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nekyBaHn 12 cegm. 12 ceam.
FeHotun 4 HenekyBaHu 12 cegm. He 12 cegm. + | 12 ceam.
nekyBaHu 12 ceam. + RBV RBV 12 ceam. ako HCV RNA < 800 000 1U/ml
w24 ceam.
6e3 RBV 16 ceam. + RBV ako HCV RNA >
800 000 IU/ml
FeHotun 51 6 HenekyBaHu 12 cegm. He He He
nekyBaHu 12 ceam. + RBV | He He
w24 ceam.
6e3 RBV

*Neuerveto ¢ Sofosbuvir/ Ledipasvir Moxe Aa GbAE CKbCEHO A0 8 ceamui

TsixHata HCV RNA e noa 6 munuona IU/ml v yepHoapobHaTa dubposa e < F2.
** 8 ceAMu4HOTO fleueHwe ¢ Ombitasvir/ Paritaprevir/ ritonavir + Dasabuvir moxe aa ce NpeueHn 1 npunara npu HenekysaHu nauuentn ¢ HCV reHotun 1b u ¢
MUHUManHa Ao ymepeHa tubposa (F 0 < F2)
*** lo6ass ce RBV camo npu naunextn ¢ NS5A RAS Y93H, ako e HanuuHo W3XOAHO TecTyBaHe 3a RAS

LM Npy Henekysanu nauuent ¢ HCV reHotun 1 uHdekumst Ge3 LMposa, ako HUBOTO Ha

Cxemute Ha nieveHue npu naumeHtn ¢ HCV uHdbekuus ¢ komneHcupana (Child-Pugh A) yepHoapo6Ha uuposa,
HenekyBaHu Uiu nekyBaHu npeau, Ho He u ¢ AIAC ca:

Z Ombitasvir/ Ombitasvir/
HCV rexotun H;’;:x:::"’ SL':Z)'::::::I Paritaprevir/riton | Paritaprevir Grazoprevir/ Elbasvir T
: avir + Dasabuvir Iritonavir
FeHotun 1a HenekyBaHu 12 cegm. 24 ceam. + RBV | He 12 ceam. ako HCV RNA < 800 000
nekyBaHu 12 cegm. + RBV 1U/ml
wn 24 cegm.
Ges RBV 16 ceam. + RBV¥ ako HCV RNA >
800000 IU/ml w/ wnn Hanuuve Ha
nscnensare 3a NS5A nonumopdguamm,
NPUYNHABALLM NOHMKEHA aKTUBHOCT Ha
ELBASVIR
Fenotun 1b HernekyBaHu 12 ceam. 12 cepm. He 12 ceam.
neKkyBaHu
FeHotun 4 HenekyBaHu 12 ceam. He 12 cegm. + | 12 cegm.
neKyBaHu 12 cegm. + RBV RBV 12 ceam. ako HCV RNA < 800 000
unu 24 ceam. 1U/ml
6e3 RBV
16 cegm. + RBV ako HCV RNA >
800 000 [U/ml
FeHoTunose 5 | HenekysaHu 12 ceam. He He He
né nekyBaHu 12 cegm. + RBV | He He
unn 24 cegm.
6e3 RBV

* Jlobass ce RBV camo npu naumenty ¢ NSSA RAS YO3H, ako e HauHO H3X0HO TecTyBaHe 3a RAS

Cxemute Ha neyexue npu nauueHtu ¢ HCV reHotun 2 undekuus ¢ unu 6es YepHOApPOOHa UMpO3a, HenekyBaHU
Wnu nekysaHu npeau, Ho He u ¢ AINAC ca:

B Bonhu 6e3 uuposa BonHu ¢ KoMneHcupaHa unmposa
Cxema Ha neyexve ( peuo)
' Haunshu Be3 SVR Hauehu Be3 SVR
Sofosbuvir + RBV 12 X X X X
Sofosbuvir / Velpatasvir 12 : X X X

CxemuTe Ha neyenve npu naumentu ¢ HCV renotun 3 MHeKkuns ¢ unu 6e3 yepHoapo6Ha LUMPO3a, HenekyBaHu
WK1 nekyBaHu npeawm, Ho He u ¢ AAC ca:

B Bonuxu 6e3 uupo3sa BonHu ¢ koMneHcupaHa uuposa
Cxema Ha neyexve (c:::e)
E Hanshu Bes SVR Haushu Bes SVR
Sofosbuvir/ Ledipasvir + RBV 12 X X X X
Sofosbuvir/ Ledipasvir +/- RBV 24 x(aL)*
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Sofosbuvir / Velpatasvir +/-RBV 12 ceam. 12 ceam. + 12 ceam. +/- RBV*| 12 ceam. + RBV*|
RBV*|
24 ceam. (6e3 RBV)*|

24 cedmuyu 6e3 RBV, axo RBV e npomusonokasaH unu mpydko ce noxacs; ficamo ako e Ha nuue NS5A RAS Y93H u3xodHo; (AL)) - dexomneHcupaHa yuposa

3. lleyeHue Ha naumeHTn ¢ AeKoMmneHcupaHa YepHoapo6bHa uuposa

Mauvent ¢ fekomneHcupaHa umposa, 6e3 HCC u ¢ MELD ckop < 18-20 uHcbekTnpanm ¢ HCV reHoTunose 1,4, 5 u 6
Tpsibea Aa GbaaT nekysanu cbe Sofosbuvir / Ledipasvir unu Sofosbuvir/ Velpatasvir 3a 12 ceamuum ¢ Ribavirin. Hayannata gosa
Ha Ribavirin B Tesu cnyyau e 600 mg aHeBHO ¢ nocneapallo HanacBaHe B 3aBUCMMOCT OT NOHOCUMOCTTA.

MNauuenTn ¢ gekomneHcupana umposa, 6e3 HCC u ¢ MELD ckop < 18-20 uHdpekTpanu ¢ HCV reHotun 2 Tpsibea aa
6baat nekysaHu cee Sofosbuvir / Velpatasvir 3a 12 ceamuum ¢ Ribavirin.

