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M3UCKBAHUA HA H30K
NP U3AABAHE HA NPOTOKOJU 3A NPOBEXAAHE HA NEYEHUE HA UH®EKLUUATA C HCV NPU
BOJIHN HALl 18 TOAULLUHA Bb3PACT

MpoTokonbT ce U3naBa OT CNELManuCTH - raCTPOEHTEepPOosIo3u OT cneLuanusMpaHa KOMUCHUS B nNevyebHM 3aBeaeHUn
3a 6onHuuyHa nomouwy, ckmouunu goroBop ¢ H3OK. CneuuanuaMpaHute KOMUCUM Ce Cb3fdaBaT CbC 3anoses Ha
AvpekTopa B cneaHute nevebHu sasepenus: YMBAI "Ceeta MapuHa" EA[] - rp. BapHa, YMBAI "Csetu leopru” EAL] - rp.
Mnoeams, YMBAN ,Llapuua WoanHa — EAL" - rp. Cocms, YMBAS ,Ceetn Wean Punckn* EAQl — rp. Codus, YMBAN
~Anekcanaposcka‘ EA[l — rp. Cocus, BMA — rp. Codus, ,Apxmnbagem Cutn Knunuk MBAJT Tokyaa“— rp.Cocusa, YMBAN
"COOUAMEL" OO[ - rp. Cocus, MU — MBP - rp. Cocbus, YMBAT ,Mpod. A-p CtosH Kupkoeuu“ Al - rp. Ctapa 3aropa,
YMBAN ,O-p Feopru Ctpancku* EALl —rp. Mne.eH, ,Anknbagem Cutn Knunuk YMBAN“ EOO[ - rp. Cocpus, YMBAT ,Kacnena“
EOO[ - rp. MNnoeaus, BMA - rp. Bapna, MBAJT ,,.Cbpue 1 Mo3bk” — rp. Byprac, MBAJ ,Cbpue 1 Mo3bk* — rp. MneseH, YMBAN
,CeTta MapuHa*“ — rp. MNMneseH, YMBAI ,Mvnmen” - rp. Mnoeaus.

*lpu ecsika NnpomsiHa Ha CbCmaea Ha cneyuanu3supaHume KOMUcUU ce npedocmaes akmyanu3upaHa 3anoeed Ha dupekmopa Ha J13.

L PE[] 3A SABEPABAHE HA NPOTOKOJUTE

lpoTokonu 3a 3ano4BaHe Ha nevyeHue

CNEUUANTUSUPAHA *  MeauuuHcka AOKyMeHTauus, NOTBbPXKAABALLA KpUTEPUUTE NO NpunoxexHue 1

KOMUCUA 1 BCUYkM HeobxoaMmu uscneasaHus, CbobpasHo Nnpunoxexue 2

* PeweHue Ha cneuuanuaupaHa KOMUCHUSI C ICHA MeAMLIMHCKa MOTUBaLMS 3a
3anoyBaHe Ha TepanuaTa, 3aAbIKUTENHO ce 0TOensA3Ba NUNca Ha U3KNIYBaLLU

KpuUTepuu
* ‘“MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30OK/P30K” — o6p.
M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

MpoTtokonu 3a npoabInkaBaHe Ha nevyeHue

CNEUUATIUSUPAHA * MeavumHcka AOKyMEHTaLMs, NOTBbPXKAABALLA KpUTEPUUTE NO NpUNoXeHue 1

KOMUCHA 1 BCUYKM HeobxoauMU U3cneaBaHus, CbobpasHo NpunoxexHue 2

* PeweHue Ha cneumanuampaHa KOMMCHS C SICHa MEAULIMHCKA MOTMBAUMS 3a
npoabvikaBaHe Ha TepanusTa, 3aAbikWTENHO ce oTbenssBa nunca Ha
M3KNIOYBaLLYN KpUTEPUM

* ‘Tporokon 3a npeanuceaHe Ha nekapcTea, 3annaiuasm ot H3OK/P30K” — o6p.
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M3-H30K
Komucus no un. 78, 1. 2 . | 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K | B P30OK
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N3NCKBAHWA HA H30K NPU NEYEHWE HA XPOHUYEH BUPYCEH C XENATUT HA 18 TOAULLHA Bb3PACT
B U3BBHBONHUYHATA MOMOLLY



Il. OBLLU NONOXXEHUA

1. E-npoTokon ce u3nasa oT nekapu cneLuanucTi no npocduna Ha 3a6onsiBaHeTo, YeHOBe Ha CneLnanuanpaHm
KoMucum B neyebHM 3aBeneHus, okasBawm GonHu4yHa MeguumuHcka nomouw (J1I3BM) Ha ocHoBanue ,PelueHve Ha
cneumanuampara komucus“ no Allp Ne 38 ,OnpeaensiHe Ha NnaH Ha NeYeHUe 1 NpocneasBaHe Ha TepaneBTUYHUS OTFOBOP NPy
nauueHTu, nony4yasalm CKbNoCTpyBaLlu nekapcTBeHy NpoAykTy nNo peaa Ha un. 78, 1. 2 330" B CbOTBETCTBME C HACTOSILLUTE
Usuncksanus Ha H3OK. MpoTtokontbT 3a neyeHne ¢ AMPEKTHOAEGWCTBALM aHTUBUPYCHU cpeacTBa (QAC) ce usnasa 3a
CPOK, Cbo6pa3Ho paspelleHUeTo 3a ynoTpebalkpaTkaTa xapakTepuMCTUKa Ha NeKapcTBEHUTE NPOAYKTH, TEXecTTa Ha
3abonsiBaHeTo M cLrnacHo usnckeaHusATa B Mpunoxenue 1. Mpu NauMeHTH ¢ AeKOMNEHCUPaHa LUPO3a, 33 KOUTO e
NPeUeHeHo, Ye ce HYXAAAT OT 24 ceAMUYHO NneveHue ce usgasa 1 NpoTokon 3a 168 aHK.

