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M3UNCKBAHUA HA H30K
nPu NEMYEHUE HA XPOHUYEH BUPYCEH C XENATWUT
HAL 18 TOAULWUHA BB3PACT

B U3BbHBOJIHUYHATA NOMOLL



M3UCKBAHWA HA H30K
NPU U3OABAHE HA NPOTOKONW 3A NPOBEXOAHE HA NEYEHWE HA UHOEKLIMATA C HCV NPU
BONMHU HAQ 18 TOOULWLHA BB3PACT

MpoTOKONbT Ce M3faBa OT CMNELManUCTU - racTPOEHTEepPOoNno3W OT cneuuanuanpaHa Komucus B neyebHM 3aBedeHMA 3a
6onHMYHa nomouw, cknwymnu gorosop ¢ H30K. CneumnanuianpaHnTe KOMUCUW CE Cb3aBaTt cbC 3anoBes Ha AvpekTopa B
cneaxute neyebHu sasenenns: YMBAJ "Ceeta MapuHa" EAL] — rp. BapHa, YMBA "Ceetn lNeoprun” EAL — rp. Mnosaue, YMBAT
,Uapuua WMoanHa — EAL" - rp. Cocpus, YMBAI ,Ceetv Mean Puncku® EAJ — rp. Codms, YMBAI ,Anekcangposcka® EALL — rp.
Codouna, BMA —rp. Cocbus, ,Anxubagem Cutu Knunuk MBAT Tokyaa“— rp.Codous, YMBAT "COOUAMEL" OO[ — rp. Codua, MU
—~MBP - rp. Cocbus, YMBAI ,Mpod. a-p CtosiH Kupkoesuy® Al - rp. Ctapa 3aropa, YMBAN [1-p Meopru Ctpanckn” EALl —rp. Mneeen,
SAmknbagem Cutu Knunuk YMBAN® EOOQ - rp. Codma, YMBAN ,Kacnena* EOQ/ - rp. Mnoeawue, BMA - rp. BapHa, MBAJT ,Cbpue
n Mo3bK* — rp. Byprac, MBAIT ,Cbupue 1 mosek” — rp. MneeeH, YMBATT ,Ceeta Mapuxa“ — rp. lNneseHx.

*Mpu ecaka NPOMAHA Ha CbCMaea Ha crneyuanusupaHume Komucuu ce npedocmass akmyanusupasa 3anoeed Ha dupekmopa Ha /13.

I PE[ 3A 3ABEPABAHE HA NPOTOKOJNUTE

npOTOKO.I'IH 3a 3ano4ysaHe Ha ne4veHue

CNEUMANTUIUPAHA =  MeOuuWHCKa A0KYMEHTAUMA, NOTBbPXKAABALLA KPUTEPUUTE MO NpUNoXenue 1

KOMWUCUA 1 BCUMYKU HEODXOAMMW M3cNeaBaHuns, cbobpPasHoO NpunoxeHue 2

*  PeuweHWe Ha crneuyuanu3ivpaHa KOMUCUS C ACHA MeJWLMHCKa MOTUBauMA 3a
3ano4YsaHe Ha TepanuaTa, 3aAbKUTENHO ce 0THens3sa Nunca Ha U3KNKYBaLLM

KpUTEpUU
= “‘MpoTokon 3a NnpeanuceBaHe Ha nekapcTea, 3annauwady ot H30K/P30K” — obp.
M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha NpoTokona
ot 330 B LIY Ha H30K "l B P30K

[MpoTokonu 3a npoAbLMKaBaHe Ha nevyeHue

CNEUMANUINPAHA =  MeauumHcka AOKYMEHTaUUs, NOTBLPXKAABALLA KPpUTEPUUTE MO NpUnoxeHue 1

KOMUCUA e W BCWMMKKU HeobBxoaumu nacneaeanuns, CbobpasHo npunoxenue 2

= PeweHune Ha cneunanuanpaHa KOMUCUA C ACHA MeAWULMHCKA MOTMBaUMS 3a
npogvipkaBaHe Ha TepanuaTta, 3adbmKUTENHO Ce otbenasBa nunca Ha
M3KNIOYBALLM KPUTEPUN

= ‘MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawann ot H30K/P30K" — obp.

M3-H30K
Komucusa no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K ~| BP30OK
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N3NCKBAHWA HA H3OK NMPW NEYEHWE HA XPOHWYEH BUPYCEH C XENATWT HA 18 TOOULWLIHA Bb3PACT
B M3BBbHBONHUYHATA NMOMOLL,



Il. OBLLUX MONOXEHUA

1. E-npoTokon ce u3gasa OT Nekapu cneunanvcTy no npodguna Ha 3abonsiaHeTo, YNeHoBe Ha cneunanu3npaHu KOMUCUN
B nevebHu 3aBeAeHUs, oKaszBawu GonHM4Ha MepguuuHcka nomouw (N3BM) Ha ocHoBaHvue .PelleHne Ha cneuuanuavpaHa
komucus® no Alp Ne 38 ,OnpegensHe Ha nNnaH Ha NeYeHWe U NPOCNefsiBaHe Ha TepaneBTUYHWS OTIOBOP NPV NauUWeHTH,
nony4yaealM CKbNOCTPYBALLM NEKAPCTBEHN NPOAYKTU Mo peaa Ha 4n. 78, 7. 2 330" B cboTBETCTBUE C HACTOALWMUTE M3nMcKBaHWA Ha
H3OK. MpoTokontT 3a nevyeHue ¢ AMPEKTHOAEWCTBALM aHTUBUPYCHU cpeacTia ([OAC) ce uznasa 3a cpok Ao 84 aHm (12
ceAMULM), CbrnacHo usnckeaHuATa B MNMpunoxenue 1. NMpu NnaumMeHTUTe, 32 KOMTO € NpeueHeHo, Ye ce Hy¥OaaT oT 24
cegMUYHO NeYyeHMe ce u3gasart 2 NpoTokona 3a no 84 gHw.