Nauyventn ¢ aekomnexcupaa umposa, 6e3 HCC n ¢ MELD ckop < 18-20 nHektupann ¢ HCV reHotun 3 Tpsibea aa
6baat nekysahu cbe Sofosbuvir / Velpatasvir 3a 24 ceamuuy ¢ Ribavirin.

MauuenT ¢ AekoMneHcupaHa LMpo3a 1 KOHTPaUHANKaLMK 3a U3nonaeaxe Ha Ribavirin (xemornobu < 85 g/l) Tpsibea aa
nonyyar 24 ceamuLm nevenmne cbe Sofosbuvir / Ledipasvir unu Sofosbuvir / Velpatasvir 6e3 RBV.

lMauueHTuTe ¢ AeKoMNeHcMpaHa LMpo3a 1 MHAMKaLMK 3a YepHoapoBHa TpaHcnnavTauus ¢ MELD ckope 2 18-20 Tpstsat
Nbpeo Aa GbAAT TpacniaHTUpaHu M Cried ToBa fieKyBaHW. AKO BPEMETO 3a YakaHe Ha [JOHOp e noBeye OT 6 Meceua, Teau
nauveHTV morar Aa 6bAaT nekyBaHu Npeav TpacnnaHTauusTa no onvcaHaTa no-rope cxema.

4. lleyeHne Ha NALMEHTH, HEOTFOBOPMUNM Ha NPEAMLLIHO aHTUBMPYCHO neyenue ¢ DAAs.

CxemuTe Ha neveHue Npu NaumeHTn ¢ XpoHuyHa HCV mHdekums, 6es yepHoapobHa LUMpo3a, fieKyBaHu npeau c
eauvH unu Hakonko DAAs, 6e3 nocturave Ha SVR ca:

Heycnewna Tepanus eHoTun Sofosbuvir / Ledipasvir Sofosbivir / Velpatasvir
PeglFN-a + RBV + Telaprevir unu | 1 12 cegm. + RBV He

Boceprevir

NS5A uHXMOUTOPHU pexumu | 1-6 He no wusKknioyeHne 24 cegm. +
(Ledipasvir, Ombitasvir, RBV*

Elbasvir)

* Mopaau nunca Ha KaTeropuyHM KNUHWYHU JaHHu, B noakpena Ha edukacHocTTa Ha Sofosbivir/ Velpatasvir 3a neyene Ha
nauneHTn C HeycnelHa NpeaxoaHa Tepanusi CbC cxema Ha neyenue, skniousaiia NS5A HXMBUTOPHM pexumu, Tepanus Moxe Aa
ce 06CbAM eAMHCTBEHO NPy Te3u, 3a KOUTO Ce CYMTa, Ye Ca NOA BUCOK PUCK OT KIIMHWUYHA MPOrPecus Ha 3aBONsIBaHETO 1 3@ KOUTO
HAMa anTepHaTUBHWA Bb3MOXHOCTM 3a fieyeHue. [MoBTOpHO neuyeHue ce npoBexaa He MO-paHo cnej 12 MeceueH nepvog Ha
npocneasisaHe crep kpas Ha npeaxoaHara Tepanus.

5. lleyeHve Ha nauMeHTH C NOCTTPAHCNNAHTALMOHEH peuuamns Ha HCV uHdekuusaTa

Beuukv naumMenTm ¢ nocTTpaHcnnanTauvoreH peumavs Ha HCV uHdekuns Tpsibea aa ce UMaT npeasua 3a Tepanvis.

OcTbp xonectatuyeH xemaTuT UM HaNW4METO Ha ymepeHa A0 oblwmpHa hubposa unM nopTanHa XMNEpPTOHUs eaHa
roAvHa cnej TpaHCnnaHTauwsTa npeackassa Gbpsa nporpecus Ha 3abonsiBaHETo U 3aryba Ha npucaakaTa W U3KUCKBa CNeLLHO
AHTUBUPYCHO fneyeHme.

MauveHTuTe ¢ nocTTpaHcnnaHTaunoHeH peumans Ha HCV reHotun 1, 4, 5 unn 6 uHdekums 6e3 UMpo3a, ¢ koMneHcupaHa
uvposa (Child-Pugh A) unu c aekomneHcupaHa uuposa (Child-Pugh B unu C) cnep TpaHcnnanTaums, Tpsiosa aa Gbaar nekyBanm ¢
koMGuHaumsiTa ¢ dmkcupaHa Aosa Ha Sofosbuvir / Ledipasvir unu Sofosbivir/ Velpatasvir 3a 12 ceamuuv ¢ aHeBHa ao3a
Ribavirin 6asupaxa Ha TenecHoto Terno (1 000 mg unm 1 200 mg CLOTBETHO NpY NauneHTn < 75 kg unu 2 75 kg) 6e3 pa e
HEOGX0AMMO MMYHOCYNPECHBHO aanTupaHe Ha feKapcTBeHaTa A03a (C Bb3MOXHO naknioyeHue 3a Everolimus).

MauveHtuTe 6e3 LMposa unu ¢ komnexcupakxa upo3sa (Child-Pugh A) cnea TpaHcnnaHTaLus MoraT Aa 6baar neKyBaHu C
komGuHauus ot Paritaprevir/ ritonavir, Ombitasvir u Dasabuvir ¢ Ribavirin B npoabmxeHue Ha 24 cegmuum (HCV reHotunose 1 un
4). Nosata Ha Tacrolimus TpsiGea aa ce kopurupa Ao 0,5 Mg BeAHBbK ceaMudHo unm 0,2 mg Ha BCceku 3 JHU, AoKaTo Ao3aTa Ha
Cyclosporin A Tpsibsa Aa ce kopurpa Ao efHa neTta OT JHeBHaTa 403a, nonyyeHa npeau nevexnneto Ha HCV BeaHbX AHEBHO.
Paspeluena e ynotpe6ara Ha Prednison B 403 <5 mg/aeH, Ho u3non3asaHeTo Ha mTOR NHXUBUTOPM He ce npenopbyBa.

