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B. UskniouBalum KpUTepUKU U CLOGPaXEHUs

Hsima abconioTHN KOHTpaUHAMKALMK 3a NeYeHNe C AUPEKTHO AENCTBALLM aHTUBUPYCHU cpeacTea (DAAS).
Sofosbuvir Tpsbea aa ce u3nonsea ¢ BHUMaHue npu naunenty ¢ eGFR < 30 ml/min/1,73 m2.

Mpu nauventute ¢ xpoHnuHa HCV uHdekuns n 0cobeHo Tean ¢ npuapyxasawy 3aGonsiBaHus, 3a KOUTO nonydyasart
CbOTBETHATa Tepanus, 3aAbix1TenHo Tpsbea fa 6bae 06CbAEHO U OLEHEHO B3aUMOAENCTBUETO MEXAY AMPEKTHOAENCTBALNTE
2AHTUBUPYCHU CPeACTBa 3a neveHne Ha xenatut ,C* 1 nekapcTBEHUTE NPOAYKTY 3a OTAENHUTE 3a60NsABaHUSI, KaKTO U Bb3MOXHUTE
puckoBe 3a MauUeHTa OT HEOLEHEHU NeKapCTBEHN B3aMMOAENCTBIS. BbNpockT 3a B3aMOAENCTBMETO HA TE3U MeauKaMeHTU C
LOAC ot Tepanusita Ha HCV MHeKuMsiTa € OT KNKoYoBO 3HaueHne 3a 6e30NacHOCTTa Ha nekyBaHuTe. HeobXxoaMMo e fieyeHneTo
¢ [I0AC ga ce 3anoysa cnea noapobHa npeasapuTenHa oLeHka Ha MeXaynekapcTBeHnTe B3aMMOAENCTBUS, BKIT. KOHCYNTaLum
CbC CbOTBETHUTE CMIELIMAnNCTV 1 KOPEKLMA Ha [O3VMPOBKAaTa, CNUpaHe UM CMAHA Ha NpUeMaHuTe NekapcTBEHN NPOAYKTH.

MpenopvyBa ce npu nauueHTw, npy KOWTO Ce o4YakBa HUCKA CTEMEH Ha NpuabpXaHe KbM TepanusaTta, — Hail-Beue
NaUneHTU CbC 3HAYUTENHA KOHCymMauusi Ha ankoxon w/unu 3noynotpeba ¢ HapKOTU4HKN BellecTBa, NPUOPUTETHO Aa ce pewart
npofnemMute, CBbP3aHu CbC 3noynotpebarta u Aa ce OTNOXM NEYEHUETO Ha xenatut C 0 TAXHOTO cTabunuaupaxe.

OTroBaps Ha KpuTepuuTe 3a 3ano4saHe /

npoabimKaBaHe Ha NeYeHUeTo ¢ & iiobHa posa
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NPUNOXEHUE 1B

NUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XEMNATUT C
HYKNEOTUAHW/ HYKINEO3UOHW AHANO3W MNPU BOJNHN NOA 18 FTOAULIHA BB3PACT

Ume: | ErH | l ] [ ‘ | I I ] [

3abenexka: meduyuHckama GoKyMeHmauusi, ydocmosepsisala 6CeKu om Kpumepuume € focoyeHa C Yugpa 6 UHOEKC U 3a0bIIKUMESTHO
npudpyxasa HACMOSUOMO NPUSIOKEHUE.

H3OK He 3annawa neyeHue ¢ KOM6UHMpPaHa Tepanus HyKNeoTMAHM/ HYKNeO3UAHN aHano3u U UHTEPEPOH.

A. Kputepuu 3a 3anoysaHe Ha MbpBM KYPC (3aALMKUTENEHO € HANMYMETO Ha BCUYKU KpUTepuM)

BuoxumuyHa aktueHocT: nosuweH ALAT > 2 nbTu Haa ropHaTa pedepeHTHa rpaHuua npy NoHe Ase onpeaensiHns
1 | B pamkuTe Ha 6 Meceua. [pu XUCTONMOrMYHA aKTMBHOCT > F2 NauMEHTUTE MOAMEXaT Ha NeyeHne He3aBUCUMO OT
HuBOTO Ha ALAT '

BupycHa pennukauusi:

* HBVDNA> 10000 copies/ml (> 2 000 IU/ml), HeaBucumo HBeAg/anti HBe cTaTyca (cbrnacHo KoHceHcyc
2 Ha BATETEAE ot 2013 1)) °
Mpu xuctonormyen cragmit Ha uyepHoapobHata cmbposa F3 n  F4 neueHne ce nposexzaa v Npu MO-HUCKU OT
nocoYeHuTe no-rope Huea Ha HBV DNA.

* XMCTONOrMYHa aKTMBHOCT: Genesu Ha YepHoapobHO Bbananeqne u ubposa, OUEHeHa onucaTenHo Wk Ypes

2 vHaekeu (Knodell/ Ischak; METAVIR) *

Nunca Ha um3knioYBawM KpUTepun no Touka B (MpV aHaMHEeCTUYHM AaHHW Mo T. 2 OT B e HeobxoauMo Aa ce

4
NPEACTaBU EKCNEepTHO CTaHOBMLE OT NieKyBalUsi NCMXUATHLP, CNeLUanucT Nno fleYyeHne Ha 3aBUCUMOCTH) ¢

' Ha opuriHanHa 6nakka ot n1aGopaTopys (3aBEPEHO U NOANUCAHO KOMUE); NPU HANUUME HA XOCNUTANM3ALMA Ce npunara enukpuaa c Homep U3
2 opuruHaneH L unn NOANMCaHO 1 3sasepeHo konue (HBV DNA ce uscnensa c konudectsen real time PCR ). Ha neuenue ¢ HykneoTuanw/
HYKNIEO3MAHYM aHano3n noanexar n 6oNHM Ha UMyHOCYNPECUBHA TEPaNUs NPEAV 1 CNIeJ OPraHHa TPAHCNAHTaLNA HE3aBUCUMO OT HUBaTa Ha HBV
DNA. B Teau cnyyau KbM MEAMLMHCKATA AOKYMEHTaUUsi Ce NMPEACTaBs enukpusa C HoMep W3 OT OCbUleCTBEHa OpraHHa TpaHCMNaHTauus,
2mOynaTopeH JIMCT OT NPErneA NPy CNeLManicT 3a NPOBEXAAHa UMYHOCYNpecuBHa Tepanis

opuruHanHa 611aHKka oT XUCTONOTUYHO M3CNEABAHE UMM 3aBEPEHO i NOANMCAHO KONUE — AKTYaNHOCTTa € 4 FOAWHIN NPEAN KAHANAATCTBAHETO
* yaocTosepsiBa Ce C NOAMMC HA CNELMAnCTa B NPUMOXEHHE 1 Ha HACTOSILMTE USUCKBAHUS U Ce npunarat HeOGXOAUMUTE M3CNEABAHWS, KOUTO
AOKa3BaT NUNCATa Ha M3KNIOYBALLM KPUTEPUM NO NOATONKM 4, 5 T. B
* Mpu Hanuume Ha NPuApPYXaBaly 3aGONABaHUR, KOUTO Ca KOHTPAMHAUKALWMA 33 YepPHOAPOBHA GMONCHA Ce M3BBLPLLBA OLEHKa puck/ nonaa,
OTHECEHM KbM NpOrHO3aTa Ha CLOTBETHOTO NPMAPYXasawo 3abonssaHe. Ta3u OUEHKA 3aABIMKATENHO CE& BNUCBA B EKCMEPTHOTO CTaHOBULE.
TexHu4eckn HeycneweH ONUT Aa e AOKYMEHTUPAH C XUCTONOTUYEH PEe3ynTaT, nokasealy HEAOCTATBYHO KONMMUECTBO YEPHOAPOGHA ThKaH 3a
a/\eKBaTHA XUCTONOTUYHA NPELeHKa.