2. 3011 ynocroBepsaBa ¢ noanuca cu B ,PelleHne Ha cneuvanunavpada komucusa” no Allp Ne 38: cnegHoTo: Kenas ga mu 6bae
0p806peHo neMeHne ¢ NeKapcTBEHUA NPOAYKT, KAaTo AeKnapupam, 4e CbM yBeAOMEH 3a AeWCTBMETO Ha Ha3HayeHaTa NnekapcTeeHa
Tepanus 1 4aBam MHHOPMUPaHO Chrnacue cblyata Aa My Obae npunarana”; ,Cbrnacen/a CbM 3a U3NoM3BaHe Ha NUYHUTE MU AaHHK
3a uenuTte Ha ekcnepTusara“; Kenas aa 6vaa yBeaomeH/a 3a pesynrarta ot ekcneptuadaTta oT P30OK no eanH oT cneaHuTe HaunHu:
no e-mail, TenechoH unu Ha mscto B P30K"; \Paspelwasam A0CTLN A0 €NEKTPOHHOTO MW 34paBHO Aocue”.

3. [lo nony4aBaHe Ha MH(OpMaLMA 3a 3aN0YBaHe N NpoALIKaBaHe Ha 3aABeHoTo nevyeHue, 30J1 npoabLMKaBa TepanuaTa
C NekapcTBeH/\ NPOAYKT/M, C KOMTO e NpoBeXaAan NeYeHMeTo A0 MOMeHTa.

4. MNpepaw cTapTpaHe Ha npoueca no usgaesaHe Ha E-npoTtokon Ha 30J1, cneunanuaupaHaTta KOMUCUS Npasu CNpaBKa Mo enekTPoHeH
nbT 3a usgagenn Ha 30J npeaxoaHu NpoTokonu, No chlyus npodmn Ha 3abonseawe. MNpouecskT nNo usaasaqe Ha E-npoTtokon ce
peanusupa B MeAuULMHCKkM codTyep. B HacToAWMTE U3MCKBAHMA Ca NOCOYEHU HEOGX0AUMUTE OKYMEHTU 33 U3aaBaHe Ha E-
npoTokon Ha 30J1..

5. NokymeHTUTE (@MBynaTopH1Te NUCTOBE, ENUKPU3N, M3cneasanus), kouTto collectsysaT B H3MC/MHdopmaLmonHaTa cuctema Ha
H3O0K, ce neknapupar B E-npoTokona ¢ TexHuTe yHUKanHu Homepa (HPH).

WMHchopmauunaTa, oTHoCUMa KbM n3gasaHe Ha E-npoTokona, KOATo e B AOKYMEHT, KOWTO HAMa enekTpoHeH (hopMaT 1 He ce Cbabpxa
8 H3UC, ce nogaea: kato ce nonbrea B PelueHWeTo Ha cneuyannsnmpaHa KOMUCKs — OCHOBaHWe 3a u3aasaHe Ha E-npoTokona wnu
OOKYMEHTBT Ce ckaHupa v npukada kbm E-npoTokona.

6. Npw n3paesane Ha E-npoTokon no pepa Ha ekcneptu3arta no yun.78, 1.2 ot 330, otnaaa HeobxoaumocTTa Aa ce NpeaocTaBaT U
cbxpaHsBart npunoxenue Ne1 u npunoxenue Ne3 ot HacToswwTe Mancksanusa Ha H3OK", npu cnegHute ycnosws:

- 3a npunoxexne Nel, noanucaHo OT crneunannavpaHaTa KOMUCWS, NPU HanuuneTo Ha TekcT B ,PelleHne Ha cneuunanuavpaxa
komucus” no Alp Ne 38: ,.flunceaT uskniousalLm KpuTepuun 3a 3anoysaHe/npoabmkaBaHe Ha neverve ¢ J1M";

- 3a npunoxexune Ne3, noanucaHo ot 30J1, npn Hanu4yMeTo Ha TekcT B ,PelleHne Ha cneumwanuaupaHa komucua“ no Allp Ne 38:
~sKenas ga mu 6bae oaobpeHo nevyeHwe C NekapcTBEHUA NPOAYKT, KaTo AeKnapupam, Ye CbM YBEAOMEH 3a AeWCTBUETO Ha
HasHadYeHaTa nekapcTBeHa Tepanvs v AaBam WHPOPMUPAHO Cbrnacue celiarta ga mu 6sae npunaraHa’.
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NPUNOXEHMWE 1

NUCT 3A ONPEQENAHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA BEESMHTEP®EPOHOBO NEYEHUE HA XPOHU4YHA
HCV MHO®EKLIUA C ANPEKTHOOEUCTBALLW AHTUBUPYCHU CPEOCTBA (OOAC) NPU BONMHU HAQ 18 TOOULUHA
BB3PACT

A. UHaukauuu 3a nevyeHue

MNaumneHTn ¢ xpoHuyHa HCV nHdeKkums, HenekyBaHu Unu nekyBaHW HeycrnewHo ¢ aHTVBWPYcHa Tepanus, Noanexart Ha
Tepanus ¢ AMPEKTHO AeAcTBaluM aHTUBMpPYcHU cpeactea (JOAC).
MaumenTuTe C npeaxoxpawa snoynotpeba C HAapKOTUYHW BELLECTBa, BKMYUTENHO WM Ha 3aMEeCTUTENHO nedveHue,

3a4bMKUTENHO NpeACcTaBaT yAOCTOBEPEHUE OT NpocneasBaLlns LeHTep/nporpama

B. Kputepum 3a 3anoyBaHe Ha nevyeHue

1. Hanuuune Ha HCV undekums: nonoxutenio HCV antutano; Hanuune Ha HCV RNA HuMBO (HUBO Ha OTKpuBaHe < 25
Ul/ml); HCV reHotun; HCV nogrenotunoee 1a u 1b npu tepanua ¢ ELBASVIR/ GRAZOPREVIR; aktyanen HCV rexotun u
NOAreHOTUNOBE ChEeA BCsKa Npeaxoxaalla aHTMBMpycHa Tepanus. WscneasaHeTo Ha BMpycHa pennukauma n HCV rewotun
(cybreHoTun npu HeOBX04MMOCT) 334 bMKUTENHO Ce U3BBLPLLBA B cepTudmLmMpana BupyconornyHa naboparopus.