6. lleuenue c IIAC npu cneumuanHm rpynu ot nauueHTu.

Nauventute ¢ HCV n HBV kouHekums Tpsbea aa ce nekysat cbC cbiumte DAAs pexumu 3a epagukauus Ha HCV,
Cre/iBaviku CbluMTe Npasuna, kakto npu naumentute ¢ HCV MoHOMHdbeKLms. ChblyecTByBa NoTeHUMAnNeH puck oT peakTueaums Ha
HBV uHdekumata no Bpeme u creq ycnelwHa epagukauusi Ha HCV, koeto npasu 3agbmxutenHa cbnbTeala HykneosuaHa/
HykneotuaHa Tepanus npu HCV u HBV kouHdekuus. MaumeHtute ¢ xpoHnua HCV uHdbekumsi nokasanu 3a DAAs Tepanus
TpsibBa Aa ce nscneasar 3a HBsAg v anti-HBc total u npu nonoxutenen pesynTar Ha anti-HBc total ce uscneasar antiHBs Tutbp n
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HBV DNA. Mpu HBV uHcbekuns e HanoxutenHo 3anodysaHe Ha HykneosuaHa Tepanus 3a HBV(cunbTBawa Tasu ¢ DAAs).
TNevenveto Ha akTMBHaTa xenaTtut B BUpycHa MHdekLMs npoAbMXaea NnoHe eaHa roauHa cnef CrvpaHeTo Ha NeyeHWeTo Ha
xenatut C BUpycHa WHeKums.

MauveHTuTe cbe 3HauuTenHo yBpeseHa 6b6pedHa yHkums (€GFR < 30 ml/min/1,732) unu B kpaeH cTaawit Ha Gb6pPeyHo
3abonsBaHe Ha xemoawanuaa, uHpekTMpanu ¢ HCV reotun 1a ce nekysat ¢ Ombitasvir/ Paritaprevir/Ritonavir + Dasabuvir
3aeqHo ¢ Ribavirin (200 mg Ha aeH/ 3a 12 ceamnun; AKo nauveHTUTe ca Ha Tepanua ¢ kombuHauusita Grazoprevir / Elbasvir
NIBYEHNETO € C MpoAbMKUTenHocT oT 12 /16 ceamuum (8 3aBMcuMOCT OT HMBO Ha HCV RNA u uacnegsaxeto 3a NS5A
NONMMOPCM3MK, NPUYMHABALLM NOHMKEHa akTuBHOCT Ha ELBASVIR ), 3aeaHo ¢ Ribavirin (200 mg Ha AeH), ako M3XOAHOTO HUBOT
Ha xemornobuHa e > 100 g/l.

lMauneHTuTe Cbe 3HAaUNTENHO yBpeaeHa Gbbpeuna yHkums (€GFR < 30 ml/min/1,732) unu B kpaeH cTaaui Ha Gb6peyHo
3abonsBaHe Ha xemoananuaa, uHdektupanu ¢ HCV reHotun 1b ce nekysat ¢ Ombitasvir/ Paritaprevir/Ritonavir + Dasabuvir 3a 12
ceaMUUM Unu ¢ komBuHaumsta Grazoprevir/ Elbasvir 3a 12 ceamuum 6e3 Ribavirin.

Mauwenture ¢ HCV-cabp3an HCC yecTo umaT HanpeaHana yepHoapobHa ¢ubposa n TpsbBa fa NonyyaT aHTMBMPYCHa
Tepanusi.

A. MoHuTOpMpaHe Ha edheKTUBHOCTTA Ha TepanuaTa

IMpu nauueTy, nekysanu ¢ AAC, HCV PHK Tpsibsa Aa ce 13MepBa B HAYanoTo Ha NeYeHNeTo, Ha 4-Ta ceamuua 1 B
Kpasi Ha NeYEHNETO (CbOTBETHO 12 Unn 24 ceamnLA), KakTo 1 Ha 12 u/ nnn 24 ceamuua cnes Kpasi Ha neYyeHueTo.

Tabnuua Ne 2

WU3acneasanus Mepwoa Ha neyexue MNpocneasisate
24c [ Wax. fE=Be "1 "4c | 8c_ 4 12c | 24c +12c | +24c

XEMATONOTUYHN
XEMOrnobuH v v v v v v v v
EepuTpOLUTH v v v v v v v v
NEBKOLUTH v v v v v v v v
TpomGouuTn v v v v v v v v
BUOXUMUYHU
ACAT v v v v v v v v v
ANAT v v v v v v v v v
rmmn v v v v v v v v v
Ad v v v v v v v v v
Bunupybur: obuyaup v v v v v v v v
06w 6enTek v v v v v v v v
Anbymux v v v v v v v v
INR v v v v v v v v
Kpeatnhux v v v v v v v v
KpubBHa 3axap v v v v v v v v
vk kucenuxa v v v v v v v v
BUPYCONOrUYHU
Anti-HCV v
HCV RNA v v v v v v
HCV reHoTun/ noareHotun v
HBsAg/ anti-HBc total v
Anti-HIV v
Child * v v v v v
MELD* v v v 4 v
WHCTPYMEHTANTHU
Exorpacus ¢ gonnep* v v v v v
orer v
AOPYTU
TSH v
anti HBs Tutsbp ** v
HBV DNA** v

* IMpu OanHu 3a 4epHoOpobHa yupo3a
**Mpu nonoxumenex pesynmam Ha anti-HBc total

E. Mpocneassane Ha nauMeHTH cnep nocTuraHe Ha TpaeH BUpycornoruyeH otrosop (TBO)

Mauvnentute 6es umposa ( go F2 Bkn.) u ¢ TBO, ANTAT u HCV PHK TpsiGea ga 6baat NOBTOPHO M3cneaBaHn Ha 48-marta
cegmuua cnep Kpas Ha nevyeHueTo.