B. Kpurepuu 3a npoannixasaHe Ha TepanusiTa (3aabrmKUTENEHO € HaNMYMeTo U Ha ABaTa KpUTepUs)

1 | Hanuume Ha paHeH 0TroBop Ha TpeTusi Mecel ¢ Hamanenue Ha HBV DNA > 1 log 10 B CpaBHEHMe C U3XOHOTO HUBO '

Mocneasalyo usmMepsaHe v 3anbmKUTENHO NpocneassaHe Ha HBV DNA npes unTepean ot 6 meceua™

Jlunca Ha CTPaHNYHM eheKTM 1 UIKMIOYBALLM KPUTEPUM MO TouKa B 2

' opuruHanen L unu noanucaHo u sasepero konue (HBV DNA ce uscneasa c konuuecteeH PCR)

? yaocTosepsBa Ce C NOAMUC Ha CELMANNUCTA B NPUNOXEHNE 1 Ha HACTOALUNTE M3UCKBAHUS

* MPOABMKATENHOCTTA Ha NIEYEHNETO Ce ONPEeAens OT BUPYCONOMMYHMA OTFOBOP W TEXECTTa Ha YepHoapoGHata Gonect, cnea opobperue oT
eKkcnepTHa Komucus.

** Mpu Hanuuue Ha BUPYCONOrUYEH NPOBUE Ce Hanara WSBLPLUBAHE Ha M3CTEABAHE 33 MYTALMM U AOKA3BAHE HA PE3UCTEHTHOCT. Mpu fokassaxe

MM Ce NpemuHaBa Ha Tepanus ¢ Apyr nekapcTBeH NPoAYKT, CbrnacHo npuetus Koxcexcyc Ha BAM 2013 r.
L

B. U3KNKOYBALLU KPUTEPUMU
1. BonHu, 3noynoTpeBssaluy CUCTEMHO C ankoxos, HapkoMaHm, NPoAbIXasalUN ynoTpeGaTa Ha HapKOTULY, KaKTO
1 Takuea 6e3 YMCT OT UHTOKCUKALMS MEPUOZ, He No-Manbk oT 6 Mecelia
2. KowHdpektupanu nauvenTu c xenatut C supyc [HCV] unu xenatut D supyc [HDV])
3. Jlunca Ha paHeH OTrOBOp B Kpasi Ha TPETMS Mecel, T.e nunca Ha HamansieaHe Ha HBV DNA ¢ > 1 log 10 B8
CpaBHEHMe C U3XOJHOTO HUBO.
4. CuctemHo HecnassaHe Ha neveGHaTa cxema no BUHa Ha GONHUS, C NpeKbCBaHe noseye oT 3 Meceua

OTroBaps Ha KpUTepUUTE 3a NeYeHue ¢

"!7.(‘ VBNCKBAHWA HA H30K NPU NEYEHUE HA XPOHWUYHW BUPYCHW XEMATUTI (B, B+D, C) N0 18 OAWULLIHA Bb3PACT B
N\ M3BBHBONTHUYHATA MOMOLL - & cvna o 15 maii 2018 ropuHa
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NPUNOXEHWE 2A

I. NEYEBHO-AUATHOCTUYEH ANTOPUTBHM MPU MPOBEXIAHE HA NEYEHWE HA BONMHW NMOM 18 FOAMLUHA
BBb3PACT C XPOHUYHU BUPYCHU B, B+D, C XENATUTU C UHTEPOEPOH AN®A

1. NEKAPCTBEHU MPOAYKTW, Bikntoyewn B Mpunokenue 1 Ha MIIC, kouto H3OK 3annawa B cLOTBETCTBUME C

AenCTBaLUTE HOPMATUBHU AOKYMEHTHU.

Tabnuua 1
INN MKB [03A U CXEMA HA NNEYEHUE
B18.0 Mo 3 ME noakoxHo eXeAHEeBHO B NPOAbIKEHUE HA 14 4HW, Crea KOeTo Tpu
INTERFERON ALFA-2A B18.1 nbTi ceamnyHo no 3 ME noakoxHo B npoabrkenne Ha 11 meceua (06uwo
B18.2 12 meceua).
K74.0
K74.6
B18.2
RIBAVIRIN K74.0 MpubnuantenHa aHeBHa ao3a - 15mg/kg
K74.6
B18.0 [osupare npu neanaTpu4HK NALMEHTU CAMOCTOSTENHO UMK B KOMBUHMPaHa
PEGINTERFERON ALFA-2A B18.1 Tepanua ¢ pubasupuH — ceaMMuHa [o3a (Ug) ce onpesens CbobpasHo
B18.2 TenecHa noBbpxHocT (BSA) (m2)
K74.0
K74.6

2. MPOCTNEAABAHE MPU JIEYEHUE HA XPOHWYEH BUPYCEH B, B+D, C XEMATUT C UHTEP®EPOH AN®A

Tabnuua 2
S | Nepwuop Ha neyewxue * i’lﬁocnenﬂaane
-6M. [wx [2c. [1m[2m [3m [4m [5m [6M [7m. [8M [9M [12m* | +3m. | +6m

xemornobuH v v v v v v v v v v v v
epUTpoLUTH v v v v v v v v v v v v
neskouuTn v v v v v v v v v v v v
TpoMm6. v v v v v v v v v v v v
BUOXMMWUYHU
ASAT v v v v v v v v v v v v v
ALAT v v v v v v v v v v v v v
GGTP v v v v v v
AP v v v v v v
o6y 6enTbk v v
anbymuH v v
BunupybuH v v
KpeaTuHUH v v
KpbBHa 3axap ™ v
NUKOYHA KMCenuHa v v
TSH v v
BUPYCONOTrUYHU
Anti HCV v
HCV RNA / HBV DNA v 7 o, P
(konuyecTBeHo)
HCV reHotun ** v

3abenexka:

* CvobpasHo npejcTaBeHaTa no-rope Cxema, B 3aBUCUMOCT OT pesyntata ot nposeaerns PCR ce B3ema pelleHue 3a cnupakxe Ha Tepanusta unu 3a

NpoABLNKaBaHE Ha NEYEHNETO 3a OLe 24 ceamMmuLMn.

** Mo BBIMOXHOCT Ce onpeaens HCV reHoTuna. MaumeHTUTe C HEM3CNEABaH reHOTUN CNIeABA A3 GLAAT TPETUPAHI KATO MHGEKTUPaHH C reHoTun 1.
*++ Criej WeCTMA Meceu OT CNUPaHeTo Ha feYeHUeTo Npes 4-6 Meceua ce KOHTPONMPAT aMMHOTPaHChepasnTe W NpW nokasaHus ce u3BbpLIBAT

BUPYCONOrUYHU U3cCneaBaHus.

"f,‘(‘ V3NCKBAHUA HA H3OK MPU NEYEHUE HA XPOHWUYHW BUPYCHWN XENATUTY (B, B+D, C) MO/} 18 FOAVLLHA Bb3PACT B
) M3BBHBOJIHUYHATA MOMOLL, - & cuna ot 15 mait 2018 roguna
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NPUNOXEHUE 2B

I. NEYEBHO-QUATHOCTUYEH ANIOPUTBM MPU MPOBEXOAHE HA NEYEHUE HA BONMHM Mopg 18 rOOULLHA
BB3PACT C XPOHUYEH BUPYCEH C XENATUT C AUPEKTHOAEWCTBALLM AHTUBMPYCHU CPEACTBA (AOAC)

1. NNEKAPCTBEHWU NMPOAYKTW, Bkmiouenn B Mpunoxenne 1 Ha MIIC, kouto H3OK 3annawa B cuoTtsercTsue
AENCTBALUUTE HOPMATUBHU JOKYMEHTH.