2. 3011 ypnocroBsepsisa ¢ nognuca cu B ,PelueHune Ha cneuvanuaupaHa komucusi* no Allp Ne 38: cnegHoto: ,)Kenas aa Mu
6bae onobpeHo neyeHne c nekapcTBeHWs MPOAYKT, KaTto AeKnapupam, Ye CbM yBEeAOMEH 3a JeNCTBUETO Ha HasHaueHaTa
nekapcTBeHa Tepanus u nasam WHGoOpMMpaHo cbrnacue cbujata ga mu 6bae npunarana“; ,CbrnaceH/a cbm 3a U3nonssaHe
Ha N4HUTE MU JaHHK 32 LenuTe Ha ekcnepTtusarta“; ,JKenas fa 6baa yBeaoMeH/a 3a pesynrarta ot ekcneptusaTa ot P30OK no
€AVH OT creAHUTe HaunHK: No e-mail, TenedoH unu Ha msacto B P3OK*; ,PaspelliaBam AOCTHN A0 €NEKTPOHHOTO MU 3[4 paBHO
aocue’.

3. flo nony4aBaHe Ha uHcopmauus 3a 3anoyBaHe WUNU NPoAbIHKaBaHe Ha 3aABEeHOTO neveHue, 30J1 npoabKaBa
TepanusTa ¢ nekapcTeeH/u NPoAyKT/M, C KOUTO e NPoBeXAarn fe4YeHUeTo A0 MOMEHTA.

4. MNpeay cTapTupaHe Ha npoueca no usaaeaHe Ha E-npotokon Ha 30J1, cneunanuampanaTta KOMUCHS NpaBy cripaBka no
€neKTPOoHeH NbT 3a usaaaexn Ha 30J1 npeaxoaHN NPOTOKONK, NO CbluMs Npocun Ha 3abonseaqe. MpoLecLT No n3gaBaHe Ha
E-npoTokon ce peanusvpa B MEAULMHCKM CObTyep. B HacTOSWMTE M3UCKBAHNS Ca NOCOYEHU HEOGXOANMUTE NOKYMEHTH
3a uspasaHe Ha E-npotokon Ha 30/1.

5. NlokymeHtute (ambynatopHuTe nucToBe, eNUKPU3M, W3CNEABaHMSA), KOUTO CbluecTBysaT B H3WC/mHdopmaumoHHaTa
cuctema Ha H3OK, ce aeknapupat B E-npoTokona ¢ TexHuTe yHukanHu Homepa (HPH).

WHdopmauusta, oTHocuma KbM usfaBaHe Ha E-NpoTokona, KOSiTO € B AOKYMEHT, KOWUTO HiMa enekTpoHeH (hopMAT U He ce
cvabpxa B H3UC, ce noaasa: kaTo ce nonbnea B PeLLeHNeTo Ha cneuvanuaupaHa kOMUCHUS — OCHOBaHME 3a u3aasaHe Ha E-
npoTokona unm AOKYMEHTLT Ce CkaHupa 1 npukaya kbM E-npoTokona.

6. MNpu n3pasane Ha E-npoTokon no peja Ha ekcneptusata no un.78, 1.2 ot 330, oTnaga HeobxoauMmocTTa aa ce
NPeAoCTaBAT U CbxpaHasat npunoxenue Ne1 n npunoxenue Ne3 ot HacToswmTe ,WU3ncksanus Ha H30K*, npu cnegnute
ycrnoBus: '

- 3a npunoxeHue Ne1, noanucaHo oT cneunanuspaHaTa KOMUCHS, NPU HAMIMMMETO Ha TEKCT B ,PeLLenne Ha cneLmanuapaHa
komucus“ no Allp Ne 38: ,Jlunceat uskniouBalLm KpuTepum 3a 3anousaHe/NpogbKaBaHe Ha neyeHue c JM*

- 3a npunoxenue Ne3, nognucaHo ot 30J1, npn HanNUUMETO Ha TeKCT B ,PelleHne Ha cneLmannuanpaHa KoMucus* no Allp Ne
38: ,)Kenas aa Mv 6bAe 0a06peHo neveHme ¢ NnekapcTBEHUs NPOAYKT, KaTo AeKnapupam, Ye CbM YBEJOMEH 33 AeNCTBUETO Ha
HasHa4yeHaTa nekapcTeeHa Tepanus u gasam WHOpMUpaHo cbrnacue cbliyarta aa My 6bae npunaraHa®.

M3NCKBAHUA HA H30K NMPU NEYEHUE HA XPOHUYEH BUPYCEH C XENATUT HAZL 18 FOOVLLHA Bb3PACT
B U3BBHBONHNYHATA NOMOLL



NPUNOXEHME 1

NINCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA BE3UHTEP®EPOHOBO NEYEHUE HA XPOHUYHA
HCV MH®EKLIMA C AMPEKTHOAEUCTBALLU AHTUBUPYCHU CPELCTBA (QAAC) NPU BONHWU HAL 18 FTOOULLIHA
BBb3PACT

A. UHaukauum 3a neyeHue

MauueHTn ¢ xpoHnuHa HCV uHdbekuns, HenekyBaHu Unu NeKyBaHN HEYCNewHo C aHTUBMpYCHa Tepanusi, NOANexar Ha
Tepanus ¢ AUPEKTHO AeicTBalUM aHTUBMPYCHU cpeacTea (OOAC).
MauueHTuTe C npeaxoxaawa 3noynotpeba C HApPKOTMYHW BELYECTBA, BKAIOYMTENHO W Ha 3aMECTUTENHO NeueHue,

