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U3NCKBAHUA HA H30K
NPU NEMEHUE HA XPOHWYEH BUPYCEH C XEMATUT
HAL 18 TOOUWLHA BB3PACT

B USBBBHBOJTHUYHATA NOMOLL



M3UCKBAHUA HA H30K
NPHU U3AABAHE HA MPOTOKONK 3A NPOBEXJAHE HA NEYEHWE HA WHOEKLIUATA C HCV NPU
BONHW HAQ 18 TOAULWIHA BBL3PACT

[pOTOKONLT Ce M3naBa OT CREUWANWCTW - FACTPOGHTEPONO3V OF CNEUMANUIMPaHa KOMWCHA B neveGHW 3aBeacHWR 3a
SonHnuka nomow, cknoumunu gorosop ¢ H30K. CneunanuavpaHWTe KOMWCHMKW ce Cb3NABAT CbC 3anoses Ha AWPEKTOpa B
cnefxute nevebHih 3aseaeHud: YMBAT "Ceeta Mapuna® EAJ] - rp. BapHa, YMBAI "Ceetun eopru” EAL — rp. Mnoeaue, YMBAN
.Uapuua MoanHa — EALT" - rp. Codms, YMBAN .Ceetu Wean Punckw' EAQ - rp. Codima. YMBAN Anekcangpoecka’ EAf] — rp.
Codms, BMA -~ rp. Cothun, Anxumbagem Cutu Knunuk MBAN Tokyna“— rp.Codma, YMBAT "COPUAMEL" OQL - rp. Codmna, MU
-MBP - rp. Cochun, YMBAN Mpod. a-p Crosn Kupkoewy' ALl - rp. Crapa Jaropa, YMBAN [1-p leopru Ctpancku” EAL ~rp. Mnesen,
Aaxubagem Cutn Knuunk YMBAN" EOOS - rp. Codonn, YMBAT Kacnena® EOOf] - rp. Mnoeaus, BMA - rp. Bapxa, MBAN ,.Cupue
u moabk” — rp. byprac, MBAN ,Cbpue n mo3uk” — rp. Mnesen. YMBAIt .Ceeta Mapuna™ — rp lMnesen. YMBAN Mbwamea” — rp.
Nnoeawme.

*flpu 8cAKa NPOMAHE HE CLCNA8a Ha CNeyUanu3upanlume KOMUCUY ce NpedocMaen aKmyanusupana 3anoaed Ha dupexmopa wa f13.

L PE[] 3A 3ABEPABAHE HA NPOTOKOJIUTE

npOTOKOFIVI 3a 3ano4yBaHe Ha neYyeHue

CMNEUMANUINPAHA »  MeguunHCKa AOKYMEHTAUWA, NOTBBLPKAABAULA KPUTEPUUTE NO NPUNOXeHWe 1

KOMUCHA M BCUYKKW HEODX0OMMK M3CneaBaHuA, CbobpaiHo npunoxeHwe 2

s  PeweHWe HA CNEUMANUIMPaHA KOMWUCHUA C ACHa MEJUUMHCKA MOTUBaLMA 3a
3anodBaHE HA TepanvAaTa, 3anbmxnTenHo ce oTBenassa NUNCa Ha U3KNIYBALLKW

KpUTEpKu
*  “fpoToKon 3a npeanuceade Ha NekapcTea. 3annauadu of H3OK/P30K" - obp.
M3-H30K
Komucur noun. 78, 7. 2 3aBepka Ha NpoToKona
ot 330 B UY Ha H30K "l B P30K

MpoTokonK 3a NPOALIMKABAHE HA NeYeHne

CNEUWANU3INPAHA = MeayUMHCKa AOKYMEHTaUWR, NOTBEPKAABALLE KPUTEPUMTE NO NPUNOXeHue 1

KOMUCHA W BCUYKW HeoBX0AWMK MacneqBaMua, cbobpasHo npunoxeHne 2

= PeweHUe HA CNELMANTM3MPAHA KOMWUCHUR C SCHA MEAULIUHCKA MOTUBaLMA 32
npoobrKapaHe Ha TepanuaTa. 3agbnxuienHo ce oTtbenaszea rvnca Ha
W3KMNIOYBALLY KPUTEPUN

= ‘MpoTokon 3a npeanuceaHe Ha nexkapcTea. 3annauwanmn ot H30K/P30K™ — 06p.

M3-H30K
Komucus no un. 78, 1. 2 _ | 3amepxa Ha npoTokona
ot 330 8 LY Ha H30K 7 B P30K
kot 2

N3INCKBAHWA HA H30K NPU NEYMEHWE HA XPOHWMEH BURYCEH C XETATWT HAQ 18 TOJWUIWUHA BB3PACT
B N3BBHBONHWUYHATA NMOMOLL



Il. OBLil NONOXXEHWUA

1. E-npoTokon ce W3gasa OT NeKapwu cneuvwanucTu no npocguna Ha 3abonAaBaHeTo, YNeHoBe Ha cneuuanmu3upaly KOMUCHK
B8 nevebHU 3aBeeHUA, OKaspawm BonuudHa MegnumMHcKka noMol (N13BMN) Ha ocHoBaHwe PelwweHwe Ha cneuMannavpaHa
xomucua” no AlMp Ne 38 OnpepensHe Ha nnaW Ha NEYEHUE W npocreadBaHe HA TEPANeBTWYHUA OTFOBOP NPU MAUMEHTH,
NONy4YaBaLWKW CKLNOCTPYBALL M NEKAPCTBEHM NPOAYKTN NO peaa Ha yun. 78. 7. 2 330" B CLOTBETCTBUE C HAcTOAWNTE Navuckpanwa
Ha H3OK. PporokoRbi3a-RedoHne-C-BUPOKTHORGUCTBIW aHTUBHUPYcHW-cpeacTea (RAAGC) co wapaba 3a cpok Bo-84
Ann-{12 coaMUUN)-CBFRAGHE-M3NGKBaHKUATa-B-HpunoxeHue - Hpu-RauneHTUTe; 32 KOUTO-8- RPEHEHEHO, He-6B-HYNEART
OT 24 CORMMUHO-ABHOHUE-CO-MIRIBAT-2-RPOTOKONA-33-Ro B4-aHu.- [POTOKON®LT 33 NeveHue ¢ AWMPEKTHOAEHCTBAM
anTwenpycHu cpeacraa {NAC) ce uapana 3a cpok, cobpa3Ho paspewenneTo 3a ynorpeba/kpaTkaTa XapakTepHueTHKa
HA NOKAPCTBEHWUTE NPOAYKTH, TexXecTra Ha 3ab60nABaHeTO ¥ CHLrNAcHO MINcKBaHUATa B Mpunoxexne 1. Npu NaUMGHTH
C ABKOMNEHCHPAHA LUPG3a, 33 KOMTO € NPeuyeHeHo, Ye ce HYKOanT oT 24 CeAMUYHO flevexne ce vaaasa 1 NnpoTokon 3a
168 aun.