2. OueHka Ha cTeneHTa Ha YepHoapo6Hara ¢pubpo3arta, KOSTO Cce M3BbpLUBA Ype3.

a). HenHBasveeH meToa 3a M3MepBaHe Ha JYepHoapobHa nnbTHOCT (ynTpaseykoBa enactorpacus) B KoMBUHaALWMA Cbe
cepymeH mapkep 3a cbubposa (APRI wnu FIB-4 ).

YnTtpa3sykoBa enactorpacdus BKNOYBA !

- TpaHaueHTHa enacTorpadcus (TE) — ¢ubpocken /Fibroscan/

- pSWE (point-Shear-Wave Elastography)

- 2D-SWE (2-Dimensional SWE)
nnm

KomBuHauwsitTa OT ABa naHena oT KpbBHM Buomapkepu 3a oueHkata Ha 4depHogpobHaTta cwmbposa — APRI n FIB-4,
NOAXoAsLLUM 3a YyCTaHOBABaHE/M3KNOYBaHE Ha Unpo3sa (F4), npu HEeBBb3MOXHOCT 3a NpoBexaaHe Ha enactorpadus. OueHkarta ypes
CepyMHW MapKepu He € B CLCTOAHWe Aa YCTaHOoBW cTeneH Ha conbposa F3.

3a pesynTtatuTe OT enacrorpaccKoTO M3CNeaBaHe 3aabimKUTENHO ce oT6ensasea BuabLT U UMETO Ha anapata, C KOWTo e
M3BbPLUEHO W3cneaBaHeTo. lNpunara ce NPOTOKON — OPUTMHAnN / 3aBepeHo Konue, ¢ oTpaseH pesyntat B kPa 1 ¢ oueHka Ha
dmbposarta (F), npu IQR < 30%.

Mpu nbposa F3 u F4 (enactorpadcko nacnegeaqe) v npu tpomBosa Ha nopTanHata BeHa (exorpadicko nacnensaHe), ¢
Ornej ycTaHOBSABaHE Ha BapvUM Ha XpaHoNpoBoja, BapuLM Ha CTOMaxa 1 NopTanHa XWnepTeH3MBHa racTponaTvs ce Npenopbuea
M3BbPLUBAHE Ha rOpHA EHAOCKONMA.

6) XuctonornuHo nscneaeaHe v ctagupare no METAVIR npu naumeHT ¢ xpoHudueH xenatit C Moxe 4a Ce N3BbpLumn npu
CbYeTaHue C Apyr1 eTUONorMyHKN akTopu - aBTOMMYHHa YepHogpobHa bonect, cTeatosHa bonect, MmetabonuTHu 3abonsaBaHus u

ap.
3. Texect Ha 4yepHoapobHara umpo3sa: Child - knac u ckop; MELD ckop. Mpw gaHHu 3a yepHogpobHa uuposa e
Heo6x0AMMO M3BBbPLUBAHE HA FOPHA EHA0CKONUS.

4. MpepwecTBawo nevyeHue (BWA, roguHa, oTroop/6e3 OTroBop) W cTpaHuyHw peakuuu. Heobxogumo e reHotun /
cybreHoTUN Ha NekysaHarta nHgekuun Aa 6bae yTOYHEH U BNUCaH B AOKYMEHTUTE, N30a/eHH OT CneunanuaupaHaTa KOMUCURA, KOATO
npepnara 30/ 3a Tepanus.

5. MNpuapyxasawm 3abonsABaHUA U OaHHW 3a Tepanua ¢ 13BposBaHe Ha NeKapCTBEHWUTE MPOAYKTW W U3rOTBSHE Ha
AOKYMEHT C OLIEHKA Ha Bb3MOXHU NEKapCTBEHWN B3aWMOAENCTBMS.

6. MpearepanesTMyHa OUEHKa Ha CHLBMECTMMOCTTa Mexay NnaHwpaHata GesavHTepdepoHoBa Tepanus U aocera
NPOBEXAAHO NEeYeHne Ha CbnbTCTBaLLM 3ab0nsABaHNA

K

N
S

e

N3NCKBAHWNA HA H3OK NMPW NEYEHWE HA XPOHWUYEH BUPYCEH C XENATUT HAQ 18 NOAVLLHA BL3PACT
B M3BBHBONTHUYHATA MOMOLY,



NPUNOXEHME 1

7. llunca Ha u3KnNYBaLM KpUTEepUn

1. KnunuyHo-nabopatophu nokasatenu: ASAT n ALAT anBymuH, TpoMﬁoumw,"6_u;|h—vi'p§6ﬁ§, INR

2. BupyceH cratyc: ?
e Axtn HCV anTtuTena

e HBsAg/ antiHBc total
e« HCV PHK HuBO
» [eHoTUNU3UpaHe Ha HCV

MoareHoTunoee 1a u 1b npu Tepanuu ¢ ELBASVIR/ GRAZOPREVIR

3. Jlvnca Ha uskmYBaLLM KpUTEpWUK No Toyka B

! MeguUVMHCKa BOKYMEHTALWA, B T. Y. KNMHUUHA ENUKPNaa NOTBLPKAABALLE KPUTEPUUTE N0 NpUNoxeHne 1 1 BCUUky HeoBXOANMM U3CTeaBaHIs,
cbobpasHo npunoxeHue 2

2 3apbmkuTenHn uacneaeanus: HCV PHK ce nacnesaBa ¢ konuyectseH PCR v akTyanHocT 40 6 Meceua npesy KaH4W4aTCTBaHeTo,
enacrorpadicko n3cnessane v kankynartop 3a Guomapkepn

B. U3kniouBawm kputepumn n cLobpaxeHus

Hsima abcontoTHn KOHTpauHaAUKaUMK 3a neYyeHune ¢ AMPEeKTHO AencTealum aHTueupycHu cpegerea (DAAs).
Sofosbuvir Tpabea aa ce usnonsea c BHUMaHue nNpu nauneHTn ¢ eGFR < 30 mi/min/1,73 m?.