Mauventn ¢ umposa (F4) u Teau ¢ HanpeaHana cunbposa (F3) u TBO TpsiGea aa ce Habnogasat 3a xenartouenynapeH
kapuutom (XLK wnn HCC) Ha Bceku 6 meceua upes abaomuHanta exorpacusi, KakTo M 3a yCNOXHeus Ha nopranHata
XUNepTOHUSA.
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lpu nauvexTuTe C Tekywa ynotpeba Ha HapKOTULM 1 MPpU MBXKE, KOUTO MMAT CEKCyasnHi KOHTaKTU C MbXe C TeKylio
puckoso noseaerve, cnea TBO cnegpa fa ce npeanpueme npocneasisaHe 3a nostopHa HCV uHpekums upes exerogHo
uscneasaHe Ha HCV PHK.

3abenexka: CneunanuampaHute KOMUCUM NEPUOAUYHO (Ha 6 meceua) usnpawar kbm Komucusita B LIY Ha H30K otuyetu ¢
MOMMEHEH CrUCHLK Ha BCUUKM IeKyBaHN NaLMeHTH, C OTYETEHN PEe3ynTaTh OT NIEYEHUETO - PaHEeH 1 TpaeH BMPYCOMoruyeH
otrosop. Mpu naunenty, nekysanu ¢ AfIAC, HCV PHK Tpsi6sa ga ce M3MepBa B Ha4YanoTo Ha nevYeHuneTo, Ha 4-Ta cegmuua
(PaHeH BUPYCOmNOrMYeH OTrOBOP) U B KPasi Ha NIEYEHUETO, CLOTBETHO 12 Unu 24 ceaAMULA (BMPYCOMOrUYeH OTroBop B Kpast
Ha neveHuneTo ). Mo-HaTaTbk NpocneasBaHeTo ce M3BLPLWBA Ha 12 u/unu 24 ceaMuUa cnef Kpas Ha nevyeHueTo (TpaeH
BUPYCONOrUYeH OTroBop).

NauuenTute 6e3 umposa ( Ao F2 Bkn.) u ¢ TBO, HCV PHK Tpsi6sa aa 6bae u3scneasaHa Ha 48-maTa ceamuua cneg
Kpas Ha Nne4yeHueTo.

MNauuenTure ¢ umposa (F4) u Tean c HanpeaHana ¢ubposa (F3) n TBO TpsibBa pna ce HabniogaBaT 3a
xenarouenynapeH kapumHom (XUK unu HCC) Ha Bceku 6 meceua upes abaomuHansa exorpagms, KakTo 1 3a yCrOoXHeHUs!
Ha NOPTanHaTa XUNepTOHUS.

B Kkpas Ha kaneHgapHaTta roauHa e Heo6XoAMMO Aa ce M3npala obuy AOKNaA ¢ BCUYKM NeKyBaHW MauueHTw, ¢
OTYETEeHU pe3ynTaTi OT TepanusTa.

Il. OBLLM USUCKBAHUA

1. Tpu HasHa4aBaHe Ha Tepanusi No NPOTOKOMN 3aJbIKUTENHO Ce ChOBPa3ABAT BL3PACTOBUTE OFPAHMMEHNS, ChINACHO KpaTkara
XapakTepucTUKa Ha CbOTBETHUS SIEKapPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

2. H30K He 3annalua neyeHue n3sbH ykasaHaTta Bb3pacToBa rpaHuLia B KpaTkaTa XapakTepucTika Ha npoayKkTa.

3. H30K He 3annawa nedeHue ¢ 403 Hajs MaKCUMAIHO paspelueHnTe no kpaTka XxapakTepucTika Ha NpoayKkTa.

4. B cnydait Ha HacTbnuna Noao3MpaHa HexXenaHa fiekapcTBeHa peakuws, nekapsT ysegomsiea WA no peaa Ha un. 184 ot
3MMXM. Konue ot cboblierreTo ce npunara kbM MEAULMHCKATa AOKyMeHTaums Ha 301 Npu kKaHAMAATCTBAHE 3a NeyeHve.

5. Ha aHTuBupycHo neuenve nopnexat u 30J1, HEOTFOBOPUNM HA MPEAXOXAALLO aHTUBUPYCHO NEYeHNe, KaKkTo 1 TE3N C peLmavs
Ha Gonectra, npu noHe 6-MecedyHo npocrieasBaHe Criej CMpaHe Ha fEYEHWEeTo. VHaukauuuTe ca CblyuTe KakTo M npu
HenekyBaHUTe 60NHuU.

6. CNELIMATIU3NPAHATA KOMUCUA usnasa Pewenne cnea nposeneHa AMBynartopHa npoueaypa Ne 38 ,OnpegensiHe Ha
nnaH Ha neveHue W NpocneasiBaHe Ha TEepaneBTUYHWA OTFOBOP NPW MAaUMEHTW, MOMyYaBally CKbLMOCTPYBALUM NEKapCTBEHM
npoaykTM no peaa Ha 4. 78, 1. 2 330 Ha ocHoBaHue un. 53 u un. 303 ot HauuoHaneH pamkoB AOrOBOP 3a MeAULMHCKUATE
AeiHocTn mexay HauvowanHaTta sapaBHoOCUTypuUTENHa kaca u Bbnrapcku nexapcku chbios sa 2018r. (o6H., B, Gp. 28 ot
29.03.2018 r.) u npepocraseHa ot 30J1 MeauuMHCKa AOKYMeHTauusi. CneuwanuaupaHata KOMUCMS CbXpaHsBa eauH
exsemnnap ot PewenueTo. Mpu nsgasate Ha npotokon Ha 30J1, CbxpaHsiBa BTOPU eK3eMNNSIp Ha NPOTOKONA, BCUUKI HEOBXOAMMM
AOKYMEHTU 32 U3AABaHETO My U KOMWe OT NpunoxeHue 1 Ha HaCTOAILMTE U3UCKBAHUSI, MOMbIIHEHO MO CLOTBETHATa TOYKa U
NOANWUCAHO OT YNEHOBETE Ha CreuranuampaHaTa KOMUCHS.