Ta6nuua 1

INN MKB A03A U CXEMA HA NEYEHUE

B18.2; 1 1abn. aHeBHO
K74.0;
LEDIPASVIR/SOFOSBUVIR K74.6

SOFOSBUVIR B18.2; 1 1abn. gHeBHO
K74.0;
K74.6

B18.2
RIBAVIRIN K74.0 e [lpubnuautenHa aHesHa fo3a - 15mg/kg
K74.6

2. TEPANEBTUYHU CXEMW npw pasnuyHuTe reHoTunose Ha HCV uHdekumaTa

Mpu 3ppaBHOOCUTYpeHu nuua ¢ xponuyHa HCV MHbeKuus, NpOABLIKMTENHOCTTA Ha neKkapcTBeHaTa Tepanusi e
CbObpa3HO ykasaHUTe CPOKOBE B KpaTKaTa XapakTepucTMKa Ha nekapcTBeHute npoayktu (KXI) u 3aBucu ot ctagus Ha
4epHOAPOBHOTO yBpeXaaHe, HUBO Ha BUPYCHa pennukauus (HCV RNA) u reHotun/cy6reHoTun Ha HCV undekuusTa.

MNpu 3apaBHOOCUrypeHu nuua ¢ xpoHuuHa HCV uHdbeKuus, ¢ yBpexaaHus Ha uepHusi Apo6 [0 cTaguii Ha
KOMNEeHCUpaHa UMpo3a, Korato e MPUIOXMMO — Hanuue ca CbOTBETHU MNOKA3aHUsi MO KpaTka XapaKTepucTuka Ha
TNeKkapcTBEHUS! NPOAYKT 3a neveHme Ha xpoHuyHa HCV uHdekuus, nekapcTeeHaTta Tepanus € ¢ NpoAbIKUTENHOCT 12
ceamuum. Mpu nauveHTH ¢ NeKOMNEHCMPaHa LUMPO3a U reHOTUN 3 NPOALIMKUTENHOCTTA HA TepanuaTa MoXe Aa e Ao 24
ceaAMMLN.

Mpu 3ppaBHoOcUrypenyn nuua ¢ xpoHnuHa HCV uHdekuus, HenekysBaHu, 6e3 yepHoapoGHa uuposa, korato e
NPUNIOXNUMO — Hanuue ca CLOTBETHWU MOKa3aHWs MO KpaTka XapaKTepuCTUKA Ha NeKapcTBEeHWsi NPOAYKT 3a NneveHue Ha
xpoHuyHa HCV uHdekums, nekapctseHata Tepanusi MoXe Aa 6bae C NPOABLIKUTENHOCT 8 ceaMMUM (AByMeceyeH Kypc
Ha nevenue).

2.1 CxemuTe Ha neveHne Npu NaumeHTn ¢ xpoHuyHa HCV uHdekuus, HO 6e3 YepHOAPOGHa LMPO3a, HeneKyBaHu
WnK niekyBaHu npeau, Ho He u ¢ AMJAC, ca cbC CLOTBeTHM nekapcTeeHu npoayktu ¢ INN, nocouenu B Tabnuuara, KakTo
cneasa:

HCV rexotun Henekysanu/ nekysaHu Sofosbuvir / Ledipasvir

FeHotun 1a HenekyBaHu 8-12 ceam.*

nekyBaHu 12 ceam. + RBV unu 24 cegm. 6e3 RBV
lenotun 1b HenekyBaHu 8-12 cegm.*

nexkysaHu 12 ceam.
lFeHoTun 4 HenekyBaHn 12 ceam.

nekyBaHu 12 ceam. + RBV unu 24 ceam. 6e3 RBV
FeHotun 51 6 HenekyBaHu 12 ceam.

nekyBaHu 12 ceam. + RBV unu 24 ceam. 6e3 RBV

*Neuerneto c Sofosbuvir/ Ledipasvir Moxe Aa 6ba€ CKLCEHO A0 8 ceamMuLn npu HenekysaHu nauueHTn ¢ HCV reHotun 1 uHdekuns Ge3 uuposa, ako HUBOTO Ha
TaxHata HCV RNA e noa 6 munuowa 1U/ml v yepHoapobHata ¢ubposa e < F2.

,'(‘ VIBNCKBAHUA HA H30K NPU NEYEHUE HA XPOHWUYHW BUPYCHU XEMATUTH (B, B+D, C) NMOA 18 FOAULIHA Bb3PACT B
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2.2 Cxemute Ha neyenue npu nauunentn ¢ HCV nndbekuus ¢ komneHcupata (Child-Pugh A) yepHoapo6Ha umposa,
HenekyBaHu Unu nekyBaHu npeau, Ho He u ¢ [AAC ca:

HCV rexotun HenekyBanu/ nekysaxu Sofosbuvir / Ledipasvir

FeHotun 1a HenekyBaHu 12 ceam.

nekyBaHu 12 ceam. + RBV unu 24 ceam. 6e3 RBV
Fenotun 1b HenekyBaHu 12 ceam.

neKkyBaHu
FeHotun 4 HenekyBaHu 12 ceam.

TeKyBaHu 12 ceam. + RBV unu 24 ceam. 6e3 RBV
FeHotunoBe 5 u 6 HenekyBaHu 12 cegm.

neKyBaHu 12 ceam. + RBV unu 24 cegm. 6e3 RBV

2.3 Cxemute Ha neveHue npu nauueHtn ¢ HCV reHotmn 2 uHdekuus ¢ unn 6e3 YepHoApo6Ha uUMpo3a,
HenekyBaHU UK neKkyBaHu npeau, Ho He u ¢ NAC ca:

Bonuu 6e3 umposa Bonku ¢ koMneHcupaHa umposa
Bpeme
Cxema Ha neveHnue (cenm.)
; Hauhu Be3s SVR HansHn Bes SVR
Sofosbuvir + RBV 12 X X X X

2.4 Cxemute Ha neuenue npu nauuentu ¢ HCV reHotun 3 undekums ¢ mnu Ges yepHoapobHa uMpo3a,
HerneKkyBaHu Unu fiekyBaHu npeau, Ho He u ¢ J1AC ca:

Bonku 6e3 unposa BorHu ¢ KoMneHcupaHa unposa
Bpewme
Cxema Ha neveHue (ceam.)
: Haushu Be3 SVR Hausuu Bes SVR
Sofosbuvir/ Ledipasvir + RBV 12 X X X X
Sofosbuvir/ Ledipasvir +/- RBV 24 x(aL)*

* (4L) - dexomnercupaHa yupo3a

2.5 JleyeHue Ha NnauMeHTU C AeKOMNEHCUpaHa YepHoApobHa uMpo3a

MauneHTn ¢ aekomneHcupana Umposa, 6e3 HCC u ¢ MELD ckop < 18-20 uHdbektupanu ¢ HCV reqotunose 1, 3,4, 51 6
TpsibBa Aa 6bAAT nekysaHu cbe Sofosbuvir u Ledipasvir 3a 12 ceamuum ¢ Ribavirin. HayanHata aosa Ha Ribavirin B Teau cnydan
e 600 mg AHEeBHO € NOCMNEeABaLl0 HanacsaHe B 3aBUCUMOCT OT NOHOCUMOCTTA.

MauvneHTy ¢ AekoMneHcMpaHa uMpo3a v KOHTPauHAMKaLuMK 3a unonasaqe Ha Ribavirin (xemornobuH < 85 g/l) Tpsibea aa
nonyyat 24 ceamuum neyermne cue Sofosbuvir u Ledipasvir 6es RBV.

MaunenTUTe C AGKOMMEHCMPaHa LMpo3a 1 UHAUKALMK 38 YepHoapobHa TpaHcnnaxTaums ¢ MELD ckope 2 18-20 TpsiGeat
NbpBO Aa 6bAaT TpacnnaHTUpaHu W cried ToBa neKyBaHW. AKO BPEMETO 3a YakaHe Ha AOHOp e nosedye OT 6 Mecelia, Teau
nauveHTn mMorat Aa 6bAaT NeKyBaHu Npeay TPaHCNNaHTaunsaTa Mo onucaHara no-rope cxema.

2.6 IleyeHune Ha NauMeHTH C NOCTTPAHCMNAHTALMOHEH peunaus Ha HCV uHbekumsaTa

Bcuukn naumeHTH ¢ nocTTpaHcnnaHTauvoHeH peuuans Ha HCV nHdbekums Tpsbsa Aa ce MMaT NpeABMA 3a Tepanus.