3aAbNnXUTEeNnHO NpPeacTaBAT yAOCTOBEPEHME OT nNpocneassalma ueHpr/npor pama.
B. Kputepuu 3a 3anouBaHe Ha neuyeHue

1. Hanuuue Ha HCV undekums: nonoxutento HCV aHtutsno; Hanuume Ha HCV RNA HUBO (HUBO Ha OoTKpuBaHe > 25
Ul/ml); HCV rexotun®; aktyanes HCV reHoTun cnep Bcsika nNpeaxoxaalla aHTUBMpyCHa Tepanus. MacneasaHeTo Ha BUPYCHa
pennukauus u HCV reHoTn 3aabmxuTenHo ce U3BbPLIBA B CepTUdMLMPaHa BUPYCONoriHa nabopatopus.

* nscnensaHeTo ce M3BbpLUBa NO NpeLieHKka Ha cneuuanusMpaHaTta KOMUCUA NO racTpoeHTeponorus npu HenekysaHu GonHu ©
Heobxoaumo uscnensate, npu Be4e neKyBaHu.

2. OueHka Ha cTeneHTa Ha YyepHoapobHaTta ¢hmbpo3ara, KosTo ce U3BLpLUBA Ypes:

a). HenHBasueeHn meToa 3a usmepsaHe Ha YepHOAPOGHA NMBLTHOCT (YNTpasBykoBa enacTtorpadusi) B KOMBUHALMA CbC
cepymeH mapkep 3a cubposa (APRI unu FIB-4 ). ;

YnTpassykoBa enacrorpacusi BKMioysa :

- TpaHaueHTHa enactorpacus (TE) — pubpocken /Fibroscan/

- pSWE (point-Shear-Wave Elastography)

- 2D-SWE (2-Dimensional SWE)
Unn
Kom6uHaumsta ot ABa naHena oT kpbBHM GUOMapKepy 3a OueHKaTa Ha YepHoapobHaTa ¢unbposa — APRI u FIB-4, noaxoasum 3a
ycTaHoBsBaHe/M3kniouBaHe Ha uuposa (F4), npu HeBBL3MOXHOCT 3a npoBexaaHe Ha enactorpacdms. OueHkaTa ypes CepyMmHU
Mapkepu He e B CbCTOAIHUE Aa YCTaHOBYM CTeneH Ha chubposa F3.

3a pesyntaTute OT enactorpadckoTo U3cneasaHe 3aabIKUTENHO Ce OTOENs3Ba BUALT M UMETO Ha anapara, C KOUTo e
U3BbPLIEHO u3cneaBaHeTo. lpunara ce NPoTokon — opurmHan / 3aBepeHo konue, C OTpaseH pesyntaT B kPa W ¢ oueHka Ha
ubposarta (F), npu IQR < 30%.

6) XuctonoruuHo uscneasaHe u ctagupaxe no METAVIR npu naumeHTn ¢ XpoHuyeH xenatut C moxe Aa ce U3BbpLUK NpU
Cb4eTaHne c Apyrv eTMonorvyHn akTopy - aBToMMyHHa YepHoapobHa Gonect, cteatosHa 6onect, MeTabonuTHU 3a60NSBaHUS U

ap.

3. Texect Ha yepHoapo6HaTa uuposa: Child - knac u ckop; MELD ckop. FopHa eHpockonusl, ¢ ornep ycTaHoBABaHe Ha
Bapuuy Ha xpaHonpoBoAa, Bapuuy Ha cTomaxa 1 nopTanHa XMnepTeH3vBHa racTponaTus ce U3BbpLIBA NPU HarMume Ha NABLTHOCT
Ha YepHua npob (LSM)>25kPa, nsmepena enacrorpadyckm (Baveno V).

4. NpenwecTBawo nevexue (BUA, roanHa, oTroBop/Ge3 OTTOBOP) M CTPAHUYHN PEaKLMM. Heobxoaumo e reHotun Ha
nekyBaHaTa uHdekLms Aa GbAe YTOUHEH W BNCaH B JOKyMEHTUTE, U3AaAeHU OT CNeLManuanpaHaTa KoMUCHS, KOSITO npeanara 30/
3a Tepanus.

5. ﬂpunpymaaal.uu 3abonsBaHusa u AaHHKU 3a Tepanusa C wstoasaHe Ha neKkapcTBeHUTe NpoAyKTU U U3rOTBSIHE Ha
AOKYMEHT C OLieHKa Ha Bb3MOXHW NeKkapcTBEHN B3auMOOENCTBUS.

6. MpenrepanesTMyHa OueHKa Ha CLBMECTMMOCTTa MeXdy NnaHupaHaTa GesuHTepdepoHoBa Tepanus u gocera
NPOBEX/AaHO NleYeHMe Ha CbNLTCTBALLM 3a6onsBaHus
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NPUNOXEHUE 1

7. llunca Ha u3knYBaLKu KpUTEPUU

1. Knunuuo-nabopatopHu nokasatenu: ASAT n ALAT,an6ymuH, TpomGoumTu, Gunupy6uH, INR !

2. BupyceH crartyc: 2
e AHTM HCV aHTuTena

e HBsAg/ antiHBc total
e HCV PHK nuBo

s [eHoTunuaupaHe Ha HCV 3

3. Jlunca Ha n3knioYBaLLM KpUTEPUM NO TOuKa B

! MeauLMHCKa AOKYMEHTaLMS, NOTBLPXAABALLA KDUTEPUNTE MO npunoxexue 1 n BCuukn HEOOGX0AMMN U3CNEABaHUSA, CboBpa3HO NpunoxeHune 2