Bcuuku npoTteasiun nHxwbuTopm (NS3/4A-bnokepw) ca KOHTPanHAMLMPaHU NPW NauneHTu ¢ gekoMmneHcupana (Child-Pugh
B n C) uMpo3sa, KakTo W npu npealecTsaly Nposen Ha AeKoMNeHcauma (MKTep, acuvT, eHuedanonatusi, xemoparns oT Bapuum).

Mpu nauueHTUTe c XpoHu4Ha HCV wHdekuma v ocobeHo Tesn ¢ npuapyxasawwy 3abonsBaHusa, 3a KOWTO nonyyaear
CbOTBETHAaTa Tepanus, 3aAbMXUTENHO TpAbGBa Aa 6bae 06CHAEHO N OUEHEHO B3aUMOAEHCTBNETO MeXay AMPEKTHOAenCTBaLLMTe
aHTUBMPYCHWU CPEACTBa 33 neYyeHue Ha xenatuT ,C* U NeKkapcTBEHUTE NPOAYKTU 33 OTAENHUTE 3aboNsgBaHvA, KakTo ¥ Bb3MOXHUTE
pWCKOBe 3a NauueHTa OT HeoLleHeHW NekapcTBEHW B3aumoAeWcTBus. BunpochT 3a B3aMMOAEMCTBUETO Ha Te3n MeaWKaMeHTU C
OOAC ot Tepanuata Ha HCV uHdekumsTa e oT KNo4oBo 3HaveHne 3a BedonacHocTTa Ha nekyBaHuTe. Heobxoaumo e neyeHueTo ¢
OOAC na ce 3anodBa cnep nogpobHa npessapuTenHa oUeHKka Ha MexaynekapCTBeHUTE B3auMOAEWCTBUS, BKI1. KOHCYNTaUWUU CbC
CBLOTBETHUTE CNELMAnNCT U KOPEKLWUA Ha J03WPOBKaTa, CMMpaHe UM CMAHA Ha NPUEeMaHUTE NEeKapCTBEHU NPOAYKTH.

ﬂpenopbqsa Ce Npw NauueHTy, Npu KOUTO Ce 04aKBa HUCKa CTEMNEH Ha NPUAbpXKaHe KbM TepanuaTta, — Han-Beye naumeHTn
CbC 3Ha4ynTenHa KoOHCymMauusa Ha ankoxon whnu 3noyno1‘pe6a C HAapKOTU4YHW BeLleCcTBa, NPUOPUTETHO Aa ce pelwart npoﬁnemme,
CBBbp3aHn CbC 3noyn0Tpe63Ta ¥ Oa Cce OTNOoXu nedyeHneTo Ha xenatuT C A0 TAXHOTO cTabunuampate.
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NPUNOXEHWE 2

. NNeyeBHO-QUArHOCTHUYEH aNrTOPUTHM

1. NekapcTBeHM npoayKTH, BknoueHu B MNpunoxenune 1 Ha MNC, kouto H30K 3annawia B cLOTBETCTBUE C AeUCTBALUTE
HOPMaTUBHW AOKYMEHTH

Ta6nuua Ne 1

INN MKB T " Dosa

Sofosbuvir / Velpatasvir B18.2; K74.0; K74.6 1 Tabn. gHeBHO

Glecaprevir / Pibrentasvir B18.2; K74.0. K74 6 3 1abn. aHeBHO

Sofosbuvir/Velpatasvir/Voxilaprevir | B18.2;K74.0; K746 1 Tabn. AHeBHO

2. TepaneBTUMHU CXeMMW NpU paznuyHUTe reHoTunoee Ha HCV uHdekumnaTa

MNpu 3ppaBHoocurypeHn nuua ¢ xpoHudHa HCV uHpekums, npoabnKMTENHOCTTA Ha nekapcTBeHata Tepanus e
cbobpa3Ho yKazaHUTe CPOKOBe B KpaTKaTa XapaKTepUcTUKa Ha nekapcTBeHuTe npoayktu (KXM) v 3aBMCKH OT cTaausa Ha
YepHOApPOGHOTO YBpPeXaaHe, HUBO Ha BUpYcHa pennukauus (HCV RNA) u reHoTun/cyBreHotun Ha HCV uHdekuusaTa.

Mpu 3ppaBHOOCUrypeHM nuua ¢ xpoHuyHa HCV uHdekuun, ¢ yBpexaaHus Ha YepHMA Opo6 Ao craguid Ha
KOMMEeHCHMpaHa UMpo3a, KOrato € MNPUNOXMMO — Hanuue ca CbOTBETHM MOKa3aHMA MO KpaTKa XapakTepucTUKa Ha
nexkapcTBEHUA NPOAYKT 3a NeyeHne Ha XxpoHnuyHa HCV uHdekumns, nekapcTeeHaTa Tepanusa e ¢ NpoaLMXUTEenHocT 8, 12
ceamuuu, pecn. 16 cegMuuM (OByMece4yeH, TpUMeECeYeH, Pecn. YeTupumeceyeH Kypc Ha nedvenue). MNpu naumeHTn c
AeKOMMeHCUpaHa UMpo3a NPOALMKMTENHOCTTA Ha TepanuaTa e 24 ceAMULIN.

CxeMuTe Ha neyeHue npum nauveHTu ¢ XpoHu4yHa HCV uHdekums, Ho Ge3 yepHoapobHa uMpo3a, HenekyBaHWU WK
nekyBaHuW nNpeau, Ho He u ¢ [IflAC, ca cbC CHLOTBETHM NekapcTBeHu npoaykTu ¢ INN, nocoyeHmn B Tabnuuara, kakTo cneggea:

HCV Mpexoxpawo | Sofosbuvir/ | Glecaprevir/ | Sofosbuvir/ | Grazoprevir/

reHoTun neveHue Velpatasvir Pibrentasvir Ledipasvir* Elbasvir
HENeKyBaHu 8* -12 cegm.