2. 30N yaocTORBPARA € NOANKUCa c# B ,PelleHne Ha cneuvanvanpaHa komucus” no Alp Ne 38: cnegroTo: 2Kenana aa mu 6bae
onoGpeHsc Nevexne ¢ NeKapCTBEHUA NPOAYKT, KaTo AeKnapupaM. ye cbM yBeAOMEH 3a NeACTBUETO HA HA3HAueHaTa nekapcTeeHa
Tepanus v 0aBaM MHGOPMUPAHO ChIMacKe ChluaTta Aa Mu Bbae npunarana’; .Cbhrnacen/a CbM 3@ M3NOMNIBAHE HA NUUHUTE MKW A8HHN
3a uenuTe Ha excnepTnaarta’; Xenan aa 6baa yeeaomen/a 3a pezynrata oT ekcnepTuaata of P30OK no eanH o7 cnegHnTe HaunHu:
no e-mail, venedon unu Ha MacTo B P30OK", PaspewasamM A0CTbN 40 €NeKTROHHOTO MY 3APaBHO Aocue”.

3. [lo nonyyaBaxe Ha unchopmaLus 3a 3ano4YBaHe WK NPOALMKABaHe Ha 3asBeHOTO nevenve, 30/ npoaLnNxaBa TepanwAaTa
¢ NeKapcTBEH/M NPOAYKT/K, C KONTO € NPOBeXOan NEYEHUETO A0 MOMEHTA.

4. Mpeawn cTapTupaHe Ha Npoueca No uapaeaxe Ha E-npoTokon Ha 30J1. cneunanuanpaHarta KoMUCKS NPaBK CNPABKa No eNeKTPOHEH
NbLT 32 u3gapeHn Ha 301 npeaxogHn NPOTOKONW, NO Chwma npocdKun Ha 3adonaeade. lNpouecsT No uaaasaHe Ha E-npoTokon ce
peanuanpa B MeSUUMHCKU codiTyep. B HACTORWMTE N3WCKBAHWURA Ca NOCOYEHN HeOBXoAMMMTE AOKYMENTK 3a uaaasaHe Ha E-
npoTtokon Ha 30A.

5. dokymeHTuT@ (amBynaTtopHuTe NMCTOBE, ENUKPU3N, M3CNEABAHVR), KOWTO ChulecTeyBaT B H3UC/nHdopmaunonHaTa cuctema Ha
H30K, ce aexnapupart a8 E-npoTokona ¢ TexHuTe yHuKankw Homepa (HPH)

WndopmaumnaTa, OTHOCKMA KbM N3aaBaHe Ha E-npoToKona, KOATO € B AOKYMEHT, KOWTO HAMAE eNekTPoHEeH POPMAT v He Ce CbAbPXa
8 H3WC, ce nopaea: kaTo ce nonbnea B PelieHneTo Ha cneUWanMampaHa KOMUCUA — OCHOBaHWE 3a uaasaHe Ha E-npoTokona unu
OOKYMEHTBLT C& CKaHUpa U NpyKada kum E-npoTokona.

6. MNpu uanapare Ha E-npoTokon no peaa Ha excnepTusaTa no un.78, 7.2 ot 330. oTnaga HeoBxoAMMOCTTa Aa Ce NpeaoCTasaAT 1
cbxpaHsBaT npunoxenue Ne1 n npunoxenne Ne3 ot HacTosAwmTe Manckeanua Ha H30K", npn cneanure yCRoBWS!

- 3a npunoxedve Ne1, NOANMCaHO OT CNeUManU3NpaHaTa KOMUCWA, NPW HanNWYueTo Ha TeKCT B PelleHne Ha cneunwanusnpaHa
xommcus” no Afp Ne 38: JIMNCBaT U3KMIOUBALIW KPUTEPWM 38 3anoYBaHe/NpoabIKasaHe Ha nedenue ¢ I

- 33 npunoxenxwe Ne3, nognucano oT 30J, npu HanuueTo Ha TekcT B PelteHne Ha cneynanuanpasa komucusa® no AlNp Ne 38:
Menas na Mu 6bae onobpeHo NevyeHWe ¢ NEKAPCTBEHWS NPOAYKY, KATO Aeknapupam, 4e CbM YBEAOMEH 33 ASWCTBUETO Ha
HajHaueHaTa NekapcTBeHa Tepanus W AaBam MHAMOPMUPaKo Chrnacke chuiata Aa mv Bbae npunarana’.

W3NCKBAHWUA HA H3OK NPK NIEMEHWE HA XPOHWYEH BUPYCEH C XENATAT HAL 18 TOAWLIHA Bb3PACT
B U3BBHBONHWUYHATA MOMO1L,



MNMPUNOKEHMWE 1

NACT 3A ONPEAENAHE HA KPUTEPUAUTE NPYU NPOBEXOAHE HA BE3UHTEP®EPOHOBO NIEYEHUE HA XPOHWUYHA
HCV UHOEKIUA C AUPEKTHOAEWUCTBALLUU AHTUBUPYCHW CPELOCTBA (11AC) NPW EONHWN HAL 18 FOAWULWLHA
Bb3PACT

A. Unaukauumn 3a neyeHue

MaumeHTH C XpoHndHa HCV MHMDEKUMA, HenekyBsaHn UNu NEKYBAHW HEYCNewHo C aHTUBMPYCHA Tepanus, NognexaT Ha
Tepanua ¢ AMPEeKTHO AeWCTBALLWN aHTUBMPYCHW cpeacTea (OOAC).