2 3agbnxuTentn uscneasanus: HCV PHK ce uacneasa ¢ konnyectsen PCR u aKTyanHocT A0 6 MeceLa Npeau KaHANAATCTBAHETO,
enacrorpad)cko uscneaBaHe u kankynaTop 3a Guomapkepu

3 N0 NpeueHKa Ha cneyuanu3npaHaTa KoMmucus

B. UskniouBawm kputepum n cbobpaxeHus

Hsma aBCconioTHN KOHTPaMHAMKaLMM 3a NeYeHUe C AMPEKTHO AENCTBALUM aHTUBUPYCHN CPeACTBa (DAAs).
Sofosbuvir Tpsibsa aa ce u3nonsea c BHUMaHWe Npu naumeHTn ¢ eGFR < 30 mi/min/1,73 m2.

Beuuku npoteasHu uHxnbutopu (NS3/4A-6nokepm) ca KOHTPaMHAULIMPAHW NPU NAUUEHTH C AekomneHcupana (Child-Pugh
B n C) umposa, kakTo 1 Npu NpeawecTsalLy NPosiBK Ha JeKOMNeHcaLms (wkTep, acuuT, eHuedanonaTtus, xemoparus oT Bapuum).

Mpu naumentute c xpoHnuHa HCV uHdekums n ocobeHo Tesu ¢ npuapyxaBalum 3a6onsiBaHusi, 3a KOWTO nony4asar
CboTBETHaTa Tepanus, 3aAb/XUTENHO TpsAGBa Aa Gbae 06CLAEHO M OLEHEHO B3aUMOAENCTBMETO MeXay AUPEKTHOAENCTBaLMTE
aHTUBUPYCHU CpeacTBa 3a neveHue Ha xenaTut ,C* n nekapcTBeHUTE NPOAYKTM 3a OTAENHUTE 3a60NABaHUSI, KAKTO W Bb3MOXHUTE
puckoBe 3a nauueHTa OT HEeOL|eHEHWU NekapCTBEHN B3aMMOAENCTBUA. BbNpockT 3a B3auMoaencTBMeTo Ha Te3u MeANKaAMEHTH C
AOAC ot Tepanusita Ha HCV uHbekuusTa e OT KNiouoBo 3HayeHWe 3a 6e30nacHoCTTa Ha nekysaHute. Heobxoaumo e neuexueTo ¢
ANAC pa ce sanousa cnep noapobHa NpeABapuUTENnHa OLIEHKa HA MeXAyNeKapCTBEHUTE B3aUMOAENCTBMS, BKI. KOHCynTauum cbe
CLOTBETHUTE CNELManuCT! 1 KOPeKLWA Ha A03MPOBKaTa, CNUPaHe UMK CMAHA Ha NPUEMAHUTE NEKapPCTBEHN NPOAYKTY.

Mpenopwyea ce Npu NALMEHTH, NPY KOUTO Ce O4aKBA HNCKA CTENEH HA NPUABbPXAHE KbM TEPaNUATa, — Hal-Beue NaLMeHTH
CbC 3HaUMTENHa KOHCYMaLMs Ha ankoxon w/unu 3noynotpe6a ¢ HapKOTUYHW BELLECTBA, NPUOPUTETHO Aa Ce pewwar npobnemuTe,
CBBLP3aHM CbC 3n0ynoTpebaTa U Aa ce OTAOXM NeYeHNeTo Ha xenatut C A0 TAXHOTO CTabunuaupate.
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NPUNOXEHWE 2

. NNeye6HO-gUArHOCTUYEH anNropuTbMm

1. NekapcTBeHu npoaykTy, BkntoueHu B Mpunoxenue 1 Ha MNJ1C, kouto H3OK 3annata B cboTBETCTBUE C AeNCTBALLMUTE
HOPMaTUBHU AOKYMEHTU

Ta6bnuua Ne 1

INN MKB Do3a

Sofosbuvir / Velpatasvir

B18.2; K74.0; K74.6

1 Tabn. gHeBHO

Glecaprevir / Pibrentasvir

B18.2; K74.0; K74.6

3 Tabn. AHeBHO

Sofosbuvir/Velpatasvir/Voxilaprevir

B18.2;K74.0; K74.6

1 T1abn. gHeBHO

2. TepaneBTU4HM CXeMMU

Mpu 3ppaBHoOCUrypeHn nuua ¢ xpoHuyHa HCV uHdekuus, npoabmMKMTENHOCTTa Ha fnekapcTBeHaTa Tepanusi e
Cbobpa3HO yKa3aHMTe CPOKOBe B KpaTkaTa xapaKTepucTuka Ha nekapcrseHute npoayktu (KXIM) u 3aBucu ot ctagus Ha
YyepHOAPOGHOTO yBpexaaHe.

Mpu 3ppaBHoOCUrypeHun nuua ¢ xpoHuuHa HCV wuHdekuusn, ¢ yBpeXaaHus Ha YepHUs Opo6 no craaui Ha
KOMMEHCMpaHa uupo3a, KOrato € NPUSIOKUMO — HanMue Ca CbLOTBETHM MNOKa3aHUsi MO KpaTka XapaKTepuCTMKa Ha
nekapcTBeHus NPOAYKT 3a neveHue Ha xpouuuHa HCV undekumsn, nekapcreeHara Tepanus e ¢ NPoALMKUTENHOCT 8 unu 12
ceamuuum. Mpu naumMeHTn ¢ AeKOMNEeHCUpaHa LMpo3a NPOALINKMTENHOCTTA Ha TepanusaTa e 24 ceaMuLN.