FeHotun 1a 12 cegm. 8 ceam. He
nekyBsaHu 24 ceam.
HenekyBaHu 8*-12 cegm.

MeHotun 1b 12 cegm. 8 ceam. —————————— 12 ceam.
neKkyBaHu 12 ceam.
HeneKkyBaHu

FeHoTun 2 12 cegm. 8 ceam. He He
nexyBaHu
HenekyBaHu 8 ceam

Menorun 3 12 ceam. st He He
nekyBaHu 16 cegm.
HeneKkyBaHu 12 ceam.

MNeHorun 4 12 cegm. 8 ceam. E— - He
nekyBaHu He
HeneKyBaHW 12 ceam

FeHoTtun 5 12 ceam. 8 ceam. e He
nekyBsaHu He
HeneKyBaHu 12 cegm.

leHoTun 6 12 ceagm. 8 ceam. ——————1 He
neKyBaHu He

WM3NCKBAHNA HA H30K NPW NEYEHWE HA XPOHWYEH BUPYCEH C XEMNATWT HAJ 18 TOAULUHA Bb3PACT
B MU3BBHBONHUYHATA MOMOLL,



Cxemute Ha nevenue npu naumeHTn ¢ HCV uHdekums ¢ komneHcupara (Child-Pugh A) yepHogpobHa uupoaa,

HenekyBaHM UMK NeKyBaHu npeau, Ho He U ¢ [I1AC ca:

HCV Mpexoxpawo Sofosbuvir/ Glecaprevir / Sofosbuvir/ Grazoprevir/

reHoTun neveHuve Velpatasvir Pibrentasvir Ledipasvir* Elbasvir
HenexkysaHu 8 ceam. 12 cegm

FeHoTun 1a 12 ceam. — = — e
nekyBaHu 12 ceam. 24 cegm
HenekyBaHu 8 ceam.

MleHotun 1b 12 cegm. B L W— 12 cegm 12 cegm.
nexkyBsaHu 12 ceam

| HenekysaHn 8 ceam. i

FeHoTtun 2 12 cegm. - He | He
nekyBaHu 12 ceam.
HenekyBaHu 8 ceam.

lesotun 3 12 cegm. He He

5 neKyBaHm 16 ceam.

HenekyBaHu 8 ceam. 12 ceam

MeHoTnn 4 12 ceam. e He
nekyBaHu 12 ceam. He
HenekyBaHu 8 ceam. 12 ceam.

MeHoTun 5 12 ceam. He
nekyBaHu 12 ceam. He
HenekyBaHu 8 ceam. 12 cegm.

MleHoTun 6 12 ceam. He
nekyBaHu 12 ceam. He

3. NNeyeHue Ha NaUMeHTH C JeKOMNEHcUpaHa YyepHoapobHa uMposa

MauneHTH C OeKkoMmreHcupaHa uwuposa Tpsbea aa nonydaTt 24 cegmuum neveHve cwe Sofosbuvir / Velpatasvir

Sofosbuvir / Ledipasvir

MauneHTUTe C AEKOMNEeHCcUpada uMposa 1 MHAMKauMu 3a YyepHoapobHa TpaHcnnanTaums ¢ MELD ckope 2 18-20 cnepnga
npy Bb3MOXHOCT NbPBO Aa ObaaT TpacnnaHTUupaHu U cnej Tosa nekysaHu. AKO BpeMeTo 3a YakaHe Ha A0oHOp e noBeYe oT 6 meceua,
Te3u nauueHTn morat aa 6baar nekysaHu npeaw TpacnnaHTaumaTa no onucaHdarta no-rope cxema

4. lleyeHne Ha NaUMeHTH, Hea'rrbaopm'm Ha NpeauLLIHO aHTUBUPYCHO nevenune ¢ DAAs.

CxemuTe Ha nevYeHne npu nauueHTn ¢ xpoHuyHa HCV uHdekumn, nekyBaHu npeau ¢ eavH unu Hakonko DAAs, 6e3
nocturaHe Ha SVR ca:

MauneHTH c oekoMneHcupaHa YepHoapobHa unposa (Child-Pugh B unn C), kouTo He ca OTroBOPUIM Ha NpeauLlHa Tepanus
c DAAs, cbabpxallua npoteaseH UHxubuTop wmnn NS5A nHxubutop, Tpsbea aa ce nekyeat ¢ ¢ Sofosbuvir / Velpatasvir 3a Bcudkm
HCV reHoTunoBe 3a 24 ceamuuu.

MauneHTuTe 6e3 LuMposa unu ¢ koMmneHcupaHa unpo3sa (Child-Pugh A), kouTo He ca OTroBOpWNK Ha NpeaullHa Tepanus ¢
DAAs, ce BkniousaT Ha Tepanus cbkc Sofosbuvir / Velpatasvir / Voxilaprevir 3a 12 cegmuuu

Mpu naunentute, nekyBaHum ¢ DAAs, nNOBTOpPHO neYeHue ce npoBexaa cnen onpeaeneHWs nepuvoa Ha
npocneassaHe (SVR 12/ SVR 24) cneq kpas Ha npegxogHarta Tepanus.

300 3aabmKMTENHO NpUNaraT NpPeaxoAHUTe U3cneaBaHUA (BUPYCHA pennuKkauus), M3BbLPLUEHW NO Bpeme U cneg
npoBeaeHun Kypc Ha Tepanua ¢ [JOAC.

