ 18 TOAULIHA Bb3PACT
— B cuna ot 1 mapt 2017 ropuHa