CxemuTe Ha neveHue nNpu naumeHTn ¢ xpoHu4yHa HCV uHdekums, Ho 6e3 YyepHOAPOGHa UMPO3a, HeNeKyBaHN UNU
nekyBaHu npeau, Ho He u ¢ A1AC, ca cbC choTBeTHU nekapcTBeHu npoaykTu ¢ INN, nocoyeHn B Tabnuuara, KakTo cnegsa:

Cxemute Ha neyenue npu naunent ¢ HCV undekuma ¢ komneHcupana (Child-Pugh A) yepHoapo6Ha umpo3sa,

Mpexoxpauwo neyedne | Sofosbuvir / Velpatasvir Glecaprevir / Pibrentasvir
neKkysaHu 12 cegm. 8 ceam.
HeneKkyBaHu 12 cegm. 8 ceam.

HenekyBaHu Unu nexyBsaHu npeaum, HO He u ¢ AC ca:

Mpexoxpawo neyeHue Sofosbuvir / Velpatasvir Glecaprevir / Pibrentasvir
neKyBaHu 12 ceam. 12 ceam.
HenekyBaHu 12 ceam. 8 ceam.

3. JleyeHue Ha NaUMEHTHU C AeKOMNEHCMPaHa YepHOAPOGHa UMpo3a

lMauveHTu c sexomneHcupaHa umposa TpsGea Aa nonyyar 24 ceamuuM nevexune cue Sofosbuvir / Velpatasvir

MauveHTUTe C AeKOMNEHCMpaHa LUMpo3a U MHAMKaUMK 3a YepHoapobHa TpaHcnnaHTaums ¢ MELD ckope = 18-20 cnegsa
npy Bb3MOXHOCT MbpBO Aa 6bAAT TpacnnaHTUpaHu U cnep ToBa NekyBaHu. AKO BPEMETO 3a YakaHe Ha JOHOp e noBeye oT 6 MeceLa,
Te3u nauneHTn morat aa 6baar nekysaHu npeav TpacnnaHTauusiTa no onucaHaTa no-rope cxema.
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4. leyeHune Ha NaUUEHTU, HEOTrOBOPUIU Ha NPEAULLIHO aHTUBUPYCHO neyeHue ¢ DAASs.

CxemuTte Ha neyeHue nNpu naumeHTH c xpoHuyHa HCV uHdekuus, nekyBaHu npeau ¢ eanH unu Hakonko DAAs, 6e3
nocruraHe Ha SVR ca:

MauueHTn c agekomneHcupaHa YyepHoapo6bHa uupo3sa (Child-Pugh B unu C), kouTo He ca 0TroBopunu Ha npeauLuHa Tepanus
c DAAs, cbabpxalua nporeaseH uHxubutop u/mnu NS5A nhxubutop, Tpsibea aa ce nekyear ¢ ¢ Sofosbuvir / Velpatasvir 3a Bcuuku
HCV reHoTunoBe 3a 24 ceamuum.

MauunenTute 6e3 UMpo3a Unu ¢ komMneHcupaHa uuposa (Child-Pugh A), kouTo He ca OTroBOpMnM Ha NpeauLLHa Tepanus ¢
DAAs, ce BkniouBat Ha Tepanusi cbe Sofosbuvir / Velpatasvir / Voxilaprevir 3a 12 ceamuum.

Npu naumentute, nekysawm ¢ DAAs, NOBTOPHO neveHWe ce npoBexAa cren onpeAeneHNss nepvoa Ha
npocneassaHe (SVR 12 / SVR 24) cnep kpasi Ha npeaxogHaTa Tepanmsi.

3011 3apgbnxuTenHo Npunarat NpeaxoAHUTe U3cneABaHUA (BUPYCHa Pennukaums), M3BbLPLIEHK NO BpeMe U cnen
npoBeaeHus Kypc Ha Tepanus ¢ [10AC.

ABsa nocneposatenHu kypca Tepanusa ¢ [ANIAC ce gonyckar nNpu BCeKN NaLMeHT ¢ XpoHuyHa HCV UHbeKUMA npu
nunca Ha TpaeH BUPYCONOrMYeH OTroBOp kbM NbpBarta Tepanua ¢ [ULIAC. TpeTu Kypc Ha neueHue ce M3BLPWBA NpU
Aoka3zaHO NOBTOPHO MH(ekTMpaHe ¢ HCV u B cnyuaite, KOrato 3a NbpBa JIMHMS Ha FeYeHUe Ca W3NON3BaHW
HenaHreHoTunHu [INIAC pexumu.

4. JleveHue Ha NaUUEHTM C NOCTTPaHCNNaHTaUMOHEH peunaus Ha HCV undekuusTa

Beuuku naumeHTy ¢ nocTTpaHcnnaHTauvoHeH peunams Ha HCV nHdbexums Tpsbsa aa ce umar npeasua 3a Tepanus.

OcTbp xonecTaTyeH xenaTuT Unn HaNUYNETO Ha yMepeHa Ao obwmMpHa ubpo3a unu nopranHa XUNEepTOHUS efHa roguHa
cnej TpaHcnnaHTaunsTa npeackassa 6bp3a nporpecus Ha 3abonsBaHeTo v 3aryba Ha Npucaakata, U U3UCKBa CreLHO aHTUBUPYCHO
nevexwue.