NauwedTyTe © npegxoxpawa anoynoTpedba © HAPKOTWYHKM BELECTBA. BKMIOUWUTENHO W HA 3AMECTUTENHO JedYeHue,
3aQLMKUTENHO NPeLCTaBAT yaoCTOBEPEHWe OT NPoCneAnBaliua UeHTbp/riporpama.

B. Kputepun 3a 3anouysBaHe Ha neyeHune

1. Hanuume na HCV uHdekumna: nonoxutento HCV antutano. Hanmume Ha HCV RNA HuBo (HuBo Ha otkpusane ] > 25

Uliml); HCV rexnoTun*, HCV-RoareHoTiAoBe—la—u—1b-rApu repanua—c-ELBASVIRL.GRAZOPREVIR: aktyaned HCV redotvun w
AOGFEHOTMAGREE CNEeY BCAKa Npeaxowmaalwla aHTUBMpYCHa Tepanus. WacneppadeTtc Ha BupycHa pennukauyns v HCV reHotun

{CYEFOHOTHI-RPU-HEOBXOAUMOGCT) 3a/ILMKUTENHO Ce U3BLPLUBa B CepTuduuMpana Bupyconoriina nabopatopus.

* W3CNeNBaHETO Ce MIBLPLIEA NO MNPEeUeHKa Ha CMNeunanuaupanaTa KOMUCHA NO TacTPOEHTEPOnorUa NpU HenekysaHw GonHW v
H806X0,EWIMO unacneageaHe, Npy peYe NexKyBaHW.

2. OueHKka Ha cTeneHTa Ha YepHoAapobhata (bubpo3aTa, KOATO Ce NABLPLLBA Ypes:

a). HennBa3vMBeH METOA 33 U3MEPBaHE Ha uYeproApobHa NNLTHOCT (YNTpaaBykoBa enacrorpadmna) 8 KOMEWHAUWR Chbe
cepymeH Mapkep 3a gubposa (APRI unwn FIB-4 ).

YnTpa3eykoBa enacTorpadus BKIIOYBA |

- TpausuweHTHa enactorpacdus (TE) — oubpocken /Fibroscan/

- pSWE (point-Shear-Wave Elastography)

- 2D-SWE (2-Dimensional SWE)
Mnu
KomBuHaUMATa OT ABa NaHena oT KpbBHW Guomapkepu 3a oueHkaTa Ha yepHoapobHaTta dmbposa — APRI n FIB-4, noaxogswm 3a
YCTAHOBABAHE/MIKMOYBAHE HA LMpoda (F4), NPV HEBLIMOXHOCT 338 NpoBEXJaHe Ha enactorpacius. OueHkaTa 4pe3 CepyMmHu
MapKepK He e B CbCTORHME Aa YCTaHOoBW cTenex Ha ¢mbposa F3.

3a pesynTaTUTe OT €NACTOrPahcKOTO MICAEABAHE 3aABLNKMTENHO ce 0THENsIBa BUABLT W UMETO Ha anapara, C KOWTo e
W3BRLPLUEHD w3cneaBaHeTo. Npunara Ce NPOTOKON — OPUIVHAN / 3asepeHo komne, ¢ OTpadeH pesynTar B8 kPa u ¢ OlUeHka Ha
dvbpoaata (F), npu IQR < 30%.

6) XucTonoruuno nicnegpane u ctagupane no METAVIR npuw nauveHTy ¢ xporudeH xenatut C moxe Aa ce uasbplun Npu

CbYETEHVE C APYTV ETHONOrMUHM (DAKTOPK - ABTOMMYHHE YepHoApoGHa Borect. cTeatoana Bonect. metabonuTii 3abonaBanms v

ap.
3. TexecT Ha uepHogpoBHaTa umpo3sa: Child - knac v ckop; MELD ckop Fpu Aaniu 33 HepHOAPOBHA-LNpoIa—e

HEOBXOAWMO-MIBLPLIBAHE- HAFOpHa-aHaockonus- FOpHA eHAOCKONWA, C OrNen YCTAHOBABAHE HE BapUL Ha XPaHoNpoBOAA, BapnLM
Ha CTOMSXA W MOPTANHE XMNEPTeH3NBHA ACTPONATUA Ce M3IBBLPLWBA NPU HANUYWe Ha MNbLTHOCT Ha vephusa apob (LSM)>25kPa,

namepeHa enacrorpacgcku (Baveno VII).

4. MNpepwecTBallo NeveHwe (B, roguHa, oTrosop/6@3 OTrOBOP) W CTPAHUYHWU DEaKLWN Heobxoawmo e reHoTun
cybroHoTUA-Ha NekyBaHaTa nHdekuna Aa Bbae YTOUHEH M BNUCAH B ACKYMEHTUTE, U3A8JEHU OT CNELUMANMIpaHaTa KOMUCKHA, KOATO
npegnara 300 3a Tepanus.

5. NpuopyxaBawm 3a60NABaHMA M AAHHU 3a Tepanns ¢ WIBPOHBAHE HA NEKAPCTBEHWUTE NPOAYKTU W V3FOTBAHE Ha
[OKYMEHT C OUEHKA HA Bb3MOXHW NeKapCcTBEHN B3AUMOAEACTENA.