OcTbp xonectatuyeH XenaTuT Unn HANUYMETo Ha yMepeHa A0 oBLWMpHa ubpo3a UK NOpTanHa XUMEPTOHUS eaHa
roavHa cnej TpaHcnnaHTaumsiTa npeackassa 6bpaa nporpecus Ha 3abonseaHeTo v 3aryba Ha Npucaakarta U U3UCKBa CrelHo
@HTUBUPYCHO neYeHune.

lMauveHTnTe C NoCTTPaHcNNaHTaumMoHeH peumravne Ha HCV reHoTun 1, 4, 5 unm 6 nHdbekums 6e3 Lumposa, C KoMneHcupaHa
uuposa (Child-Pugh A) unu ¢ aekomnercupana umposa (Child-Pugh B unu C) cnea TpaHcnnanTauvs, Tpsi6sa aa 6baar neKyBaHu
¢ koMBuHauumsTa ¢ ukcupana fo3a Ha Sofosbuvir u Ledipasvir 3a 12 ceamuum ¢ aHeBHa Ao3a Ribavirin 6asupana Ha TenecHoTo
Terno (1 000 mg unm 1 200 mg cLOTBETHO Npy NaumeHTH < 75 kg unu = 75 kg) 6e3 Aa € HeoBX0AMMO UMYHOCYNPECUBHO
ananTupaHe Ha nekapcTeeHaTa 4o3a (C Bb3MOXHO U3knioyeHue 3a Everolimus).

[flosara Ha Tacrolimus Tpsbea Aa ce kopurvpa 40 0,5 mg BeAHBX CeAMU4HO U 0,2 Mg Ha BCeKM 3 1HM, 40KATO Ao3aTa
Ha Cyclosporin A TpsbBa ia ce Kopurvpa 0 eaHa neTa oT AHeBHaTa 103a, NOMyyYeHa Npeav neyeHneto Ha HCV Beambx [AHEBHO.
PaspeLuena e ynotpe6ara Ha Prednison B 403u <5 mg/aeH, Ho uanonssaxeto Ha mTOR MHXMBNTOPU He ce npenopbyBa.
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2.7 Neyenve ¢ AMAC npu cneumansu rpynu oT NauueHTy.

MNaumentute ¢ HCV u HBV kouHdekuns Tpsbea aa ce nekyBaT CbC Cblumte DAAS pexumun 3a epagukaumus Ha HCV,
cnepgaiiki CbLyUTe Npasuna, kakto Npu naumenTute ¢ HCV MoHomHbekumsi. CblyecTsyBa noteHumaneH PUCK OT peakTuBaLms Ha
HBV uHdekumsTa no Bpeme u cnep ycnewHa epaaukauus Ha HCV, koeto npaBv 3aAb/KUTENHA CbNbTBAlA HykneosuaHa/
HykneotuaHa Tepanus npu HCV u HBV koundekums. Maumentute ¢ xponmysa HCV uHdbekums nokasaHu 3a DAAs Tepanus
Tpsibea Aa ce uscneasar 3a HBsAg u anti-HBc total u npu nonoxutenex pesynrar Ha anti-HBc total ce uscneasar antiHBs tutsp
1 HBV DNA. lMpu HBV uHekLmsi € HanoXuTenHo 3anousaHe Ha HykneoauaHa Tepanus 3a HBV(cbnbTBawa Tasm ¢ DAAS).
TNeyenveTo Ha akTMBHaTa XxenaTuT B BUpyCHa MH(eKUMS NPOAbLMKaBa NOHE enHa rOAUHA cries CNUPaHETO Ha neyeHneTo Ha

xenatut C BUPYCHa MHbeKums.

Mauventute ¢ HCV-cebpsaH HCC yecto umar Hanpeawana yepHoapobHa dubposa u TpsiGea aa nonyyar aHTUBUpYyCHa

Tepanus.

3. MoHuTOpMpaHe Ha echeKTUBHOCTTA Ha TepanusiTa NPy NaLUeHTH, nekyBanu ¢ [IJAC

3.1. NpocnepsBane Ha nauveHTy, nekysanu ¢ [JJAC, HCV PHK TpsfBa Aa ce U3MepBa B HA4anoTo Ha neveHneTo, Ha
4-Ta ce/iMULA 1 B KPas Ha NEYEHNETO (CbOTBETHO 12 Ui 24 ceamuULa), KakTo 1 Ha 12 w/ unu 24 ceamULa cney Kpasi Ha

neYeHneTo.

Tabnuua 2
WU3cneaBannsa Mepuon Ha neyeHue MNpocnenaBaHe

-24¢ Wax. % | ac | TEe 12¢ 24c +12c | +24c

XEMATONOIMYHA
XEMOrnobuH v v v v v v v v
epuTpoLuTH v v v v v v v v
NEBKOLUTH v v v v v v v v
TPOMGOLUTH 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
Bunupybun: obuyaup v v v v v v v v
06w 6enTbk v v v v v v v v
AnBymuH v v v v v v v v
INR v v v v v v v v
KpeaTtuHux v v v v v v v v
KpbBHa 3axap v v v v v v v v
k. kucenuHa v v v v v v v v
BUPYCONOrn4HU
Anti-HCV <
HCV RNA v v v v v v
HCV rexotun/ noareHortun v
HBsAg/ anti-HBc total v
Anti-HIV v
Child * v v v v v
MELD* v v v v v
WHCTPYMEHTAITHU
Exorpacus ¢ gonnep* v v v 4 v
ore* v
OPYTU
TSH v
anti HBs Tutbp ** v
HBV DNA** v

* IMpu daHHu 3a YepHOIPobHa yupo3a
** lMpu nonoxumenex peynmam Ha anti-HBc total

s o

%) V3BBbHBONHUYHATA MOMOLL - & cuna ot 15 maii 2018 roauxa
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3.2 MpocneasiBae Ha NauMeHTH cnef NOCTUraHe Ha TpaeH BupyconoruyeH otrosop (TBO)

MauvenTute 6e3 uMposa ( o F2 ekn.) u ¢ TBO, ANAT u HCV PHK Tpsbsa aa 6bAAT NOBTOPHO M3cneaBaHn Ha 48-maTa
ceAmULa cnej Kpas Ha fieyeHneTo.

MauveHtn ¢ umposa (F4) u Tesn ¢ HanpegHana dubposa (F3) u TBO TpsibBa Aa ce Habnionaear 3a xenarouenynapeH
kapuvHoM (XUK unu HCC) Ha Bceku 6 meceua upes abpomuHanHa exorpadusi, KakTo U 3a YCNOXHeus Ha nopTanHaTta
XUNEPTOHUS.

Mpy nauvenTvTe ¢ Tekywa ynotpeba Ha HAapkOTULM M NPU MBbXE, KOUTO UMAT CEKCyanHu KOHTAKTU C MbXE C TekyLo
puckoso nosesieHne, cnea TBO cneasa ga ce npeanpueme npocneassaHe 3a nosTopHa HCV VHEKLMS Ypes exerogHo
uscneasaue Ha HCV PHK.

3abenexka: CrieunanuaupannTe KOMUCHUN NEPUOANYHO (Ha 6 meceua) nsnpawar kbm Komucusta B LIY Ha H30K otyeTtn
C NMOUMEHEH CMUCHK Ha BCUYKM NEKyBaHU NaLMEHTH, C OTHETEHU Pe3ynTaTH OT NIEYEHHUETO - PaHeH U TpaeH
BUpycomnoruyeH otrosop. Mpu nauvenTu, nekysanu ¢ AAIAC, HCV PHK TpsiGBa Aa ce M3amMepBa B HAa4anoTo Ha NEYeHNeTo,
Ha 4-Ta ceAMMLa (PaHeH BUPYCONOrUYeH OTrOBOP) U B KPas Ha NeYeHNeTo, ChOTBETHO 12 unu 24 ceamuua
(BUpyCoOMnoOru4eH oTroBop B Kpasi Ha neveHneTo ). Mo-HaTaTLK NpocneasiBaHETO ce U3BBLPLWBA Ha 12 u/unu 24 cegmuua
crnep Kpasi Ha NleYeHneTo (TpaeH BUPYCONIOrMYeH OTroBop).