Mauventute ¢ nocTTpaHcnnaHTauMoHeH peunams Ha HCV (BCUUKM reHOTUNOBE) nHdpekums, 6es umposa (FO-F3) unm ¢
komneHcupaHa umposa (Child-Pugh A), Tpabea aa 6baaT nekysaHu ¢ KOMGUHaUMATA C thukcupana gosa Sofosbuvir/ Velpatasvir 3a
12 ceamuum 6e3 na e HeobxoaUMO UMYHOCYNPECHBHO afanTupaHe Ha NekapcTBeHaTa ao3a.

MauneHTMTe C NOCTTPaHCNNAHTaUMOHEH peunams Ha HCV (BCuukm reHotunoee) wHdekuus 6es umposa unu ¢
komneHcupaHa uuposa (Child-Pugh A), ¢ eGFR < 30 mi/min/1,73 m? Tpsi6ea aa 6baaT nekysaHu ¢ KOMGMHALMSTA C cdukcupaHa aosa
Glekaprevir/Pibrentasvir 3a 12 ceamuumn. CneaeHe u anantupaxe Ha MMyHoOCynpecusiTa e Heo6xoAUMO No BpeMe U cnea Kpasi Ha
neyeHueTo.

MauveHTn c NnocTTpaHcNNaHTauMoHeH peuuave Ha HCV u ¢ AeKkoMneHcupaHa uvposa, Tpsibea aa nonyuyart 24 cegmuum
neyenue cue Sofosbuvir/ Velpatasvir (Bcuuku reHoTunose).

6. lNeuenne c NIAC npu cneuuanHu rpynu oT NaumeHTH.

Maunextute ¢ HCV 1 HBV koundekuns (HBsAg (+) nosutueHu) Tpsbea aa ce nekyBat cbe cbwuTe DAAS pexumu 3a
epaavkauus Ha HCV, cneasaiiku cbluuTe npasuna, Kakto npy nauueHTute ¢ HCV MoHOMHGeKuus. ChLuecTByBa NOTEHUMANEH pUCK
OT peakTuBauus Ha HBV uHgekumsTa no Bpeme u creq ycnelwHa epaaukauus Ha HCV, koeTo npasu 3agbmKuTenHa cbnbTBalla
HykneosnaHa/ HykneoTuaHa Tepanus npu HCV n HBV koutdexuus. Tasn HykneosnaHa/ HykneoTuaHa Tepanus Tpsabsa aa NpoabMKK
noHe 12 ceamuuym cnep kpas Ha anti-HCV neuenneTo 1 aa ce cneam exemeceuro AJNAT ako neyexuneto 3a HBV e cnpsiHo.

Maunentute c xpoHnuHa HCV uHdexums n npoeexaawwm DAAs Tepanus, KouTo ca HBsAg (-)HeratueHu u anti-HBc total
(+)nonoxwutennu, Tpsabea Aa ce npocneassat exemeceyHo 3a ANIAT u aa ce TecTyBaT Ha HBsAg u HBV DNA BbB BCcekm cnyyail Ha
nokausaHe Ha AJIAT. lNpu yctaHossiBaHe Ha HBsAg w/unn HBV DNA e 3agbmxutenta HykneosuaHa Tepanus 3a HBV, cbnbTBala
Tasu ¢ DAAs.

MauveHTuTe cbe 3HauMTENHO yBpeaeHa 6L6peyHa dyHkums (eGFR < 30 mI/min/1,732) unu B kKpaeH cTaawii Ha 6b6peyHo
3abonsBsaHe Ha xemoauanusa, HpekTupaHu ¢ Bcuukm HCV reHoTunose ce nekyBat ¢ DAAs, cbo6pa3Ho kpaTkaTa xapakTepucTuka
Ha rekapcTBeHUTE NPOAYKTH.

Mauventn ¢ HCC 6e3 Lmpo3a unu ¢ koMnNeHcupana umposa (Child-Pugh A), yakawu 4epHoapo6Ha TpaHcnnaHTaums, Tpsibea
Aa 6vaat nekysaHn npeav UNK cnea YepHOAPOBHaTa TPACINAHTALUMS ChINACcHO OCHOBHUTE npeanucaHus 3a nauueHTu 6es HCC.
Teaun nauuenTn, nekyeaHn 3a HCC, Ho 6e3 uHauKauuu 3a YepHOApOGHa TpaHCnnaHTauus, YeCTo UMaT 3Haumma ubposa unu

uuposa 1 Tpsibea Aa nonyyaT NOAXOAsALLA aHTUBUPYCHA Tepanus 3a TaxHaTa uepHoapoGHa Gonect, ¢ BHUMATENHO nNpocneasBaHe
3a HCC.

WM3NCKBAHUA HA H30K NMPW IEYEHUE HA XPOHWUYEH BUPYCEH C XENATUT HAQL 18 TOAULLHA BB3PACT
B U3BBbHBONMHUYHATA NOMOLY




[. MoHuTtopMupaHe Ha echeKTUBHOCTTA Ha TepanusaTa

Mpw nauvenTy, nekysanu ¢ JJAC, HCV PHK 1psibea aa ce usmepsa npeav HayanoTo Ha NeYeHNETO, B Kpasi Ha NeYeHneTo
(cvotBeTHO 8, 12 unu 24 ceamunua) n 12 ceamuua cnep kpas Ha nedeHueTo. Mo npeueHka Ha NekyBalMs €Kun - No Bpeme Ha
TepanusTa KakTo u Ha 4, wunu 24 cegmuua cnepa Kpasi Ha nedYeHueTo.