Hacmosiwume usuckeaHus ca pagpabomeHu Ha ocHoeaHue un. 58 om HauuowaneH pamkos 002060p 3a MEOULUHCKUME
dediHocmu mexdy HayuoxanHama 30pasHoOCU2ypumenHa kaca u Gbnzapcku nexkapcku cbio3 3a 2018z. (06H., /1B, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHMUE 3

AEKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSITA 3A 3ANOYBAHE/ NPOABMKABAHE HA
NEYEHMWETO C NEKAPCTBEHWUSA NPOAYKT

Crea Kkato Ce 3ano3Hax C usanata MW npeocTaseHa  MHGOpMaLus M Uenta Ha NEeYEHWeTO C nekapcTBeHus
LLLTIVLG R ORI W Crej KaTto nonyynx msyepnateniHu OTrOBOpU Ha
NOCTaBEHNTE OT MeH BBNPOCY, AeKnapupam ye:

1. Llle cnassam npenopnyaHaTa M1 CXeMa Ha NeYeHme 1 NEePUOAMMHOCT Ha KOHTPOMHUTE Nperneau.

2. Penoéuo e Ce ABSBaM Ha KOHTPOMHM MPernean v HAMa Aa NPOMEHsM CaMOBOMHO MW NOA APYro BHYLLEHWE
HasHayeHata Mu Tepanus.

3. Mpu npeycranbenaaue Ha NeYEHNEeTOo No NPUYMHU, HeNpPoOU3TUYaLLYM OT peleHneTo Ha KomucusTa 3a ekcneptuan B P30K
wvnn Komucmusta no un. 78, 1.2 or 330, we yBenoms He3abaBHO JIMMHUSA CU nekap n P30K u we BbpHa B P30K
nocneaHNs NPOTOKON, MO KOWTO CbM MonyyaBarn/a NekapcTBeHns MpoAyKT.

4. Tpu HecnassaHe Ha NOCOYEHUTE YCNOBUS NIEYEHUETO MU C YNOMEHATUS NeKapCTBEH NpoAyKT Lie Gbae npekpaTeHo u

HAMa Aa umam npeteHuun kem H30K.

bata.......... e e
FeKNaPaTOP:........ 88 . ...........cccoisienrinnsrnnrssnsnsesnsssssenssssnsenns
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M3NCKBAHUA HA H30K
NPU U3AABAHE HA MPOTOKONN 3A MPOBEXAHE HA NEYEHWUE HA UHOEKLMUSTA C HCV NPU
BONHWU HAZl 18 FOAULLIHA Bb3PACT

MpoTokonsT ce M3faBa OT CMEUMANUCTM - racTPOEHTEPONIO3M OT CreuNanu3nupaHa KOMUCHS B neyeGHM 3aBefieHus 3a
6onHuuHa nomow, ckntounnu gorosop ¢ H30K. Cneunanuaupanute kommucum ce Cb3gasat CcbC 3anoBes Ha AupekTopa B
cneawuTe nevebHn sasepexns: YMBAT "Cseta Mapuna" EALl — rp. BapHa, YMBAJ "Ceetu leopru" EAL] — rp. Mnosawue, YMBAT
JUapuua VoanHa — EALl" - mp. Codusi, YMBAN ,Ceetn MeaH Puncku EALl — rp. Cocms, YMBAN Anekcawaposcka® EAL — p.
Cocpusi, BMA — rp. Cochus, ,AmxuGanem Cutu Knunuk MBAJ Tokyaa“ Afl - rp. Codbusi, YMBAT "COPUAMEN" 00 - rp. Cochus,
MW — MBP - rp. Codma, YMBAT ,Mpoc. a-p CtosiH Kupkosuy® ALl - rp. CTapa 3aropa, YMBAI ,[0-p Feopru Ctpancku* EAL] —rp.
Mnesex, ,CUTU KINIUHWK YMBAN“ EOOA - rp. Codbusi, YMBAT ,Kacnena“ EOOA - rp. Mnoeave.

*lpu ecsika NPOMsAHa Ha CbCMaea Ha creyuanu3upaHume KOMuUcuu ce npedocmaes akmyanu3upaHa 3anoeed Ha dupekmopa Ha J13.

|. PE[} 3A 3ABEPSIBAHE HA MPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha nevexve

= [onbnHeHo 1 NoanNMcaHo Npunoxenue 1 — NUCT 3a onpesensHe Ha KpUTepuUTe
(no T.A) ¢ BCuuku HeoBXoaUMM U3creaBaHmns

= AKTyanHa KNWUHUYHA enuKpu3a OT nocneaHoto nponexasaHe B JI13BM cbe
Cb3fafeHa crneyuanusupaHama Komucus, npeanarawa 60nHus 3a neyexue
CMELIMATIU3UPAHA * PelleHne Ha crneunanuaMpaHa KOMUCMSI C MHTEpNpeTauns Ha M3cneaBaHusTa
KOMUcua npes npeaxoaHuTe 6 Meceua U SiCHA MeAUUMHCKA MOTMBAUMS 3a NpeanaraHoTo
neyeHmne (3aabnXnTenHo ce oTbensasa nunca Ha U3KIYBaLLM KpUTepum)

= ‘“NMpoTokon 3a npeanucsaHe Ha nekapcTea, 3annawaxu ot H3OK/P30K” — obp.
M3-H3O0K (nodnucax om ecuyku YneHoge Ha crieuuanuaupaHama KoMucust)

Komucus no un. 78, . 2 3aBepka Ha
ot 330 B LlY Ha H30K npotokona B P30K

Mpotokonu 3a npoAbMKaBaHe Ha NneYeHue

= [lonbnHeHo 1 noanucaHo npumnoxeHue 1 — nucT 3a onpeaensHe Ha KputepuuTe

(no 1.6)
= PeweHune Ha cneunanuanpaHa KOMUCUSI C UHTEPMPETALMSA Ha WU3CNeaBaHuATa no

Tabnuuarta 3a npocneasisBaHe Ha NPUMOXEHUE 2 U iCHA MEAULMHCKA MOTUBALMS 3a
CNELMANMSUPAHA | npeanaraHoTo fedveHne (3aabnKUTENHO ce OTOensidaBa nunca Ha W3KMIYBaLM
KOMUCUA KpUTepUU)
= “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaqu ot H3OK/P30K” — 06p. M3-
/ H3OK (nodnucan om ecuyku uneHose Ha creyuanu3upaHama KOMUCUs)
Komucus no un. 78, 1. 2 3aBepka Ha
o1 330 B LIY Ha H30K npotokona B P30K

Il. OBLLM NONOXEHUA

1. 3011 nopasa noaroteeHuTe AokymeHTU B P30K, Ha TepUTOpUATa Ha KOSITO € HanpaBumno n3bop Ha ONJ. [lokymeHTuTe
BKIIOYBAT:

1.1 3anBnenue no upektopa Ha P3OK.