6. MpeaTepaneBTHYHA OLUEHKa HA CbLBMECTMMOCTTa MeXay nnannpanata GesvHrepdepodosa Tepanus u pocera
np’clnsemaHo nedyeHve Ha CbnNbTCTBallN 3abonseanna

]
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\.(' W3NCKBAHWA HA H30K NPY NEYEHWE HA XPOHUMEH BUPYCEH C XEMNATUT HAL 18 TOAWULLHA BL3PACT
B U3BBHEONHUYHATA NOMOLL



NPUNOWEHME 1

7. flunca Ha U3KNKK4YBAILW KPUTEPKUH

1. Knuununo-nabopaTtophu nokasatenu:. ASAT n ALAT.anBymuH, TPOMBOUMTH. Bunupy6ud, INR ©

2. BupyceH cravyc: ?
s AHTW HCV aHTUTEna

« HBsAg/ antiHBc total
+ HCV PHK nuBo

»  [eHomnuaupade Ha HCV 3

3. Jlunca Ha wakmyBaIM KPUTEPUA No Touka B

. - . e
ME4WLUHCKA ACKYMEHTAUMA, B T. 4 -KANHULHE-SFHIKPUIA-NIOTE LKA ABALLA KPUTEPUUTE NO NPUNOXeHKe 1 1M BCWUKA HEODXOANMY NACNEABAHNR,
cwobpasHo nprnoxenne 2

2 .

Japwnxutentu nachegeanus: HCV PHK ce wacneasa ¢ konwyecteeH PCR U akTyanHocT 4o 6 meceya npeam KaHAURATCTBAHETO.
enacTorpad)cko K3CNeaBaHe v XankynaTop 3a Guomapxepu

3 N0 NpeLeHKa Ha CNeunannanpaHaTa KoMucus

B. M3k104Balin KPUTEPUU U CHOGpaXeHUs

Hama abconioTHW KOHTpanHAWKALMK 33 NeveHle C AMPEKTHO JENCTEALUM aHTMBUPYCHM cpeacTea (DAAS).
Sofosbuvir TpAGRa Aa ce M3NON3Ba ¢ BHUMaKUe Npn naupeHtn ¢ eGFR < 30 mifmin/1,73 m?.

Beuuky npoteasHin nHxubntopn (NS3/4A-6nokepu) ca KOHTPaAUHAULMPAKWA NPU NAUMEHTH ¢ gekomrencupara (Child-Pugh
B u C) uMpo3a, KakTo ¥ npv NPeiLLecTBaLLM NPORBK HA AEKOMNEHCaUUR (MKTep. aCLMT eHuedanonaTtus, XeMoparust oT Bapuum).

Mpu naymenTute ¢ XpoHuyHa HCV uHdrekuun v ocofeHo Teau ¢ npuapyxasaww 3abonssaHvA, 3a KoUTo nonyvasarv
ChLOTRETHATA Tepanua, 3aab/lKWTenHo Tpsabea aa Gbae 0OCHAEHO U OLEHEHD B3aUMOLEACTBUETO MexXay AVPEKTHOAeACTeaLNTE
AHTMBMDYCHM CPEACTBA 38 NeYeHNE Ha xenaTuT ,C" v nexapcTBeHNTe NPOAYKT 3a OTAENHUTE 3aB0NABAHMA. KBKTO U BLIMOXHNTE
PUCKOBE 33 NaLMeHTa OT HEOUEHBHU NeKapcTBeHH B3aWMOREACTBIA. BLNpochT 3a B3aMMOAEHCTBMETO Ha Te3n MEAUKaMeHTH C
JNAC oT Tepanuata Ha HCV MHeKUMATa € OT KNIOUOBO 3HaqeHne 3a Ge3ornacHocTTa Ha nexysaHuTe. Heobxoaumo € NeHenHneTo ¢
J0AC na ce sanousa cnep noapobHa NpeasapyuTenHa oLeHka Ha MexoynekapcTeeHnTe B3aWMOAENCTBWA, BKI1. KOHCYMTaL ChC
ChOTBETHUTE CNeunanicTh v KOPEKLMA HA J03NPOBKATA, CIMPAHE WK CMAHA Ha NpUeMaHnTe NexapcrseHn NpoaykTy.

Mpenopbysa Ce NPW NALMEHTH, MDY KOUTO C& OUAKBA HUCKA CTEMEH Ha NPUABPKAHE KbM TEpANUATA, — HaW-BEYE NALUEHTH
CHC 3HAUMTENHA KOHCYMALIMA Ha BNKOXOR Wink 3noynoTpeba ¢ HapKOTMYHM BEWECTBa, NPUOPWTETHO A3 CE peliaT npofnemute,
CBbP3aHU Cbe 3noynoTpebaTa v A Ce OTNOKU NeHSHUETO Ha XenaTut C [0 TAXHOTO crabunuanpane.

h ,.

W WINCKBAHWA HA H30K NPU NEMEHWE HA XPOHWYEH BUPYCEH C XENATUT HADL 18 rOAMILIHA BH3PACT

B U3BBLHEONHUUHATA NOMOLL

R |




. NleyebHO-AMArHOCTHYEH ANFTOPUTHM

NPUNOXEHUE 2

1. NexapcTBenK npoayKTH, BKMoYeHy B MNpunoxerne 1 Ha MNNC, xouto H3OK 3annawa 8 cboTBETCTEME C AEUCTRALLUTE

HOPMAaTUBHU JOKYMEHTH

Tabnwua N2 1

MKE

Sofosbuvir / Velpatasvir

Glecaprevir / Pibrentasvir

Sofosbuvir/Velpatasvir/Voxilaprevir

B18.2: K740 K746 |

B18.2: K740, K746 |

Hoaa
1 1abn. Auésﬁb B

"3 1a6n ,ﬂ,HeBﬁo

B18.2:K74.0: K74 6

2. TepaneBTHUHK CXEMH APH PAIAULHUTEFEHOTUROBE Ha-HCV - uHdekumaTa

1 rabn. avesHo

Mpu 3apaBHOOCHIYpeHH nNuua ¢ XpPoHuuHa HCV undekumn, NpoaLAMUTENHOCTTa Ha NeKapcTBEHaTa Tepanua e
€¢HbO6PalIHO YKA3AHMTE CPOKOBE B KPaTKaTa XapakTepUCTWKa Ha nexapcTBexwuTe npogpyktu (KXM) v 3aBMcK o cTapua Ha