Ta6nuua Ne 2
Kpa# Ha neyeHueTo SVR
U3CNEOBAHUA
Vax. 8c* 12 2act vt | s
XEMATONOrm4Hu
XeMornoouH v v v v v v
€puTpoLMTH v v v v v v
nesKoLMTH v v v v v v
TpomMOGoumMT N v v v v v v
BUOXUMUYHU
ACAT v v v v v v
ANAT v v v v v v
rrm v v v v v v
Ao v v v v v v
Bunupy6uH: obuyavp v v v v v v
O6wy 6enT bk v v v v v v
AnbymuH v v v v v v
INR v v v v v v
KpeatuHuH 4 v v v v v
KpbBHa 3axap v
BUPYCONOIrMYHU
Anti-HCV
HCV RNA v v v v v v
HCV rexotun/ .
noAreHoTMn
HBsAg / anti-HBc total v
Anti-HV v
Child = v v v v v
MELD** v v v v v
WHCTPYMEHTAIHU
Exorpagwms v v v v v
Eac v
APYrun
anti HBs Tutbp *** v
HBV DNA*** v

* 8 3agucumMocm om npodb/XUMeNHoOCMma Ha mepanusima
** N0 npeyerka Ha cneyuanusupaHama KOMUCUS, Npu OaHHU 3a HanpedHana ¢ubposa / 4epHoOpobHa yupo3sa
***pu nonoxumeneH pezynmam HbsAg
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WU3NUCKBAHUA HA H30K NMPU NEYEHWE HA XPOHWUYEH BUPYCEH C XEMATUT HAQ 18 TOAULLHA BbL3PACT
B U3BbHBONMHUYHATA NOMOLL



E. MpocneasBaHe Ha NaUMEHTU cnej NOCTUraHe Ha TpaeH BupyconoruyeH orrosop (TBO)

MaumnenTtuTe ¢ F3 1 F4 (npeav neyeHune) ce npocneassart 6e3 npekbcBaHe Ha 6-meceuHu uHTepsanu cnea TBO, 3a nposisn
M YCINOXHEHUS Ha NopTanHaTa XMnepToHUs 1 3a paseuTue xenartouenynapeH kapuuHom (XLIK / HCC).

Mpw nauneHTUTE C pUCK 3a HOBO 3apassBaHe ¢ HCV (Tekywia ynotpeba Ha HapKOTULIW, NPU MbXE, KOUTO UMaT CeKcyanHm
KOHTaKTM C Mbxe, npebuBaBalyy B 3aBeAeHUS 32 BPEMEHHO nuliaBaHe oT cBoboaa u ¢ Apyro puckoBo noseaeHue), cnea TBO
cneaga Aa ce npeanpuemMe npocneassaHe 3a nostopHa HCV uHdekums upes exeroaHo uscneasaHe Ha HCV PHK.

3abenexka: CneumnanusanpaHute KoMMcum nepuoamnyHo (Ha 6 meceua) usnpawar kbm Komucusita B LIY Ha H3OK otuyetm ¢
NOMMEHEH CNMCHK HAa BCUYKMW NIEKyBaHU NaLMEHTH, C OTYETEHU pPe3ysiTaT OT JIeYeHUETO - TPaeH BUPYCOMOruYeH OoTroBop.
Mpwu naumenTh, nexkysanm ¢ AIAC, HCV PHK tps6Ba aa ce usamepBa B Ha4anoTo Ha Ne4YeHUeTO U B Kpasi Ha Ne4YeHUeTo,
CBLOTBEeTHO 8, 12 unu 24 cegmmua (BMpyconoruyeH OTroBop B Kpas Ha neuveHueto ). Mo-HaTaTbk npocneasiBaHeTo ce
u3BbpWBa Ha 12, no npeueHka 4 unu 24 ceagmuua cnep Kpas Ha NeYeHUeTo (TpaeH BUPYCOMOruyeH oTroBop).

MauueHTuTe 6€3 uMpo3a ( Ao F2 skn.) u ¢ TBO, HCV PHK Tps6Ba aa 6bae nscneasaHa Ha 48-marta ceamuua cnepn
Kpas Ha nevyeHueTo.

Mauuwentute ¢ uuposa (F4) m Te3u c HanpeaHana ¢ubpo3za (F3) u TBO Tps6Ba Aaa ce HabniopaBar 3a
xenarouenynapeH kapuuHom (XLIK unu HCC) Ha Bceku 6 meceua upe3 abaoMuHanHa exorpacdus, KakTo v 3a YCNOXHEHUs
Ha nopranHara XMnepToHus.

B kpas Ha kanenpapHata roguMHa e Heo6xoaMMo Aa ce u3anpaia obu Aoknag ¢ BCUYKK NeKyBaHU NauMeHTH, ¢
OTYeTeHU pe3ysniTaTu OT TepanusaTa.

il. OBLL USUCKBAHUA

1. Bb3pacroBara rpaHuua ce U34MCNABa B HaBbPLUEHN FOAVHY - T.€. BKIIIOYATENHO KbM AaTaTa Ha u3gaBaHe Ha NpoTokona oT
cneuvanuavpaHaTta KOMUCHS.

2. Mpu HazHayaBaHe Ha Tepanusi N0 NPOTOKON 3am;nx<menuo ce CboﬁpasﬂaaT Bbspacrosme OrpaHnyeHuns, CbrMacHo kpartkata
XapakTepucTuka Ha CbOTBETHUS NNeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H3OK He 3annalya neyeHne U3BbH ykasaHaTa Bb3pacToBa FpaHWLa B KpaTkaTa XapakTepucTuka Ha NpoaykTa.