1.2 MonbnKeHo n nognucaHo npunoxexue 1, 2 u 3. Monbnea Ce N0 CbOTBETHATA TOUKA U Ce npunara otpaseHara B uucgpos
VIHAGKC MEAULIMHCKa AOKYMEHTaLus, yaoCToBepsiBalla BCEKM €AnH OT kpuTepuuTe. Mpunara ce u NbnHus Habop ulcneaBaHUs
(MHCTpYMeHTanHu n nabopatopHu) n nonbiHeHa Tabnuua 2.

1.3 “NMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawauu ot H30K/P30K” — 06p. M3-H3OK. Mpunara ce opuruHan Ha
npoTokona, a npu KaHAWAATCTBaHe 3a NPOAbMXABaHe Ha TepanusTa ce NPeACTaBs OPUTMHAN Ha MPEAXOAHWS NPOTOKOM C
OTPa3eHN BCUYKN Ha3HAYEHUS MO HEro.

1.4 leknapauus 3a MHhOpMUpaHo chbrnacue no obpasel (NpunoxeHue 3).

2. P30K npuema gokymeHTuTe no T. 1 cneg cnpaBka OTHOCHO 3ApaBHOOCUrypuUTenHus ctatyc Ha 30/1.
3. MpoTokon®T 3a neveHue ¢ AMPEKTHOAENCTBALLM aHTuBupycHu cpeactea (AOAC) ce uzgaea 3a 12 unu 16 cegmuum,

CbINacHo u3nuckeBaHuaTa B Mpunoxexue 1. Mpu naumeHTuTe, 3a KOUTO € NpeLeHeHo, Ye ce HYXOasT oT 24 ceAMUYHO
fleyeHue we ce uagasat 2 npoTokona 3a no 3 mecewua.
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NPUNOXEHMUE 1

TIUCT 3A ONPERENSHE HA KPUTEPUWTE NPU NPOBEXAAHE HA BE3UHTEP®EPOHOBO JIEYEHUE HA XPOHUYHA
HCV MHOEKLUA C AUPEKTHOOENCTBALLM AHTUBUPYCHU CPEACTBA (AAAC) NPU BONHWU HAL 18 TOAULLHA
BB3PACT

[ Ume: [ ErH I | l l I ’ J ' [ !j

3abenexka: meduyuHckama OOKyMeHmayus, ydocmosepsisawia 6ceku om KpuMepuume € nocoYeHa C yughpa 6 uHOexc u 3adbmKumenHo npudpykaea
HacmoawWomo npunoxeHxue.

A. UHaukaumm 3a nevyenue

NaumeHTn ¢ xpornyHa HCV uHdekums, HenekysaHu U nekysanm HEYCnewHo C aHTMBMpYCHa Tepanus, noanexar Ha
Tepanusi C AMPEKTHO ABNCTBALLM aHTUBMPYCHN cpeacTsa (AIAC).

JleyeHneTo ce nposexaa Npu NauMeHTU C  EKOMNEHCUPaHa LMPO3a W KpaeH CTaawii Ha GbEpeuHo 3abonseaHe Ha
XeMOAanu3a; Npu NauneHT ¢ mbposa 1 KoMNeHcupaHa LMpo3a; Npu NAUMEHTH C KITMHUYHO 3HAYMMA U3BbHUYEPHOAPOGHa U3sBa
Ha HCV nHbeKuMATa (KNMHUYHO W3SIBEHN BACKYNUTY, Pa3NuUHM NO TEXeCT GbOPeYHN 3aBonsBanms, nuMGOoMM); Npy NaLMeHTH,
HEOTIOBOPUIN Ha NpPeALecTBalla Tepanus ¢ uHTepdepoH anda u ribavirin; npu naumexT ¢ HCV uHgekumMs v TpaHCNNaHTUpaHu
OpraHu; Npy NALUMEHTU Ha MMYHOCYNPECUBHA MNK BUONOrMiHa Tepanusi; MPU PUCKOBM MaLMEHTU 3a pasnpocTpaHeHue Ha HCV -
HIV-nonoxwtenku nuua. Mauventute ¢ npeaxoxaalia 3noynotpeba C HAapkOTMYHW BELLECTBA M HA 3AMECTUTENHO NeueHue,
33AbMKUTENHO MPEACTaBAT yA0CTOBEPeHE OT NPoCeAsBalLMs LeHTbp/nporpama.

B. Kputepum 3a 3anoYsaHe Ha neyeHue

1. Hanuune Ha HCV uncbekumsi: nonoxutenHo HCV antutsno; Hanuume Ha HCV RNA Huso (HMBO Ha oTkpuBaHe < 25
Ul/ml); HCV rexotun; HCV noareHotunose 1a u 1b npu Tepanus ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR +
DASABUVIR) u ELBASVIR/ GRAZOPREVIR; aktyanes HCV reHOTMN 1 NoAreHOTUNOBe cried BCSikAa NPEAXOXAaLla aHTUBUPYCHA
Tepanusi. Mpn nederve ¢ ELBASVIR/ GRAZOPREVIR Ha HCV uHdekums ¢ reHotun 1a — uscneasate 3a NS5A nonumopduamu,
NPUYNHABALLM NOHUXEHA akTUBHOCT Ha ELBASVIR.