MaumenTure 6es umposa ( Ao F2 Bkn.) u ¢ TBO, HCV PHK Tpsi6Ba aa 6bae uscneasaHa Ha 48-mata ceamuua cnea
Kpas Ha fieYyeHueTo.

MNauventure ¢ umposa (F4) u Tean ¢ HanpepHana ¢mbposa (F3) u TBO TpsbBa na ce Habniogaeart 3a
xenarouenynapen kapuuHom (XLIK unu HCC) Ha Bceku 6 Meceua ype3 abaomuHanHa exorpacdusi, KakTo U 3a yCNOXHEHUR
Ha noprarnHara XMnepToHus.

B kpas Ha kaneHpapHata roauHa e Heo6xoaMMO Aa ce uanpauwa o6l AoKNIaA C BCUYKM NEKyBaHW MauUeHTH, ¢
OTYeTeHU pe3ynTaT OT TepanusaTa.
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NPUNOXEHUE 2B

|. NEYEBHO-AUATHOCTUYEH ANITOPUTBLM MPU MNPOBEXOAHE HA NEYEHUE HA BOMHW noA 18 rOAuLLHA
BB3PACT C XPOHUYEH BUPYCEH B XEMATUT C HYKNEOTUAHW/ HYKNEO3WUAHU AHANO3U

1. NEKAPCTBEHWU MPOOYKTW, Bkniovenn B Mpunoxenue 1 Ha MINC, kouto H3O0K 3annawa B CbLOTBETCTBME C
AeACTBALMTE HOPMATUBHN AOKYMEHTH.

Ta6nuua 1

INN MKB AO03A U CXEMU HA NEYEHUE
TENOFOQVIR DISOPROXIL B18.1, K74.0, K74.6 Mpw Terno > 35 kr. - 245 mg / AHeBHO
ENTECAVIR B18.1, K74.0, K74.6 Mpw Terno > 32,6 kr. - 0.5 mg / AHeBHO

2. NPOCNEAABAHE

Tabnuua 2

Mepuoa Ha neyexHue Mpocneassaxe *

v3x. [2c. [1m [2m. [3m [4m. [5m. [6M [7M [8m. [OM [12m* | +3m. | +6m

XEMATOIOrUYHU

Xemornobux

epuT.

JNeBKounTH

ANENENEN
ANENENEN
SNENANAN
ANENENEN
ANENENEN
ANENENEN
SNENENEN
ANRNENEN
ANENENEN
ANENENEN
ANENENEN
ANENENEN

Tpomb.

BUOXUMUYHA

ASAT v

ALAT <

GGTP

R e fo
ANRNERNAN

ANRNENEN
ANESEVAN
ANENENEN

AP

06wy 6enTsk

anbymuH

6unupybux

KpeaTuHuH

KpbBHa 3axap

ANANENENANENENEANANEN
ANANENENENANANANANAN

xonecreposn

YN BN EN AN ENENEN ENENEN

TSH

BUPYCOMNOTUYHU

HBeAg/ anti Hbe

SN RN

HBV DNA

v
v v
HBsAg/ anti HBs v

AR BN BN

anti-HIV

* npocnensisaHeTo ce M3BLPWBA C ucneasaHe Ha HBV DNA Ha Bceku 6 meceua npu NUC c BUCOKa Gapuepa, Ha BCeku 6 meceua ce
uscnensa HBeAg/anti HBe; Ha Bceku 12 meceua ce uscnensa HBsAg /anti HBs

KpatkoTpaitHo .nevyenve: Mpu Tepanus Ha HBeAg (+) naumeHTy B cnyJait Ha nosiBa Ha HBeAg-cepokoHBepcus no Bpeme Ha neveruteto (HBeAg (-
)/anti-HBe (+) cratyc), Tepanusta moxe Aa 6bAe npekpateHa B cneasawmTe 6-12 Meceua. Mpyu Hanuume Ha HBsAg-cepokotBepcus (HBsAg (-)
HeratuseH / anti HBs (+) nonoxuTeneH) u HeiHOTO NOTBBLPXKAEHME Cres 6 meceua, neyennerto ¢ NUC Moxe Aa ce npekparu.

Ko-uHdpekunsita ¢ HIV HAMa KOHTPaMHAMKaLUMK 38 NEYEHNe C NepopanHin NPOTUBOBUPYCHI CPEACTBA.

Mpy AoKa3aHa Pe3NCTEHTHOCT/MYTaLMM KbM ONPeAEneH NekapCTBEH NPOAYKT € NPEnopLUNTENHO 3a MHTEPBAn oT 3 Meceua Aa Ce 3acTbNST ABa
nexapcTBeHu NpoayKkTa

3abenesxka: akTyanHocTTa Ha M3XOAHOTO M3cneasaHe Ha HBV DNA e g0 6 meceua NpeAn KaHaUAaTCTBaHETO.
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Il. OBLLUMX U3UCKBAHUSA

1. Bu3pacToBaTa rpaHuua ce U34NCNISIBA B HABBPLUEHM TOANHY - T.e. BKIIOYUTENHO KbM AaTaTa Ha 13aasaHe Ha npoTokona ot
crneuvanusupaHarta KoMucus.

2. Mpy HasHayaBaHe Ha Tepanusi Mo NPOTOKON 3abIMKUTENHO Ce CbOBPa3siBaT Bb3PACTOBUTE OrpaHN4eHNnsi CbIMacHo kpatkata
XapaKTepUCTUKa Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalya neyenve u3BbH ykasaHata Bb3pacToBa rpaHiLa 1 NokasaHus B kparkara XapakTepucTuka Ha npoaykTa.

4. H30K He 3annalya neyeHve ¢ 1031 Hajl MaKCUManHo paspeLueHuTe No KpaTka XapakTepucTvka Ha npoaykra.

5. B cnyuyait Ha HacTbNUNa NOJO3NPaHa HEXenaHa nekapcTBeHa peakuus, nekapsat yseaomsisa MAJT no pega Ha un. 183 ot
3/INXM. Konue ot cbobLieHneTo ce npunara kKbM MeAULMHCKATa AokymeHTauus Ha 330J1 npu kaHauAaTCTBaHe 3a neyenue.

6. CNEUMATIUSUPAHATA KOMUCHUS usnasa Pewwenne cnes nposeseHa AMGynatopHa npoueaypa Ne 38 ,OnpepensiHe Ha nnaH
Ha nevenmne u NpocneasBsaHe Ha TepanesTUYHIS OTIOBOP MPW NaLUMEHTM, NONyyaBallyM CKbNOCTPYBALUY NEKAPCTBEHU NPOAYKTY No
peaa Ha un. 78, T. 2 330" Ha ocHosaHue un. 53 u un. 303 ot HauuoHaneH PamKoB [JOrOBOp 38 MEAULIMHCKUTE JEUHOCTU MeXay
HaunonanHarta sapaeHoocuryputenHa kaca v Bbrrapcku nekapcku cwbiod 3a 2018r. (06H., 1B, 6p. 28 oT 29.03.2018 r.) u
npegocrasesa ot 30J1 mepvumHcka AoKyMeHTaums. CrieuvanusnpaHaTta KOMUCUS CbXpaHsiBa eauH eK3emnnsip oT PelueHneTo,
CbXpaHsiBa BTOPU €K3eMnnsp Ha npoTokona/v, BCUYKM HeobXoaumMmu AOKyMEHTH 3a W3AaBaHeTo My W Konue OT npunoxenue 1 Ha
HACTOALUMTE USUCKBAHWA, NOMBITHEHO NO CbOTBETHATA TOYKA M NOANKUCAHO OT YNIEHOBETE Ha CrieumnanuanpaHaTa KOMUCHS.