4YepHOAPOGHOTO ¥ BPENAAHE, HUBO HA BUPYCHA-PefrmKanna - (HCV

Mpu 30paBHOOCHIYPEHM NMUA ¢ xpoHuyHa HCV uHdexuus, ¢ yBpempaHna Ha vepHWA Apob no cragwn Ha
KOMNeHCupaHa UMPO3a, KOTaTo e MPUNOXMMO — HanuUe C€a CLOTBETHW NOKA3aHWA NO KPaTKa XapakTepUCTHKa Ha
NexapcTBEHWA NPOAYKT 33 NeYLHUE HA XPOHUYHA HCV nHbekLMA, NeKapcTBeHaTa Tepanis e C NPOALIIKUTENHOCT 8 um 12

CEAMMLN. POGH—I16-GOAMUUN—{ADYMOCOLOH, TPUMECEUOH POGH. HOTUPUMOCOMEH Ky Pc—Ha--Aeuanne). MNpu nauwenTn ¢

AEeKOMNEeHCUPaHa UMPO03a NPOALMKUTENHOCTTA HA TePaNKUATA e 24 ceaMMUMN.

CxemHTe Ha fnlevMeHne Npu NauweHTH ¢ xpoHuuHa HCV undexumnn, Ho Ge3 yepHoapobHa uMpo3a, HenekyBaHW WK
Nekysanw npeam, HO He M ¢ RIAC, ca ¢he CbLOTBETHU NekapcTaeHn NpoaykTu ¢ INN, nocoueHu B Tabnuuara, KakTo cnepea:

Mpexoxpawo neyenmne | Sofosbuvir / Velpatasvir Glecaprevir / Plbrentasvir
nexyBaHW 12 ceam. 8 cegMm.
HENeKyBaHK 12 cenm. 8 ceam.

CxemuTe Ha nevexne npu naunenth ¢ HCV wudbexuns ¢ xomneMcupana (Child-Pugh A) YepHoapoGHa umpoaa,
HEeNneKy BaHW UNyW NeKyBaHW Npeau, Ho He ¥ ¢ [OAC ca:

Sofoesbuvir / Velpatasvir

Npexoxpawe neyenne
nexysasm 12 ceam.
HerneKyepaHu 12 ceam.

2 TepaneBTU-HU CROMU-RBU PEIAMIHHTE FBHOTAROBE Ha-HC\uwHibekumaTa

()

e

M3NCKBAHWA HA H3OK MPU NEYEHWE HA XPOHWYEH BUPYCEH C XEMNATUT HAZ 18 TOAVILHA Bb3PACT
B M3BBLHBEONHWYHATA NMNOMOLL,



Opu—3ApaBHOOGUFYPEHN-FNEA G XPOHULHA-HEV WHPeKUWA, RPOABIKKTERHOCTTA - Ha- REKAPCTROHATI - TOPIANH &
msmauo%mnm—epmmae-e—up‘mm—xapanmpumm -Ha -ReKapcTBeHTe npoaykTu{KXMN}-u-3aBucu or-cragua-Ha
V- RNA} u reHorunicybrenorun-Ha-HGCV-undexuuata-

Opu—3ppaBHOOCHIY POHW—RMUA 6 XpoHiuHa—HCV uHdekuun,— 6 - yBPOKAIHWR Ha -4opHUR -Bpob Ao cragun—Ha
Wamnmmmmmm AOKA3aHUA - NO--KPAaTHA —XAPAKTOPHUCTUHA—HI
hGTE e be GKIPCTEOHATA TOPAAVA & ¢ APORLIKMTORHOCT 8,12
eH- KYPG  Ha NeveHue ) -Opu-Raunenth——¢

FOMOTUR AOHOHKUD Velpatasvir Pibrentasvir Ledipasvir Elbasvir
_ - | R
Fexnorunta roRotyTm 12-cenm. B-ceam —-- -1 He
ROKYBAHM 24-ceaMm. 7 L
HEReKYBaHW 812 cegm
Fenorwn-1b 12-ceam- 8ceam. e 12 cenm
ABKYBAHNA 12-cenm
FemorTun-2 12-CoRM- 8-ceam. He He
AOKYBAHA B o L - 7 ]
HERBKYBaHW 8-ceam
Fexorun 3 12 cegm- - He He
neuyaauu 1. 46—69&&4—77 - ]
i coam-:
ForoTi4 M1 12 ceam. 8ceam — -1 He
ABKYBaHA He
12 ceam-
FenoTun-& HonetyRan 12-ceam- 8 ceam. ————— -1 He
AeKyBaHuy ' He
HERBRYBaHW 12 GeﬂM
FeroTun 6 12 ceam- 8- coam- - He
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3. Nevyenue Ha NAUMEHTU C AEKOMMEHCHMpPaHa YepHoapobBHa uuposa
MNauveHTn ¢ OekomnencupaHa uuposa Tpabsa aa nony4aT 24 cegmwum neudedne cue Sofosbuvir / Velpatasvir  waw
NaunenTTe C ASKOMNEHCUPaHa UMpo3a v MHOWKALUWKA 3a YepHoapobua TpadcnnavTauna ¢ MELD ckope 2 18-20 cnegea
NPy Eb3MOXHOCT MbPBO Aa HbAaT TpacnnaKTUpaHu U Cnej TOBa NekyBaHW. AKO BPEMETO 3a YaKaHe Ha AOHOP e noBeve oT 6 meceua,
Te3W NauneHTH MoraT Aa GbaaTt nekyBaHm nNpegy TpacnAaHTaLUMATa No onNMcadara no-rope cxema.