2. XvctonoruiHa oueHka no Metavir — npu naumeHTn ¢ xpoHnyeH xenatut C 6e3 yepHoapobHa LUMpo3a u npu nunca Ha
NPOTMBONOKa3aHUs 3a W3BbpLUBaHE Ha YepHoapobHata Guoncus. XWUCTONMOMMYHOTO M3CrieaBaHe € HeoBXOAMMO MpU BCUYKM
NauveHTy, C U3KIYeHne Ha 6onHn Ha xemoananuaa u ¢ GbOpeyHa TpaHcnNaHTauus.

3. Texect Ha yepHoapobHaTa umposa: Child - knac u ckop; MELD ckop.

4. MNpepwecTsallo neyeHue (B, roAnHa, oTroBop/6e3 OTroBOp) M CTPAHNYHI PeaKLM.

5. MNpuapyxasaluy sabonsisaHns U AaHHW 3a Tepanusi C U3BposiBaHe Ha NekapcTBEHNTE NPOAYKTY.

6. MMpeaTepaneBTyHa oOuLeHKAa Ha CLBMECTMMOCTTa MexAy NnaHupaHata GesuHTepdepoHoBa Tepanus v aocera
NpoBEXAaHo NeYEHNEe Ha ChTbTCTBALLYW 3abonsiBaHus

7. Jlunca Ha Msxmoqaaum Kputepumn

1. KnunuuHo-nabopatophu nokasatenu: ASAT u ALAT,an6ymuH, Tpomboumty, 6unupy6us, INR '

2. Bupycen cratyc: 2
¢ AHTM HCV aHTuTena

* HBsAg/ antiHBc total
¢ HCV PHK nuBo
¢ [eHoTunuampaxe Ha HCV

¢ TMoarexoTunose 1a u 1b npu Tepanun ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR +
DASABUVIR) n ELBASVIR/ GRAZOPREVIR

3. XuCTOnorMyHa akTMBHOCT: Genean Ha YepHoaPOBHO Bb3naneHue u unbposa, oueHeHa Ypes Metavir 3

4. Jlvnca Ha usknoyBalm kputepum no T. B

, 1@ OpuruKanta Gnawka ot n1aGopaTopwst (3aBEPEHO M MIOANIMCAHO KONWE), NPU HaNWIWe Ha XOCTIMTANM3ALMA Ce NPUNara enukpH3a ¢ Homep U3
: OpurMHaneH uw unn NoANUCaHo  3asepeHo konne (HCV PHK ce uacnepsa ¢ konuyecteeH PCR) - akTyanHocTTa e 40 6 Meceua npean KaHAWaaTCTBaHETO
, OPUrMHanka 6naHka OT XUCTOMNOMMYHO UICNIEABAHE — AKTYaNHOCTTa € A0 4 FOAUHA NPEAV KAHAMAATCTBAHETO

YAOCTOBEPSBA Ce C MNOANUC Ha CrieuManicTa B MpUnoxeHve 1 Ha HACTOSILUUTE M3NCKBAHUS M Ce NpUNaraT HeoBXOAMMMTE u3cneABaHus, OTpaseHu B Tabnuua 2 u
KOHCynTaumm

)
o 3
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B. UskniouBawm kputepum u cLobpaxenus
Hsima abcomntoTHy KOHTPaMHAMKALIMK 3@ NEYeHNe C AMPEKTHO AeiCTBaLLM aHTuBupycHu cpeactea (DAAs).
Sofosbuvir Tps6ea aa ce n3nonsea c BHUMaHWe npu nauneHT ¢ eGFR < 30 mi/min/1,73 m2,

Jleyerneto ¢ NS3-4A npoteasHu uHxubUTOpW, KaTo Paritaprevir unu Grazoprevir, He Tpsibsa aa ce u3nonsea npu
nauvmenTy ¢ aekomnercupata (Child-Pugh B u C) umposa unu npu Child-Pugh A umpoau, KouTo B MUHANOTO ca umanm enu3oau Ha
[AeKoMmneHcauus.

Mpy naumeHTUTe C xpoHnuHa HCV uHdekuns 1 0cobeHo Tesn ¢ Npuapyxasaluy 3a6onsBaHus, 3a KOUTo nonyyasar
CBOTBETHATA TEpanus, 3aabIKUTENHO TpsiGea Aa 6bae 06CHAGHO U OLIEHEHO B3AUMOAENCTBMETO MeXay AMPEKTHOAEeCTBALLMTE
aHTUBMPYCHI CPEACTBA 3a NneyeHune Ha xenatut ,C* 1 nekapcTBEHUTE NPOAYKTM 3a OTAENHUTE 3a60NsABaHMS, KAKTO U Bb3MOXHUTE
PUCKOBE 3a NaUMEHTa OT HEOLIEHeHM NlekapCTBEHN B3auMoaeicTams. BbnpochT 3a B3aMMOAEIACTBMETO Ha Te3n MeauKaMeHTH ¢
OLAC o Tepanusita Ha HCV uHdbekumsiTa € OT KNIOYOBO 3HaYeHNe 3a 6e30MacHOCTTa Ha nekyeanute. Heobxoaumo e nevexmeTo
¢ [INAC pa ce 3anoysa cnes noapoGHa NpeaBapuTenHa oLeHKa Ha MexayrekapCTBEHUTE B3aUMOASHCTBHNS, BKI. KOHCynTauuu
CbC CbOTBETHUTE CMIELMANNCTU U KOPEKLUA Ha A03MPOBKaTa, CNMpaHe Ui CMSHa Ha NPUeMaHnTe NekapcTBeHN NPOAYKTA.

MpenopbyBa ce npu nauueHTy, NpU KOUTO Ce O4akBa HWCKa CTEMEeH Ha NpuabpXaHe KbM TepanusTa, — Haul-Bede
NauMeHTN CbC 3HaYMTeNHa KOHCyMauus Ha ankoxon w/unu 3noynotpeba ¢ HapKOTU4YHW BELLECTBa, NPUOPUTETHO [a Ce peluat
npobnemure, CBbpP3aHu CbC 3noynotpebarta 1 Aa ce OTNIOXM NeYeHneTo Ha xenatut C [0 TAXHOTO cTabunuanpate.