Hacmoswume usuckeanus ca paspabomeHu Ha OcHogaHue u4n. 58 om HayuowaneH pamkos 002080p 3a MeOUUUHCKUME
OeliHocmu Mexdy Hauuownannama 30paeHoocuzypumenHa kaca u bbnzapcku nekapeku cbioz 3a 2018z. (06H., /B, 6p. 28 om
29.03.2018 2.).
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NPUNOXEHUE 3

LEKIAPALISA 3A UHOOPMUPAHO CBIMIACUE C U3UCKBAHUSTA 3A 3AMOYBAHE/ MPOOBMKABAHE HA
NEYEHUWETO C NEKAPCTBEHWSA NPOAYKT

Cnea kato ce sanosHax C usnata MU npegocTaBeHa MHdopMauus M uenta Ha ne4YeHWeTo C NeKapcTBeHus
WO VIVIE o RSOOSR URUUURRRRR. W cnej Karto nonyyux uayepnaTesniHn OTroBOpU Ha

nocTaBeHUTE OT MEH BbNPOCH, AeKnapupam ye:

1. Llle cnassam npenopbyaHaTa Myt CXeMa Ha fIeYeHNe 1 NePUOANYHOCT Ha KOHTPOTMHUTE Nperneau.

2. PepoBHO We ce siBABAM Ha KOHTPOIHM MPErmneau 1 HaMa A4a NPOMEHSIM CaMOBOJTHO MW MO AAPYTO BHYLUEHNE
HasHaueHaTa Mu Tepanus.

3. Tpu npeycTaHoBsiBaHe Ha NEYEHUETO MO MPUYNHN, HENPOM3TUYALLM OT peLLeHneTo Ha KomucusTa 3a
ekcnepTusu B P3OK w/unmu Komucusita no un. 78, 1.2 ot 330, e yBesoms HesabasHo nuunus ci nekap n P3OK
v we BbpHa B P30OK nocneaHns NPOToKon, Mo KOMTO CbM Nnony4asasn/a nekapcTBeHnst NpoaykT.

4. Tpn Hecna3saHe Ha NOCOYEHUTE YCIOBUS FIEYEHNETO MU C YNIOMEHATIA NeKapcTBEH NPOAYKT e 6bae
NpeKpaTeHo 1 HAMa Ja umam npeteHuun kbm H30K.

[ara:.

(ume, npesume u hamunus)

Moanuc:...
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NMPU U3OABAHE HA NMPOTOKONW 3A NMPOBEXAAHE HA NIEYEHUE HA XPOHUYHU BUPYCHU
XEMATWUTU B, B+D, C MPU BONHWU NOA 18 TOAULLHA Bb3PACT

W3NCKBAHWA HA H30K

MpoTOKONBT Ce n3aaBsa OT CNeuuanucT — AETCKU racTPOEHTEPONo3n OT Cneunanu3upaHa KoMucus B nevebHuU 3aBeaeHus
3a 6onHMyHa nomou, cknouunu gorosop ¢ H30K. CneunanuanpaHuTe KOMUCUM Ce Cb3/laBaT CbC 3anoses Ha AvpekTopa
Ha cnegnute J13*: CBANAB, rp. Codusi — knuHuKa no Aetcka ractpoenteponorus; YMBAJT ,Ceeta Mapuna”, rp. BapHa — aetcka
knuHuka; ,Amknbagem Cutu Knunuk MBAN Tokyaa“ ALl rp. Codms — aetcka KnuHuka.

I. A. PEQl 3A 3ABEPSIBAHE HA NMPOTOKONUTE 3A NMPOBEXOAHE HA NIEYEHUE HA XPOHW4YEH BUPYCEH B, B+D, C
XEMATUT C WMHTEP®EPOH AN®A U BE3UHTEP®EPOHOBO MNEYEHUE HA XPOHUYHA HCV MHOEKUUA C
AVWPEKTHOAEUCTBALLM AHTUBUPYCHW CPE[ICTBA (OAAC)

MpoTokonu 3a 3anoyBaHe Ha nevyeHue

CMEUWATIUSUPAHA
KOMUCHUA

s

A 4

= [lonbnHEHO W MOANUCAHO KOMMUe OT NpunoxeHue 1 — NUCT 3a onpeaensHe
Ha KpUTEPUUTE C BCUYKN HEOEXO,CMMVI nscnenBaHus

= AKTyanHa KMHUYHa enuKpusa oT nocnegHoTo nponexasaHe B JI3BIM cbe
cb3fajeHa creyuanuaupaHama Kkomucus, npeanarawia 6onHus 3a nevexue

= PelleHMe Ha cheuuanuaupaHa KOMMCUSI C UWHTepnpeTauusi Ha
n3cneABaHusTa npes npeaxoaHuTe 6 Meceua M ACHa MeavLMHCKa MoTuBaums
3a npeanaraHoTo neveHve (3agbMmkuTenHo ce otbenssea nunca  Ha
V3KINIOYBALLY KpUTEPUN)

= “[poTokon 3a npeanuceaHe Ha nekapctea, 3annawanu ot H30OK/P3OK” —
0bp. M3-H30K

330 B LY Ha H30K

Komucus no un. 78, 1. 2 ot

3aBepka Ha npoTokona B
P30K

MpoTokonu 3a npoAbkaBaHe Ha nevyeHue

CNEUWANU3UPAHA
KOMUCUA

.

= [MonbnHeHo 1 NoanMCcaHo Konue OT npunoxeHue 1 — NUCT 3a onpegensiHe
Ha KpUTEpUUTE C BCUYKM HeoBXoaMMM u3cneaBaHus

= PeweHne Ha cneuuanusaMpaHa KOMWMCUSI C WHTepnpeTauusi Ha
u3cneasaHusTa npes npeaxoaHuTe 6 mMeceua W siCHa MeAULMHCKa MOTUBAaLMS
3a npeanaraHoTo neyeHue (3agbMKUTENHO ce oTbenssBa nunca  Ha
M3KIIOYBALLIW KpUTEPUN)

= ‘TpoTokon 3a npeanuceaHe Ha nekapctea, 3annawanm ot H30OK/P30K” —
06p. M3-H30K

330 B LY Ha H30K

Komucus no un. 78, 1. 2 ot

h 4

3aBepka Ha npoTokona B
P30K

M3NCKBAHUS HA H3OK MPU IEYEHWE HA XPOHUYHW BUPYCHI XEMATUTM (B, B+D, C) NOJ 18 FOOULIHA Bb3PACT B
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1. B. PEQ] 3A 3ABEPABAHE HA MPOTOKONUTE 3A NMPOBEXOAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XENATUT
C HYKNEOTUAHW HYKNEO3UAHU AHANO3K

MpoTokonu 3a 3ano4BaHe Ha neyeHue

= [lonbnHeHo 1 NoANUCaHO Konue OT NpUNoXeHue 1 — NUCT 3a onpeaensHe
Ha KpUTepunuTe C BCUYKK HeOﬁXO,ﬂMMVI wnscnenBaHus

* AxTyanHa KNMHMYHa enuKpM3a OT NocneaHoTo nponexasaHe B J1I36MM cbe
CNEUWANTU3UPAHA P Cb3AajeHa creyuanusupaHama Komucus, npeanaraiia 6onHus 3a neyeqve
komucus = PeweHne Ha cneunanuaMpaHa KOMWUCMSI C WHTepnpeTauus Ha
u3crneasaHusTa npes NpeaxoaHUTe 6 mMeceua U SicHa MeauLMHCKa MOTUBaLMS
3a npeanaraHoTo neveHve (3aAbMKWUTENHO ce oTbenssea nunca Ha

WU3KMIOYBALLM KpUTEPUM)
= ‘“MpoTokon 3a npeanucsaHe Ha nekapcrsa, 3annawanu ot H30K/P30K” —

06p. M3-H30K
Komucusi no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K P30K

lMpoTokonu 3a NpoAbKXaBaHe Ha NeYyeHue
IMpoTOKONY 3a CMsIHA Ha NeKapcTBeHa Tepanus

= [lonbnHeHo 1 NoANMUCaHO Konmue OT NpUnoXeHue 1 — NUCT 3a onpeaensHe
Ha KpUTEpUUTE C BCUYKM HEOBXOAUMU U3CNeABaHNUS

= Pewenve Ha cneunanuaMpaHa KOMMUCMSI C WHTEpnpeTauMs Ha
CMNEUUANUIUPAHA n3cneaBaHusTa npes npeaxoaHuTe 6 Meceua M icHa MeAULMHCKA MOTUBaUMA
KOMUCUA 3a npeanaraHoTo nevyeHue (3aAbMXUTENnHo ce otbensisBa nunca Ha
V3KINIOYBALLW KpUTEPUN)

= ‘TpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxn ot H30OK/P30K” —

/ 06p. M3-H30K

3aBepka Ha npoTokona B
P30K

Il. OBLLUM NONOXEHUA

1. 3011 nopasa noaroveexuTe AokyMeHTH B P30K, Ha TepuTopusiTa Ha KOSITO @ HanpaBuno u3Gop Ha OrJ. MokymeHTuTe
BKIIOYBAT:

1.1 3assnexue f0 [Iupektopa Ha P3OK — ot poauten/ HacTOMHUK.