4. NleyeHne Ha NAUWEHTH, HEOTFOBOPMITH HA NPEAUWIHO AHTUBHPYCHO neveHue ¢ DAAs.

Cxemure Ha neyeHnme NPU NaurwenT ¢ xpouuyHa HCV uHdekuus, nekyBsanm npegn ¢ equH nnu HAkonko DAAs, Gea
nocturaHe Ha SVR ca:

MauneHTH C AeKoMneHcupaHa YepHoapobHa uupoaa {Child-Pugh B unu C). kouto ve ca oTroopunu Ha NpeanWHa TEpanns
¢ DAAs, cvabpaalla NpoTeaseH MHXMENTop Wiunk NS5A whxuburap, Tprabea ga ce nexyeart ¢ ¢ Sofosbuvir / Velpatasvir 3a scuukm
HCV reHoTnoee 3a 24 cegmuvuu.

NauuenTuTe Gea uwposa MNK ¢ koMNeHcupaHa uvpoaa (Child-Pugh A}. KoUTo He ca OTFOROPUNK Ha NPeAWWHA Tepanys C
DAAs, ce skniouBaT Ha Tepanua cue Sofosbuvir / Velpatasvir / Voxilaprevir aa 12 ceamuupm

Mpu naumenTuTe, nexysanw ¢ DAAS, NOBTOpHC neueHWe ce npoBexAa crief OMNPEeAeneHWA Nepuos Ha
npocneassane (SVR 12/ SVR 24} cnepn kpas Ha npefixogHara repanva,

300N 3sagbMMTEnHO NpUnaraT NPeaAXoaHNTe UICNeNBaHns {BUPYCHA PENFUKALUMS), M3IBLPWEHN N0 BpeMe WU cnea
NpoBEAEHMA Kypc Ha Tepanua ¢ [f1AC.

Asa nocneposatenuu kypca Tepanusa ¢ JAC ce fionyckaT npu Bceku NaLMEHT ¢ XpoHuyHa HCV urtbekuns npu
nMnca Ha TphaeH BMPYCONOrMYeH OTroBOP KbM NbpBata Tepanws ¢ [RAC. Tpetu xypc Ha neyenue Ce M3IBLPWBA NPU
00Ka3aHO NOBTOPHO WHekTupaHe ¢ HCV W B chny4Yadte, Korato 3a NLPEA NUHUS HA NEYEHWE Ca W3NON3BaHM
HenaHreHoTUNHU [AAC pexmmn.

5. NeyeHne Ha NALUMENHTH C NOCTTPAHCNNAHTAUNOHEH peuuans Ha HCV whdekuunTa

Bevukn NALMEHTV ¢ NOCTTPAHCNNAKTAUMOHEH peLmane Ha HCV wHebexumns Tpsbea 4a ce uMaT npeasny 3a Tepanus.
OcTbp xonecTaTiieH xenaTUT UMK HANKYUETO Ha yMepena A0 0BwupHa (nBPO3a WNK NOPTANHAa XMNEPTOHNA EAHA FoauHa
CreA TPAHCNNAHTaUWATE NpeAckassa Gbp3a nporpecus Ha 3abonaeaHeTo v 3aryba Ha NPUCAaKAaTA, U MINCKBA CNEILHO BHTUBMPYCHO

nevyeHne.

MauneHTUTe C NOCTTPAHCNAAHTALNOHEH peunans va HCV reHoTuR-2 #AKu-3- (BCUMKK reHoTUnoRe) wHeruma. Bes unpaaa
{FO-F3) vnu ¢ komneHcupara yupoaa (Child-Pugh A), Tpabaa na 6baat nekyeanu ¢ komBrHauwATa ¢ hukcupara aoaa Sofosbuvir/
Velpatasvir 3a 12 ceamuuu Bes na e Heo6xoanmo MMyHOCYNPECUBHO afanTupaMe Ha nexkapcTeeHaTa a03a.

NauweHTUTE ¢ NOCTTPAHCANAHTAUMOHEH peunane Ha HCV reHoTw-1+2-3, 45 unu6 (BCUYKK reHoTunoBe) nrtbekma Gea
uMpo3a unu c komneHncupana umposa (Child-Pugh A), c eGFR < 30 mi/min/1,73 m? Tpsbea aa 6bLAaT nexysany ¢ KOMBMHALUMATA
tukcupara fosa Glekaprevir/Pibrentasvir sa 12 ceamuum. Cneaere v aganTupaHe Ha UMyHOCYNpecUATa e HeoBXoaMMO No Bpeme
W Cnea Kpas Ha NeveHueTo.

MNauweHTH ¢ nocTTpancnnaHTaunoted peunane Ha HCV v ¢ nekomneHcupana yuposa. Tpabsa aa nonyuat 24 ceamuuu

neuenne cue Sofosbuviri-edipasvir (FeHoTunose1—4-5-u8)u Sofosbuvir/ Velpatasvir (Bcwukn reHoTunoee) Gea-RBV.

6. NTevenne ¢ QRAC Npu crieUuWanHM rpynm oT NauueHT.

Maunentute ¢ HCV 1 HBV koundekuymn (HBsAg (+) noantuenun) Tpabea Aa ce nekyeaT cue chuyute DAAS pexuMi 3a
epaaukauma Ha HCV, cnegpafikv CbLuvTe Npaswna, KakTo npu nauMeHTuTe ¢ HCV MoHouHbekLus CuulecTByBa NOTEHLUMANEH PUCK
oT peakTueauua Ha HBV uxdekumnaTa no Bpeme 1 cned ycnelwHa epaavkauua Ha HCV, koeTo npaev 3aAbNXUTENHA ChNbTBALLA
HYKNeoangHal HykneoTuaHa Tepanua npn HCV n HBY koundekumna. Tasu HykneoawaHal HykneoTWaHa Tepanna Tpabea Aa NPOabLITKU
noHe 12 ceamnum cnea kpas Ha anti-HCV nedexweto u aa ce cnepw exemeceuno AJNAT ako Neuennero 3a HBV e CNPAHO.