OTroBaps Ha kKpuTepuuTe 3a 3anousaHe / B AHeBHa n03a
npoAbLMKaBaHe Ha NEYEHUETo ¢

M3NCKBAHNSA HA H3OK NMPU NEYEHWE HA XPOHWUYEH BUPYCEH C XENATUT HAL 18 TOOULIHA Bb3PACT
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MPUNOXEHUE 2
I. Jleye6HO-AMarHOCTMYEH anropuTbLM

1. NekapcTeeHu npoaykTy, Bklouenm B Mpunoxenue 1 Ha MIC, kouto H30K 3annauja B CbOTBETCTBUE C AencTBalmnTe
HOPMaTUBHU AOKYMEHTN

Tabnuua Ne 1
INN MKB Hosa l
Sofosbuvir B18.2; K74.0; K74.6 1 1abn. AHeBHO
Sofosbuvir/ Ledipasvir B18.2; K74.0; K74.6 1 1abn. gHeBHO
Sofosbuvierelpatasvir B18.2; K74.0; K74.6 1 Tabn. gHeBHO
Dasabuvir B18.2; K74.0; K74.6 2 71abn. aHeBHO (1 cyTpuH 1 1 Beyep)
OmbitasvirIPéritaprevirlRitonavir B18.2; K74.0; K74.6 2 Tabn. AHEBHO (CyTpuH)
Elbasvir/Grazoprevir B18.2; K74.0; K74.6 1 1abn. aHeBHO
ooz s |

2. TepaneBT4HM CXEMM NPU PA3NUYHUTE reHoTunose Ha HCV uHdekumsTa

Mpyu 3ppasHoocUrypen nuua ¢ xponnuna HCV uHdekuusi, NPOALIKMTENHOCTTa Ha NeKapcTBeHaTa Tepanusi e
CbOGpa3HO yKkasaHUTe CPOKOBE B KpaTkaTa XapakTepUCTUKa Ha nekapcteeHute npoaykti (KXIM) u 3aBucy ot cragus Ha
4epHOAPOGHOTO yBpexAaaHe, HUBO Ha BUpycHa pennukaumsi (HCV RNA) u resotun/cy6reHoTun Ha HCV uHdekuusita.

Mpu 3apaBHoocUrypeHu nuua ¢ xpoHuyHa HCV uHdekuus, ¢ yBpexaaHus Ha 4epHusi gpo6 A0 cTaaui Ha
KOMMeHCUpaHa uMpo3a, KOraTto € MPUIOKMMO — Hanuue ca ChbOTBETHM MOKAa3aHWsi MO KpaTKa XapakTepucTuka Ha
nekapcTBeHUsl NPOAYKT 3a neveHue Ha xpoHuuHa HCV uHdekums, nekapctBeHata Tepanusi € ¢ NPoAbIXUTENHOCT 12
ceamuum, pecn. 16 ceaMuuM (TpMMeceYeH, pecn. YeTpuMeceyeH Kypc Ha nevenue). Mpu nauMeHTH ¢ AeKoMNeHcMpaHa
uMpo3a 1 reHoOTUN 3 NPOABLINKUTENHOCTTA Ha TepanusiTa MoXe Aa e A0 24 ceaMULM.

Mpu 3ppaBHoOCHUrypeHu nuua c xpoHuuHa HCV uHdekumsi, Herekysanu, 6e3 uyepHoapoGHa uMpo3a, KoraTto e
NPUIOXNUMO — HamnMLe ca CbOTBETHM NOKa3aHUsl NO KpaTKa XapaKTepuCTUKA Ha NeKapCTBEeHWsi NPOAYKT 3a rieyeHne Ha
xpoHuyHa HCV uHdbekumsi, nekapcreeHata Tepanus Moxe Aa 6bae ¢ NPOALIKUTENHOCT 8 CEAMULIM (ABYMECEYEeH KypC Ha
neuexue).

H30K sannawa nekapcTeeHaTa Tepanusi C NaHreHOTUNHWS neKapcTBeH npoaykT Sofosbuvir / Velpatasvir Ha
3ppasHoocurypesu nuua ¢ HCV uHdekuuss u onpepeneH reHoTUn 2 M reHoTun 3, ¢ AEKOMMNEHCMpaHa LMpo3a M no
M3KIIOYEHUE - NPU HEOTrOBOPUIU Ha NPEAULIIHO AaHTUBUPYCHO neyeHue ¢ DAAs.

CxemuTe Ha neuyeHue Npu nauneHTU ¢ xpoHnyna HCV mHdbekums, Ho 6e3 yepHoapobHa uMpo3a, HenekyBaHW unun
TleKyBaHu npeau, Ho He u ¢ IAC, ca cbC ChLOTBETHM nekapcTBeHu npoayktu ¢ INN, nocoyenu B Tabnuuata, Kakto
cnenga:

" 1 | sofosbuviel | Pembitasvirl | ombitasvirs
lenekysaHu ofosbuvir/ aritaprevir, % . g .
HCV renotun nekysaHu Ledipasvir Hitonavir s Prlarli-;t:rzsi\f Grazoprevir/ Elbasvir
Dasabuvir
FeHotun 1a HenekyBaHu 8-12 cegm.* 12 ceam. + | He 12 cepm. ako HCV RNA < 800 000 1U/ml
nexkyBaHu 12 ceam. + RBV | RBV
w24 ceam. 16 ceam. + RBV*** ako HCV RNA >
6e3 RBV 800000 IU/ml w/ wnu Hanuuve Ha
uscnesasaHe 3a NS5A nonumopduamu,
NpUYMHABALLM NOHMXKEHa aKTUBHOCT Ha
ELBASVIR
leHotun 1b HenekyBaHu 8-12 ceam.* 8-12 ceam.** He 12 ceam.
tok 5
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