1.2 MonbnHeHo 1 noanucaHo npunoxenue 1. Monbnea ce No CLOTBETHATA TOYKA U CE npunara otpaseHarta B UMgpoB NHAEKC
MeULIMHCKa A0KYMEHTaLus, yA0CTOBEPABalla BCEKW €AUH OT KpUTEPUUTE.

1.3 Mebnumat Habop uscnensaHus (huankanHu, UHCTPYMEHTaNHN 1 NabopaTopHu), OTpaseH B npunoxexue 2.

1.4 “NMpotokon 3a npeanucBaHe Ha nekapeTsa, 3annawadu ot H30K/P30K™ — o6p. M3-H30K. Mpunara ce opuruHan Ha
npoTokona, a npu kaHAuAaTCcTBaHe 3a NPOABIKABAaHE HA TepanusiTa ce NMPeACTaBs OpUTMHAN Ha NPEAXOAHUS NPOTOKON C
OTPa3eHN BCUYKN HA3HAYEHWS MO HEro.

1.5 PeweHnne Ha cneuvanuaumpaHa KOMUCMSi OT neuyeBHO 3aBefeHUE — W3MBLAHUTEN Ha AmbynatopHa npoueaypa Ne 38
.OnpefiensHe Ha NnaH Ha neyeHne W NpocneasBaHe Ha TePaNeBTUYHUA OTFOBOP MPU NALMEHTH, nony4yasally CKbMocTpyBaLLm
TlekapCTBEHU NMpoAyKTU No peaa Ha un. 78, an. 2 330“ - 6n. M3-H30K Ne 13

1.6 leknapauus 3a uHpopmMMpaHo cbrnacue no obpasel (NPUNoXeHue 3) — ot poauTen/ HACTOMHUK.

2. P30K npuema fokyMeHTUTE M0 TouKa 1 cnepa cnpaBka OTHOCHO 3apaBHOOCUrypuUTenHus ctatyc Ha 30/1.

3. MbpBUAT 1 BCekM creABally NPOTOKON Ce U3AaBar 3a nepuop Ao 180 axm.

h,‘% V3NCKBAHMA HA H30K MPU NIEYEHWUE HA XPOHWUYHIN BUPYCHU XENATUTIN (B, B+D, C) NOA 18 TOAULLIHA Bb3PACT B
N\ N3BBHBOJIHUYHATA MOMOLL - & cuna ot 15 maii 2018 roguHa




image4.jpeg
NPUMOXEHME 1A

JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA XPOHWUYHU BUPYCHU B, B+D, C
XEMATUTU NPU BONHW MO 18 TOAULLHA BB3PACT C UHTEP®EPOH ATN®A

[Wme: [erv] [ [T T T T T T T ]

3abenexka: MeduuyuHckama OoKyMeHmauus, ydocmosepsiealya 6ceku Om KpUmepuume e focoYeHa ¢ Yugpa 6 UHOBKC U 3a0bIKUMENHO
npudpyxaea HaCMoSAW,0MO NPUNOXKEHUe.

A. Kputepuu 3a 3anoyBaHe Ha MbPBU KypC (3aABIMKUTENHO € HANUYUETO Ha BCUYKU KpUTepuM)

1 | Bwb3pact: 8o 18 roguwHa Bb3pacTt

BuoxuMuyHa aktuBHOCT: noBuweH ALAT>15-2 nbTu Haa ropHata pedepeHTHa rpaHuua npu roHe Ase
onpeaensHua B pamkute Ha 3-6 meceua !

3 | MoMOXUTENHM CepONOrNyHN MapKepy 3a XPOHUYEH BUPYCEH XENnaTuT 2

OnpepernsiHe Ha BUpycHaTa pennukauus:
4 = HCV upe3 konuyectBeH PCR
= HBV u HDV undekuus ypes konuyectser PCR *

* XuctonornyHa aktmeHocT: Genesy Ha YepHOAPOGHO Bbananexue u ubposa, oueHeHa onNUcaTenHO U/mnu Ypes
5 | unaekcu (Knodell/ Ischak; METAVIR) *

Junca Ha u3knoYBaWM KpUTEPUM NO Touka B (Npy aHaMHECTVYHW AaHHM MO Touka 2 oT B e Heoﬁxoummo4,qa ce
6 | npencrasu excnepTHo cTaHOBMIe OT neKyBalyms NCUXUaTLP, CNELMANUCT MO NieYeHUe Ha 3aBUCMMOCTH)

" Ha opuruHanHa 6nanka oT NabopaTOPUA WNW 3aBEPEHO M MOANMCAHO KONUE, NPW HANMINE Ha XOCTWTanu3aLus Ce npunara envkpusa c
Homep W3. Jlunicama Ha Opyeu npuduHu 3a 4epHOOPOGHO 3aborisieare ce nomebpxoaea ¢ uscnedsaHusma no mabnuya 3a npocnedsieaqe e
npunoxexue 2

, OPUIUHaneH UL Uk MOANUCAHO M 3aBEPEHO KOMME, NPU HEOBXOAMMOCT Ce U3BBLPLUBA reHoTUnU3Mpare Ha HCV uHbekuusTa

opuriHanHa 6nanka oT XMCTOMOrMYHO 3CNeABaHE UMK 3aBEPEHO 1 NOANUCAHO KOnue.

‘ yAocTosepsiBa Ce C MOANUCH Ha CMIEUMANUCTUTE B MPUNOXEHMe 1A HA HACTOSLMTE WSUCKBAHWS W CE NPUNAraT HeoGXOAMMUTE

u3cneaBaHus, KOUTO 40KasBaT nuUncara Ha U3KNYBaLLyM KpuTepuu no noaToykm 6,7, 8,9, 10 ot 1. B
* 3abenexka: lMpu Hanuuve Ha npuapyxasalum 3abonsBaHWs, KOUTO Ca KOHTpauHAMKAUWs 3a YepHoapoGHa Guoncus ce
M3BbPLIBA OLEHKA PUCK/ nonsa, OTHECEHW KbM NpOrHo3aTa Ha CbOTBETHOTO NPUAPYXaBalo 3abonsBaHe. Tasu OLeEHKa
3a/ibIKUTENHO Ce BNUCBA B PELLUEHNETO Ha CneunanuampaHaTa KOMUCHS.