NaunenTuTe ¢ XpoHuduHa HCV undhexumna u nposexaawn DAAs Tepanus, kouto ca HBsAg (-)neratusHu v anti-HBc total
{+)nonoxuTennHn, Tpabea Aa ce Npocneaseat exemeceyHo 3a ANAT u aa ce TecTypaT Ha HBsAg n HBY DNA ebB BCEKM Cryuail Ha
nokaqpane Ha AfIAT. MNpu yctanceaeane Ha HBsAg niwnu HBY DNA e saabnxutenya nykneoanana Tepanus 3a HBV, CbNbTRAWA
Taan ¢ DAAs,
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MaumeHTuTe Cbe 3HauUUTeNHo yepeaera 6ubpeuna dyskuma (eGFR < 30 mI/min/1.732) wnu 8 kpaeu cragwi Ha Bubpeyuro
3abonseane Ha xemopwnanuaa, nHdexktupann ¢ Bcnikt HCV reHoTunose ce nexkyeaT ¢ DAAs. cvobBpa3Ho KpaTkaTa xapakTepucTviia
Ha nekapcTBeHNTE NPOAYKTH,

Nauventn ¢ HCC 6e3 umposa unu ¢ koMNeHcupara uuposa (Child-Pugh A). yakawm yepioapobua TpaHcnnauTaLms, Tpabea
Aa Bbaat nekyeanv npeauw vUnu cnea YepHoapobHaTa TpacnnaHTauns CbrMacHo OCHOBHWTE NPeannucadvs 3a nauynesTn Bes HCC.
Tesu nauueHTw, nekyeaHn 3a HCC, Ho Des uhavkauwu 3a YepHOAPOBHE TPEHCNNAHTALUUA, YECTO UMAT 3Ha4MMa ubposa wnu
uupoaa u Tpatea ga nony4aT NoAXOAALLA aHTUBUPYCHa Tepanns 3a TAXHaTa YepHoapobHa BONecT. ¢ BHUMATENHO NpocnenspaHe
3a HCC.

A. MoHuTopMpaHe Ha ebeKTUBHOCTTA HA TepanuAaTa

Mpu nauwentn, nexysann ¢ QOAC, HCV PHK tpafea aa ce namepea B npeay HavanoTo Ha neveHUeTo, B Kpas Ha
nedeHUeTo (CLOTBETHO 8, 12 uniu 24 ceamunua) v 12 ceaMuua cnel Kpas Ha neveHWeTo. o NpeueHKka Ha NEKYBALWMA eKvn - no
BPEME HA TEPANMATA KaKTO W Ha 4, WunNu 24 ceamutua Chen KPan Ha NeYeHneTo.
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E. NpocnepnaBaHe Ha NnauneHTH cne NOCTUraHe Ha TpaeH BUpYconoruyex otrosop (TBO)

NauuneHTute ¢ F3 v F4 (npequ neueHue) ce npocnensasat 6e3 npexbeeaHe Ha 6-MecedHu wHTepsany cney TBO, 3a npoasn
v p:nox(HeHwﬂ Ha nopTanHaTa XxMnepToHus #1 38 paaBvThe xenaTouenynapeH kapumHom (XK /HCC)
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Mpw NauMeHTUTe C pUCK 33 HOBO 3apasseane ¢ HCV (Tekywa ynotpeda Ha HapkoTULK, NPY MbKE, KOMTO UMAaT CexkcyanHy
KOHTAKTW C MbXe, npeGuBaBalin B 3apefeHVA 33 BpeMEeHHO NuaBaHe OT ceobopa M ¢ APYro pUckoso noseaenue), cnen TBO
cnepea ja ce npeanpueMe npocneassade 3a nosropHa HCV vHdekuus ypes exeroaro wicnepsade na HCV PHK.

3abenexka: CneyuannanpannTe KOMUCHHM NepUoguyHo (Ha 6 meceua) wanpawat kbm Komucunta B LIY Ha H3OK otueTtu ¢
NOUMEHEH CMUCHK HA BCUUKW NEKYBAHW NAUMEHTH, C OTHETEHW PE3YNTaTH OT NeYEeHWeTO - TpaeH BUPYCOMNOrMUYeH OTroBOp.
Mpw nauneHTn, nekyBann ¢ AYIAC, HCV PHK Ttpabsa oa ce namepBa B HAYANOTO HA NeYeHUETO U B KPan Ha NeYeHWeTo,
cvoTBeTHe 8, 12 wnu 24 ceamuua (BUPYCONOTWYEH OTFOBOP B KpaA Ha neuveHweto ). [lo-HataThk npocnegssaHeTo ce
W3Bbpwea Ha 12, No npeueHKa 4 wwnu 24 ceaMMALa cneq Kpas Ha NevYeHWeTo (TPaeH BUPYCOMNOruYeH oTroBop).

MauwenTtTe 63 UMpo3sa ( Ao F2 Bkn.) v ¢ TBO, HCV PHK Tprbea ga 6uae uicneasaHa Ha 48-maTta ceamMuua cneq
Kpas Ha NevYeHueTo.

MaumeHTHTe ¢ uuposa (F4) w Team ¢ nHanpepnana ¢wmbposa (F3) m TBO Tps6ea aa ce wabnwpaeaTt 3a
xenarouenynapes kapumHom (XUK wnu HCC) Ha Bcekn 6 meceua upez abaoMuHanta exorpadmnn, KakTo U 2a YCROXHEHUA
Ha NOPTANHATA XUNOPTOHWA.

B xpan Ha KkanedwaapHata roguHa e HeobxoauMmo Aa ce wanpawa obu AoKNaA C BCUYKM NEKYyBaHW NaUWeHTH, ¢
OTHETEHN POIYNTATH OT TepanuATa.

. OBWWN USUCKBAHWA

1. Bb3pacToBarTa rpalnla ce W34UCIIsABA B HABbPLUEHW FOQMHN - T.€. BKIIOMWTENHO KbM RATATa HA M34ABaHE Ha NPOTOKONa OT
cReuMann3MpaHaTa KOMUCHS.