4. H30K He 3annaLua neyexne ¢ 4031 HaJ, MakCUManHO paspeLUeHnTe No KpaTka XapakTepucTuka Ha npoaykTa.

5. B cnyvait Ha HacTbNuNa noao3vpaHa HexenaHa nekapcTeeHa peakuus, nekapsT ysegomsisa MAJ no pepa Ha un. 184 ot 3MMXM.
Konue ot cbobLueHneTo ce npunara/onvcsa KbM/B MeanLMHCKaTa AokyMeHTaums Ha 30J1 npu kaHaMaaTCTBaHe 3a NeyYeHue.

6. Bceku e-npoTokon ce uagasBa Bb3 OCHOBA Ha W3AafeH MeAULIMHCKW JOKYMEHT: OT cneuwanusupaHa komucus B JI3BM Ha
ocHoBaHue Allp Ne 38 ,OnpeaensHe Ha NnaH Ha neveHne 1 NpocneasiBaHe Ha TePaNeBTUMHUS OTFOBOP NPU NAUMEHTY, NONyYaBaLLy
CKbMOCTpYBALLY NekapcTBEHW NPOAYKTH MO peada Ha yn. 78, 1. 2 330"

Eksemnnsip Ha xapTueH Hocuten ot Allp Ne 38 ,OnpeaensiHe Ha nNnaH Ha NeYyeHue U NPoCneAsBaHe Ha TepaneBTUYHNS OTTOBOP NpH
nauueHTun, nony4YaBsalum CKbNoOCTPyBaLLM NieKapCTBEHU NPOAYKTU NO peaa Ha un. 78, T. 2 3830, KOWTO e ocHoBaHWe 3a u3naBaHe Ha
npoTokon, noAnucaH oT cneuvanuaupaxa komucus u 30J1 ce Boam no pep, onpeaeneH oT Nne4eGHOTO 3aBeaeHne 1 ce CbxpaHsiea B
KoMucunaTa.

7. MNpu n3pasaxe Ha E-npotokon no peaa Ha ekcneptusara no 4n.78, 1.2 ot 330, oTnaaa HEOBXOAMMOCTTa Aa Ce NPeAoOCTaBAT U
cbxpaHsisat npunoxenve Ne1 u npunoxenue Ne3 ot HacToswuTe ,U3ncksanus Ha H3OK".

8. MspasaHeTo Ha E-npoTokon ce ocbluecTssBa B CbOTBETCTBUE CbC CbBMECTHM ,YKa3aHus 3a pabota ¢ NnoaaaeH no enekTPoHeH
nbT npoTokon IA/IB/IC (e-npoTokon)“, Mexay HalvoHanHaTa 3apaBHOOCUTypUTeNHa Kaca u Bbarapcku nekapcky Cbios 3a npunaraHe
Ha HauuoHanHua pamkoB AOroBOp 3a MeaAULMHCKUTE AeNHOCTY.

Hacmoswume usuckearusi ca ymebpdexu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-66/31.07.20252. Ha Had3opHusi
ceeem Ha H3O0K u npedeapumenHo cbenacyeaHe ¢ BJIC, Ha ocHoeaHue 4n.51, an.10 ene ep. ¢ an.8 om [lpasunHuka 3a
ycmpodicmeomo u deliHocmma Ha HauuoHanHama 30paeHoOCUzZypumenHa kaca. MauckeaHusima enu3am e cuna om damama Ha
obHapodeaHemo um e ,LbpxaeeH eeCmHUK” u ommeHssm Oelicmeaujume u3uckeaHusi, 8 cuna om 25.08.20232. Ha OCHoeaHue
peweHue Ne P[]-HC-04-56/11.08.20232.

M3NCKBAHUA HA H3OK NMPU NEYEHUE HA XPOHWYEH BUPYCEH C XENATUT HAQl 18 FTOAULLHA Bb3PACT
B U3BBHBONHNYHATA NMOMOLL



NPUNOXEHUE 3

AEKNAPALNA 3A UHOOPMUPAHO CBINTIACUE C USUCKBAHUATA 3A 3ANOYBAHE/ MPOABMKABAHE HA
NNEYEHUWETO C NEKAPCTBEHUSA NPOAYKT

..........................................................................................................................................................................

Cnej kato ce 3anosHax C usnata MW npeaocTaBeHa MHOpMaLUs U uUenta Ha NEYEHMEeTO C neKapCTBEHuS
MDOAYKT ... B R e W Crea kato nonyuyux usdYepnartenHu OTrOBOPU Ha
NOCTaBeHWUTe OT MEH BbNPOCU, AeKNapupam ye:
1. llle cnaseam npenopbyaHaTa Mu CXeMa Ha NeyeHne 1 NePUOANYHOCT Ha KOHTPONHUTE nperneau.
2. PenoBHO Wie ce siBsiBaM Ha KOHTPOMHM NpPErnean 1 HAMa Aa NPOMEHAM CaMOBONHO AN Noa ApYro BHyLLEHWe Ha3HaveHaTa
MU Tepanus.
3. llpu npeycraHoBsiBaHe Ha NEYEHUETO MO NPULUHM, HENPON3TUYALLM OT PELLEHNETO Ha KomucusiTa 3a ekcneptusu B P30K
u/vwnn Komucusita no un. 78, 1.2 ot 330, e yBeaomsi He3a6aBHO NUYHUS CY nekap.
4. Tpyn Hecna3saHe Ha NOCOYEHUTE YCNOBUS NIEYEHUETO MY C yNIOMEHATUS NEKapCTBeH NPOAYKT e 6bae npekpaTeHo u HAMA
Aa umam npeTteHumn kbm H3O0K.
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‘Q N3NCKBAHUSA HA H30K NPU NEYEHUE HA XPOHUYEH BWPYCEH C XENATWUT HALl 18 rOAULLHA Bb3PACT
B U3BBLHBEONMHUYHATA nomMoLy