IBa nocneposatenHu kypca tepanus ¢ JOAC ce ponyckart npu Bceku naumeHT ¢ xpoHuyHa HCV uHdekumnn npm
ninca Ha TpaeH BUPYCONOruMYeH OTroBop KbMm nbpsarta Tepanus ¢ OOAC. Tpetu Kypc Ha nevyeHue ce U3BBLPLIBA NpU
AokaszaHo noBTopHo WHcekTupaHe ¢ HCV u B cny4yawTte, Korato 3a nbpBa MNWMHUA Ha NevYeHUe ca W3INON3BaHU
HenaHreHoTunHu JOAC pexumu.
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5. NNeyeHue Ha NaUMEHTH ¢ NOCTTPAHCNNAHTALUMOHEH peunamB Ha HCV nHdekumunaTa

BCKYKM NaUMEHTU C NOCTTPaHCNNaHTaunoHeH peunave Ha HCV uHdekunsa Tpabea aa ce umat npeasus 3a Tepanvs.

OcCTbp XONecTaTu4yeH XenaTuT UNy HaNnUYUeTo Ha ymepeHa Ao 0bwupHa pubposa unu NopTanHa xMNepToHWs eaHa roguHa
cnep TpaHcnnaHTaumsaTa npeackassa bbpsa nporpecus Ha 3abonseaHeTo w1 3aryba Ha npucaakaTa, U U3NCKBa CMELIHO aHTUBKMPYCHO
neveHune.

MaumeHTUTE C NOCTTpaHCNNaHTauvoHeH peunawe Ha HCV redotun 1, 4, 5 unu 6 undbekumns 6e3 umposa (FO-F3) unu c
koMneHcupaua uupo3sa (Child-Pugh A), Tpsibea aa 6baaTt nekyBaHu ¢ kombuHauusTa ¢ hukcupana ao3a Sofosbuvir/ Ledipasvir unn
¢ komBuHaumaTa ¢ ukcupaHa gosa Sofosbuvir/Velpatasvir 3a 12 ceamuum 6e3 aa e He0BX0AMMO UMYHOCYNPECUBHO afanTupaHe
Ha nekapcTeeHara J03a.

MauneHTUTe C nocTTpaHcnnaHTaumoHeH peuwaus Ha HCV rewotun 2 wnu 3 wHdekuma Bes umposa (FO-F3) wnm c
KomneHcvpaHa uuposa (Child-Pugh A), Tpabea aa 6baaT nekyesaHun ¢ kombuHaumsaTa ¢ oukcupana aosa Sofosbuvir/ Velpatasvir 3a
12 ceamuum 6e3 ga e HeobxoavMOo MMYHOCYMNPECKMBHO aAanTupaHe Ha nekapcreeHaTa 403a.

MauneHTUTE C NOCTTpaHcnnaHTauuMoHeH peuwaws Ha HCV reHoTtun 1, 2, 3, 4, 5 unu 6 wHdekums 6e3 umposa unu c
koMneHcupara uuposa (Child-Pugh A), c eGFR < 30 ml/min/1,73 m? Tpabea ga 6baaT nekysaHu ¢ kombuHaumaTa ¢ omkcupaHa nosa
Glekaprevir/Pibrentasvir 3a 12 ceamuun. CneseHe u agantupaHe Ha UMyHOCYNpecusiTa e HeoGXo0AUMO NO BPeMe W Cnea kpas Ha
NeYyeHneTo.

MauyneHT ¢ NocTTpaHcnnaHTauuoHeH peunamne Ha HCV u ¢ gekomneHcupaHna uuposa, Tpabea ga nonyyar 24 ceamuum
neuenue cbe Sofosbuvir/Ledipasvir (reHotunoee 1, 4, 5 1 6) n Sofosbuvir/ Velpatasvir (scuuku reHotunose) tes RBV.

6. Neyenue ¢ AAC npw cneunanHu rpynu ot nayueHTu.

NauueHtnte ¢ HCV 1 HBV kouHdekuus (HBsAg (+) nosutueHu) Tpabea aa ce nekyeaT cbe cblumTe DAAsS pexumm 3a
epaaukaumns Ha HCV, cneasaiku celunTe npasuna, kakro npu naunentute ¢ HCV mMoHomHdekuus. ChiuecTByBa NOTEHUMANEH PUCK
OT peakTuBaums Ha HBV uHdekumsTa no Bpeme u cnea ycnewHa epagukauvsa Ha HCV. koeTo npasun 3aab/kuTenHa cenbTealla
HykneosngHal HykneotuaHa tepanus npu HCV u HBV konndekuma. Taam HykneosnaHa/ HykneoTuaHa Tepanvs Tpabsa Aa npoabmkm
noHe 12 ceammum cnea kpas Ha anti-HCV neuyenveTo u aa ce cneaw exemeceyHo AJIAT ako neyenveTo 3a HBV e cnpsHo.

MNauueHTuTe ¢ XxpoHnuHa HCV uHdekums v nposexaawmv DAAs Tepanus, kouto ca HBsAg (-)HeratusHu u anti-HBc total
(+)nonoxuTenHu, Tpabea fa ce npocrneassart exemeceyHo 3a AJIAT v aa ce TectyeaT Ha HBsAg v HBV DNA BbB BCekv cryyan Ha
nokadsaHe Ha AJIAT. lNpu yctaHoeaeaHe Ha HBsAg w/unu HBV DNA e 3agenxutenHa HykneoanaHa tepanus 3a HBV, cenbTBawa
Tasu ¢ DAAs.

MauMeHTUTE CbC 3HAUUTENHO yBpeaeHa bubpeuHa dyHkums (eGFR < 30 ml/min/1,73?%) nnu B kKpaeH ctaamin Ha 6b6peyHo
3abonaBaHe Ha xemoamnanusa, uHogektupanu ¢ scuukn HCV reHoTunose ce nekyeat ¢ DAAs, cbobpa3sHo KpaTkaTa xapakTepucTuka
Ha NeKapcTBEHWTE MPOAYKTH.