B. Kputepuu 3a npoabrkasaHe Ha TepanusiTa (3aAb/DKUTENTHO € HaIMYMeTO M Ha ABaTa KpuTepus)

B 3aBucumoct ot pesynrarta OT Ie4YEeHNETO 1 CeporioruvyHUTe U BUPYCONOrM4YHU U3cneaBaHus ce B3eMa peLueHne
1 | 3a cnupaHe Ha TepanusiTa WK 3a NPOAB/IKABaHe Ha nedyeHneTo 3a oule 24 ceamuuy - HCV RNA, HBV DNA,
HBeAg/anti-HBe'

2 | Nunca Ha cTpaHnyHM edbeKTh 1 M3KNIOYBALLM KPUTEPUM MO TouKa B 2

T opurnHaneH Gull unu NOANNCAHO 1 3asepeHo konue (HBV IHK ce uscneasa upes konuyectseH PCR)
? ynocToBepsBa Ce C NOAMMCH HA CNELMANUCTUTE B NPUNIOKEHUE 1 HA HACTOSLLMTE MUCKBAHUS U B pelleHne Ha cneuuanuavpaHara
Komucus

B. U3KIOYBALLU KPUTEPUK
1. Neuxnynu 3abonsBaHus
2. Bonhu, 3noynoTpeBsBaLLym CUCTEMHO C ankoxorl, HapkOMaHu, NPOAbIKABALLM yroTpebaTa Ha HapKOTUL, KAKTO 1
TakuBa 6e3 YMCT OT MHTOKCUKALIMSA NEPUOA, He No-Manbk oT 12 Meceua. BONHM Ha MeTazloHoBa Tepanus.
3. lekomneHcpaHa LiMpo3a v TexKu Npuapyxasalim 3abonsBaHns Ha CbpAEYHO-CbAOBATA U AUXaTenHara cuctema
4. ABTOMMYHEH XenaTtut
5. Cuctemuun 3abonsBanns Ha CbeAUHUTENHATa ThKaH
6. HekoHTponupaH xvnep- n xunoTupeouansbm
7. AKTUBHUN XPOHWNYHU GakTepuanin uHheKkLum
8. Heytponenus (abconioTeH Gpoit HeyTpodunu < 500 mm3 n TpomBounTonerus (< 50 000)
9. HekoHTponupaH 3axapeH avnabet
10. XBH 6e3 ananusa
11. CenbreTBawa HIV npu 6pon CD4 < 200
12. BpeMeHHOCT U KbpMeHe
13. CuctemHo HecnassaHe Ha neyeGHaTa cxema OT cTpaHa Ha B6onHUS, C NpekbCBaHe nosede oT 3 meceua

B AHeBHa no3a ...
OtroBaps Ha KpuTepuuTe 3a neyeHue c

noAnucCH Ha YneHoBeTe Ha crneuunanuimpaHaTta KOMUCUS:.

4

V3UCKBAHWA HA H30K NPU NEYEHWE HA XPOHUYHW BUPYCHW XENATUTU (B, B+D, C) NOA 18 TOAULIHA Bb3PACT B
@ M3BBHBONMHUYHATA MOMOLL, - & cuna ot 15 mait 2018 roguHa
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MPUMOXEHVE 16

TNUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHUYHA HCV UHOEKLUA C
OVPEKTHOAEWCTBALLM AHTUBUPYCHWU CPEACTBA (AAAC) NPU BOJNHU NOJ, 18 TOAULLIHA BB3PACT

f Uwme: ] ErH l | | | | 1 l [ l |

3abenexka: meduyuHckama OoKymeHmayus, ydocmoeepsealya 6CEKU OM KpUMEpUume e MoCoYeHa C Yugpa & UHOEKC U 3adbJIKUMeNHo npudpyxaea
HacmosUomo npunoXexue.
A. UHauKauum 3a neyeHune

MaumeHTu ¢ xpoHnyHa HCV nHekums, HenekyBaHn Unu NekyBaH HEYCMELWHO C aHTUBMUPYCHA Tepanus, noanexar Ha
Tepanwsi C AUPEKTHO AelcTBalLy aHTuBMpycHU cpeactea (AJAC).

JleyeHnero ce nposexnaa v Npy NAUMEHTU C AeKOMNEeHcUpaHa Luupo3sa 1 KpaeH ctaauii Ha 6bubpeyHo 3abonssaHe Ha
XemMoAuanuaa; npu naumeHTu ¢ oubposa u KOMNeHcUpaHa LMpo3a; Npy NaUUEHTH C KMUHUYHO 3HAYMMa U3BbHYEpPHOAPOBHa n3sBa
Ha HCV uHeKumMsiTa (KNTMHUYHO U3ABEHW BACKYNUTK, pasnnuyHu no TexecT GbOpeynn 3abonasanns, numdomMu); Npu NaumeHTu,
HeOTroBOPUIK Ha MpezLuecTBalla Tepanus ¢ uHTepdepoH anda u ribaviring npu naument ¢ HCV nHdbekuma n TpaHcnnaHTupasm
OpraHu; Mpy NauMeHT Ha MMyHOCYNpecuBHa Unu GUONOrNyHa Tepanus; Npu PUCKOBM NALMEHTU 3a pasnpocTpaHeHue Ha HCV -
HIV-nonoxurentu nuua.

B. Kputepum 3a 3anouBaHe Ha neyeHue

1. Hannuve Ha HCV wuHdpekums: nonoxutenHo HCV antutano; Hanuume Ha HCV RNA HuBO (HMBO Ha OTkpuBaHe < 25
Ul/ml); HCV reHotun u nogreHotunose 1a n 1b

2. XuctonornyHa ouerka no Metavir — npu naumeHT1 ¢ xpoHuyeH xenatut C 6e3 4yepHoapoOHa LuMposa v Npu nunca Ha
NpOTUBONOKA3aHUs 3a M3BbPLUBAHE Ha YepHoapobHaTta Guoncus. XUCTOMOMMYHOTO M3CrieaBaHe € HeobXOAWMO Mpu BCUYKW
nauveHTy, C U3KMoYeHne Ha 6onHu Ha xemoananusa u ¢ GubpeyHa TpaHcnnaHTauus.

3. TexecT Ha yepHoapobHaTa umuposa: Child - knac u ckop; MELD ckop.

4. MNpepaLwecTsallo neyeHue (roanHa, 0TroBop/6e3 0TroBOP) U CTPAHUYHN PeaKLuu.

5. Mpuapyxasalm sabonsBaHua U JaHHN 3a Tepanus ¢ u3BposiBaHe Ha NEKapCTBEHUTE MPOAYKTY.

6. lNpearepanesTyHa OUEHKA Ha CbBMECTUMOCTTa Mexay nnaHupaHata GesuHTepdepoHoBa Tepanus M aocera
NPOBEXAAHO NeYeHne Ha CbTbTCTBALLM 3abonsaBaHus

7. Jlunca Ha nsKknioYBaLLy KpUTEPUN

1. Knunuuxo-nabopatopHu nokasatenu: ASAT u ALAT,anGymuH, TpomGouuty, Gunupy6us, INR '

2. Bupycen CTaTyc:2
e Autu HCV aHtutena

¢ HBsAg/antiHBc total
¢ HCV PHK HuBo
e [eHoTunusmpaxe Ha HCV

¢ [loareHotunose 1a u 1b npu Tepanuu

3. XuctonornyHa akTMBHOCT: Genesn Ha YepHOAPOGHO Bb3naneHne u hpubposa, oLeHeHa ype3 Metavir 3

4. Jlunca Ha u3KnouBaLwm kputepun no T. B

Ha opuriHanHa bnakka ot nabopatopusi (3aBepeHo U NOANMCAHO KONMe); NPU HANU4Ke Ha XOCNUTANM3aLMA Ce Npunara envkpuaa c Homep U3

opurHaneH uw unu noanucaHo u 3asepeHo konne (HCV PHK ce uacnepasa ¢ konuyectsex PCR) - akTyanHocTTa e 40 6 Meceua Npeaun KaHAMAATCTBAHETO
OpUrMHanHa Gnaxka OT XUCTONOMMYHO M3CNIEABAHE — aKTYarNHOCTTa € A0 4 rOAMHA NPEAN KaHAMAATCTBAHETO

YAOCTOBEPSBA CE C NOANUC Ha CneunanicTa B MpunoxeHne 1 Ha HaCTOSLUMTE UINUCKBAHUS 1 CE NPUNAraT HEOBXOANMUTE N3CNEABAHUS M KOHCYNTaLMK

T
2
3
4

V3NCKBAHUA HA H3OK MPU NEYEHWUE HA XPOHUYHW BUPYCHW XENATUTW (B, B+D, C) MO/ 18 MOAVLLHA Bb3PACT B
N3BBHBONIHUYHATA MOMOLL, - & cuna ot 15 mait 2018 roguka