2. Npw HaaHauaBaHe Ha Tepanus No NPOTOKON 3ABBMXKNTENHO ce CbobpaINBaT BLIPACTOBUTE OTPAHMYEHNA, CBIMACHO KpaTkaTa
XapaKTepUCTUKa Ha CbOTRETHMA NeKapCTBEH NPOAYKT, YTBLPAEHA No peaa Ha 3MMXM.

3. H3OK e aannawa neveHve W3BLH yKasaHaTa Bb3pacToBa rPaHMLA B KDaTKaTa XapakTepucTuka Ha NpoaykTa.

4. H30K ve 3annawia neveHve C 1031 HaJ MaKCUMASHO Pa3peLleHuTe NC KPATKA XApakTepUCTKa Ha NPoayKTa.

5. B cnyyai Ha HacTbNuNa NOAO3MPaHa HeXenaxa NekapcTReHa peakLva, nekapaT yeegomaea WAJ no pena va un. 184 ot 3AMNXM.
Kofne oT cbobuieHneTo ce npunara/onucea KbM/B MeaULMHCKATa aokymeHTauma Ha 30T npu kaHgnpaTcTeane 3a neveHue.

6. Bcexn e-npoTOKON €@ MafaBa Bb3 OCHOBA Ha U3AAJAEH MEfULMHCKW JOKYMEHT: OT cneunanuaupawa xomucws 8 N3BM Ha
ocHoBaHve Alp Ne 38 ,OnpeaensHe Ha NNaH Ha NeYeHna M NPOCNeasBaHe Ha TepaneBTHYHNA OTIOBOP NPN NALKEHTI, NOMNYYaBaLM
CKBLNOCTPYBALUM NEKAPCTBEHW NPOAYKT Mo peaa wa un. 78, 1. 2 330"

Ekaemnnsp Ha xapTveH Hocuren oT AlMp Ne 38 ,OnpegensiHe Ha NNaH Ha NeyYeHne W NPoCNeasBaHe Ha TEPANEeBTUYHNA OTroBop NpH
NauneHTn, NoNyJYaBalM CKLNOCTPYBALULM NEKapcTBeHN NPOAYKTM NO peaa Ha un. 78, 1. 2 330", koiTo e oCHOBaHUe 3a u3aaBaHe Ha
NpoToKon, NOAMKCAH 0T Chelmanuanupana komucus v 3001 ce Boan no pea, onpeaenex oT nevebHOToO 3aBe/IeHNE M Ce ChXxpaHABa B
KOMWUCHUATA.

7. lNpu uagasame Ha E-NpoTokon no peaa Ha excneprusaTa no 4n.78, 1.2 o1 330, otnaga HeobXxoAUMOCTTA Aa Ce NPenoCTABAT Y
chxpanrsaT npunoxeHune Ne1 u npunoxexue Ned ot HacTonwmTe  Mancksauwna Ha H30K"

8. MapasaveTto Ha E-MpoTOKON Ce OCLIECTBABA B CbOTBETCTEUE ChC ChHBMECTHY |, YKasanus 3a paboTa c nogaged no eneKTpoHeH
nbT npoTokon IA/IBAC (e-npoToxkon)”, Mexay HauvoxankaTta 3npaBHOOCIypUTENHA Kaca v BbNrapcku Nekapcku Chios 3a NpUNaraHe
Ha HauvoHanHA pamkoB AOrOB0N 3a MeAVNUMHCKATE 4eUHOCTH.

Hacmosuwwume u3suckeaHus ca ymebpdenu om ynpasumens Ha H30K cred Pewwenue Ne PL-HC-04-66/31.07.2025a. Ha HadzopHus
cweem Ha H3O0K u npedeapumenHo ckanacyeane ¢ BJIC, Ha ocHusanue un.51, an.10 ewe 8p. ¢ an.8 om [lpasunHuxa 3a
yempodemsomo u deldiHocmma Ha Hauuonandama 30pasroocuaypumenta kaca. Mauckeanuama enusam e cuia om damama Ha
obHapodeanemc um 8 JIbpKaseH 88CMHUK” u ommensm Jeldcmeawume u3uckeaHus. 8 cuna om 25.08.20232. Ha ocHOBaHUe
pewerue Ne P-HC-04-56/11-08-2023a:
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APUNOXEHWE 3

LAEKNAPALIUA 3A HHOOPMUPAHO CHTNMACUE C U3BMCKBAHUATA 3A 3ANOYBAHE! NPOALMXABAHE HA
NEYEHWETO C NEKAPCTBEHWA NPOOYKT

A3 ponynoanucaHusT/aTa ...

cnen kaTto Cce8 3ano3Hax © usnata MW NPeaocTaseHa  MHopMauns U UeATa Ha MeveHWeTo C© NEeKapCTBeHus
PIDOAYKT. .ottt ettt ame et e SOOI W Creg Kato Nonyynx uavepnarteniHn oTroBopW Ha
NOCTABEHUTE OT MeH BbNPOCK, ABKNAPUPaM Ye;
1. lle cnasesam npenoptuaHaTta My CXEMa Ha NeYeHUe W NePHOAVYHOCT Ha KOHTPOIHUTE Npernean.
2. PenoBHo wWe Ce ABABAM Ha KOHTPONHN NPErneamn U HAMA 13 NPOMEHAM CAMOBONHO UMW NOA APYro BHYLWEHWE HazHa4YeHaTa
MU TEpanua.
3. Tlpu NpeycTaHoBABAHE HAa NEYEHWETO N0 NPUMKHM, HEMPOW3TUMALLM OT PEIIEHVNETO Ha KOMWCUATA 3a ekcnepTvau B P30OK
u/nnn Komucuata no un. 78, 1.2 o1 330, we yeeaoms HeaabaBHO NUUHNA cU Nexap.
4. lpu HecnazsaHe Ha NOCOYEHUTE YCNOBUA NEYEHUETO MU C YNOMEHATUA NEKAPCTBEH NPOAYKT Ule BbAe NpekpaTeHo 1 HAMa
Aa uMam npeTeHuun KoM H30K.
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