MauunenTtu ¢ HCC 6e3 uMpo3sa unu c komneHcupawna umposa (Child-Pugh A), yakawwm yepHoapobHa TpaHcnnaHTauuvs, Tpsbea
fa 6baaT nekyBaHu npeau unu cneg YepHogpobHaTa TpacnnaHTaumua CbrNacHo OCHOBHWTE NpeanucaHna 3a naumeHtn 6es HCC.
Tesu naumenTn, nekyeanu 3a HCC, Ho Ge3 MHAWKauuM 3a YepHoapobHa TpaHcnnaHTauusa. Y4ecTo umaT 3Hauuma cubposa unm
umMposa v Tpsbea Aa nonyyart NoaxoAslla aHTUBMPYCHa Tepanus 3a TaxHaTa YepHoapobHa HonecT, ¢ BHUMaTenHo npocneasBaHe
3a HCC.

0. MoHuTOpUupaHe Ha etheKTUBHOCTTA Ha TepanuaTa

Mpw naunenTn, nekysann ¢ OAC, HCV PHK tpabea ga ce naMepsa B Ha4anoTto Ha NEYeHWeTo, B Kpas Ha NeYeHueTo
(cvoTBETHO 8, 12 UnK 24 cegmuua), NO BPEME — NO NPELeHKa Ha NekyBaLMa ekun, KakTo u Ha 12 n/unn 24 ceaMuua cnej Kkpas Ha
nevyeHmeTo.
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Tabnuua Ne 2

Kpa# Ha neyeHueTo SVR

U3CNEABAHKA

Vax. 8c* 12¢* 24c* s2ct | 24ct
XEMATONOrMYHA
xemornobuH v v v v v v
€pUTPOoLMTY v v v v v v
NeBKOLMT v v v v &
TpomBoumT K v v v v v
BMOXUM U4 HU
ACAT . v v v v v v
ANAT v v v v v v
rrm v v v v v v
Ad v v v v v v
Bunupy 6uH: obuyavp v v v v v b
ObLy benTbK v v v v v v
AnBymuH v v v v v v
INR v v v v v v
KpeaTuHuH v v v v v v
KpbBHa 3axap v
BUPYCONOrM4HU
Anti-HCV
HCV RNA v v v v v v
HCV rexnotun/ p
NoAreHoTUN
HBsAg / anti-HBc total v
Anti-HV v
Child ** v v v v
MELD* v v
UHCTPYMEHTAITHA
Exorpadms v v v v v
ergc
OPYTU
anti HBs Tutbp *** v
HBVY DNA*** v

* @ 3agucumMocm om NPOdvAXUMENHocmma Ha mepanuama
** [Mpu danHu 3a HanpedHana ¢hubpo3sa / 4epHodpobHa yupo3sa
*** [Mpu nonoxumeneH pe3ynmam Ha anti-HBc¢ total

E. MpocnepsaBaHe Ha nauMeHTH cnea NOCcTUraHe Ha TpaeH BupyconoruyeH otrosop (TBO)

MauneHtute ¢ F3 1 F4 (npeaun neyvenune) ce npocneasasat 6es npekbeBaHe Ha B-meceyHn uHTepBanu cneg TBO, 3a npossu
1 YCNOXHEHWUA Ha nopTanHaTta XMnepToHWA 1 3a pa3suTue xenaTouenynapeH kapuvHom (XLIK / HCC).

MNpu naumeHTUTE C pUCK 3a HOBO 3apassBane ¢ HCV (Tekywa ynotpeba Ha HapkoTULM, MPU MBXe, KOUTO UMaT CeKcyarHu
KOHTaKTU ¢ Mbxe, npebueasalin B 3aBefeHWs 3a BPEMEHHO NuLiaeaHe oT ceobosa v ¢ Apyro puckoro nosegeHue), cneg TBO
cnefiea Aa ce npegnpueme npocrieassade 3a nostopHa HCV uHdekuns upes exeroaHo nicnensaHe Ha HCV PHK.

3abenexka: CneunanusmpaHute KOMMCMKU NEPUOAUYHO (Ha 6 Meceua) nanpawar kbm Komucuata B LY Ha H30K oTtuyeTu ¢
MOMMEHEH CNUCEK Ha BCUYKK NEKYBaHW NaLMEHTHU, C OTYETEHW Pe3ynTaTh OT NeYeHWeTo - TPaeH BMPYCOMOruYeH OTroBop.
MNpy nauvenTu, nekysanu ¢ AOAC, HCV PHK Tpabsa Aa ce uamepBa B Ha4anoTo Ha NeYEeHUeTo W B KPas Ha NeYeHUeTo,
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CBbOTBETHO 8, 12 wnu 24 ceaMuua (BUpyconoruyeH oTroBop B Kpas Ha nedveHuweto ). MNo-HaTtaTkK npocneasBaHeTo ce
M3BBLPLWBA Ha 12 u/unu 24 ceamunua cneq Kpas Ha NevYeHUeTo (TPaeH BUPYCOMOrMYeH oTroBop).

MNauueHTuTe 63 umposza ( go F2 Bkn.) u ¢ TBO, HCV PHK Tpsabea na 6v-ae nacnegBaHa Ha 48-maTta ceaMuua cneq
Kpasi Ha NneYeHueTo.

Mauuentute ¢ uuposa (F4) n Team ¢ HanpegHana c¢ubposa (F3) u TBO TpsbBa pa ce Habnwopasat 3a
xenatouenynapeH kapuuHom (XUK unu HCC) Ha Bcekun 6 meceua 4pe3 abaomuHanHa exorpacdus, KakTo U 3a YCNOKHEHUA
Ha nopTanHaTa XUNepToHUS.

B kpas Ha kaneHgapHarta rogvHa e Heob6xoouMmo Aa ce u3npawa obul Aoknad ¢ BCUYKW NEKyBaHW NaLMEeHTH, ©
OTYETEHMW pPe3ynTaTi oT TepanusaTa.

Ill. OBLUX U3UCKBAHKA

1. Bb3pacToBara rpaHuuUa ce U3YUCNABa B HABBLPLIEHW OAMHU - T.€. BKMNIOYMTENHO KbM AaTaTta Ha u3aaBaHe Ha npoTokona oT
cneyuanusupaHaTa KOMUCUs.

2. MMpu HasHayaBaHe Ha Tepanus N0 NPOTOKOMN 3aAb/IKMTENHO ce cbobpasfeaT Bb3PacTOBWTE OrpaHNYeHWUs, CbrNAacHo KpaTkarta
XapakTepucTHKa Ha CbOTBETHWUS JIEKAPCTBEH NPOAYKT, YTBbPAEHA No pena Ha 3MXM.

3. H30K He 3annatua neyeHne M3BbLH yKkazaHaTa Bb3pacToOBa rpaHuLa B KpaTkaTta XxapakTepucTvka Ha npoaykTa.

4. H30K He 3annalua neyeHue ¢ 403W HA4 MakCUMAanHO paspeLUeHnTe No KpaTka XxapakTepucTuka Ha NpoaykTa.

5. B cny4ai Ha HacTbnuna NoAo3npaHa HexenaHa NekapcTBeHa peakums, nekapaT yeegomsea WMAJT no pega Ha un.
184 ot 3JIMXM. Konve oT crvoblleHneTo ce npunara/onucea KbM/B MeauuUuHckaTta AckymeHTauus Ha 301 npu
KaHouOaTcTBaHe 3a nevyeHue.

6. Bcekn e-npoTOKON Ce M3gaBa Bb3 OCHOBA HA M3dadeH MeaWUMHCKM A0KYMEHT. OT creuvanusupada komucus B JI3BMN Ha
ocHoBeaHue Allp Ne 38 ,OnpeaensiHe Ha NnaH Ha NeYeHue 1 NpocneasBaxe Ha TepaneBTUHHNA OTTOBOP NP NaLMEHTU, NONy4YaBaLlm
CKBbNOCTPYBALLM NeKapCTBeHW NPOAYKTU No peda Ha un. 78, 1. 2 330"

Eksemnnap Ha xapTueH HocuTen ot Allp Ne 38 ,OnpeaensHe Ha nnaH Ha nevYeHue n NpocneaasBaHe Ha TepaneBTUYHUSA OTTOBOP NpK
nauneHTu, Nony4asaw CKbNoCTpyBaLUW NekapcTBeHn NPoaykT No peaa Ha un. 78, 7. 2 330", kOWTO € OCHOBaHWE 33 U3aaBaHe Ha
NPOTOKOM, NOANMCaH oT cneuuanuanpada komucus u 30J1 ce Boau no pea, onpeaeneH ot neyebHOTO 3aBedeHNe U Ce CbXpaHsaBa B
KomucusaTa.

7. MNpwn nzpasare Ha E-npoTokon no peaa Ha ekcneptuaara no un.78, 7.2 ot 330, oTnaaga HeobxoAUMOCTTa Aa ce NPeaocTaBAT v
CcbxpaHaBaT npunoxeHue Net1 n npunoxerve Ne3 ot HacToAwmTe M3nckeaHma Ha H30K".

8. M3paBaHeTo Ha E-npoToKon ce oCbLIEeCTBSABA B CbOTBETCTBUE CbC CbBMECTHU ,Yka3aHus 3a paboTa ¢ nogaaeH no enekTpoHeH
nuT npotokon IA/IB/IC (e-npoTokon)”, mexay HauvoHanHaTta 3ApaBHOOCUrypUTENHA kKaca u Benrapcku nekapcku Cuio3 3a npunaraqe
Ha HauvoHanHWsa pamKoB AOTOBOP 33 MEAVLUMHCKUTE JeWHOCTH.

Hacmoswume usuckeaHus ca ymsebpdeHu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-66/31.07.20252. Ha Had3opHus
cbeem Ha H3OK u npedeapumenHo cwbenacysaHe ¢ BJIC, Ha ocHosaHue 4n.51, an.10 ewve ep. ¢ an.8 om [pasunHuxka 3a
ycmpoticmeomo u deliHocmma Ha HauuoHanHama 3dpasHoocuzypumenHa kaca. MauckeaHusma enusam e cuna om damama Ha
obHapodsanemo umMm 8 JbpxaseH eecmHUK” u ommeHam delicmeawjume u3uckeaHus, 8 cuna om 25.08.20232. Ha ocHosaHue
peweHue Ne P-HC-04-56/11.08.2023z.
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NPUNOXEHWE 3

OEKNAPALWA 3A NLHOOPMUPAHO CBIMACHUE C UBUCKBAHUATA 3A 3ANOYBAHE/ NPOOBIMKABAHE HA
NEYEHWETO C NEKAPCTBEHWA NPOOYKT

A3 ponynoanucaxuaT/aTa

cnej KaTto Ce 3ano3Hax ¢ usnata MW npefoctaseHa  wHdgopmaums W Uenta Ha feYeHWeTo C NeKapcTBEHWA
NPOAYKT...... BEIEIRIE (it o L iiinandi i it ore e i s s i i s W cnep Kato Mnony4ux nidepnartenHn oTroBOpW Ha
NOCTaBEeHWTE OT MEH BBNPOCK, AeKnapupam ye:
1. llle cnassam npenopbyYaHaTa MU CXEMa Ha NevYeHue U NepUoaNHHOCT Ha KOHTPONMHWTE nperneau.
2. Pe[oBHO e ce ABsSIBaM Ha KOHTPOMHW Nperfeaun U HAMa a NPOMEHAM CaMOBOITHO UMK NOA, APYro BHYLWEHWE Ha3HaveHaTa
MI TEpanus.
3. [pu npeyctaHoBsBaHe Ha NEYEeHUETO NO NPUYUHK, HEMPOU3TUYALLK OT peleHneTo Ha KomvcusaTa 3a ekcneptuau B P30OK
w/vnu KomucunsTta no un. 78, 7.2 ot 330, we yBeaoMA He3abaBHO NUYHUA CK nekap.
4. Tpu HecnasBaHe Ha MOCOYEHUTE YCNOBUS NEYEHUETO MU C YNOMEHATUA NeKapcTBEH NPoayKT we 6bae npekpaTeHo u HAMa

Aa vmam npetexumm kbm H30K.
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