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M3UCKBAHUA HA H30K
NPU W3AABAHE HA NMPOTOKONM 3A NPOBEXAAHE HA NEYEHUE HA UHOEKLMATA C HCV NPU
BONHU HAZ 18 TOAWUWIHA BB3PACT

POTOKONET & “3RaR2 OT CREUMANWCTW - FACTPOBHTEPONOIM OT CMeuNaniIupana KoMucHA 8 nevebuu 33B0ACHKA 33
BoNHUYMA NOMOLL, CKMo4MNK aorosop ¢ H3OK. CneuManuinpaHuTe KOMMCHM Ce Chiaasal chl 3anceen »a AMPEXTOPA B
cneaunte newelan 3aseaenns YMBAN "Ceeta Mapwna” EAL] — rp. Bapwa, YMBAN "Ceetw Meopru” EA[l —rp Mnosgus. YMBAT
Jlapuua Voanna - EAL" - rp. Cocus, YMBAIN CeeTn Meam Punckw’ EAl - rp. Codwn, YMBAN _Anexkcanaposcka” EAL - 1p
Cothua, BMA — rp. Codoust, Aawmubanem Cut Knnuux MEAT Tokyaa'= rp Codun, YMBAN "COOUAMEA" OO0 - rp. Codwa, MU
~ MBP - rp, Codwn, YMBAN Mpodh. a-p Crosw Kepkoews™ ALl - rp Crapa 3aropa, YMBAN A-p Mecpru Crpanckn” EAL —mp.
Mnesen, AgxubBagem Cumv Knusnk YMBAN" EOOJ - rp. Codwn, YMBAI Kacnena® EQOA - rp. MNnoagua

IxmyanuIup 9 Ha Gupexmopa Ha N13.

'ﬂpumwnmmumumwpmmmwwu P

1. PEf} 3A 3ABEPABAHE HA NPOTOKONWTE

MpOTOKONK 33 3ANOYBAHE HA NEYOHWO

» [MoNbAHEHO W NOANMCAHO NprNOKeHHe 1 = NNCT 338 CNPEAENRHE Ha XPUTERWNTE
(N0 T.A) C BOAHEN HEOBXOAMMA HICNEAB3HNRA

* AKTyanMa KNuHWMMHA ENWKPWM3a 0T NOCNEANOTO Nponexasave 8 N3en cee
Ch3IRANEHA CIEYUANUIUPANEME KOMUCURA, NDeANarauia SonHus 3a nevesne
CNELUMATTU3IUPAHA »| * PEWOHMO HA CRELMANWINPAHA KOMMCHS C MHTEPNPETAUNA HA WICNEABAHUATE
KOMUCHUAR npe: NPEAXOANWTE 6 MECEUS M ACH3 MEAMUMHCKA MOTWEAUMR 33 NPeAnaraHoTo
nevesne (IAALMKUTENHO C8 OTOENAIBA NUNCA HA MIKMNICNBILUN XPUTEDUK)

« “Mporoxon 3a NpeanMceane wa Nexapcrea, 2annawasn ot H3OKPIOK™ - ofp.
M3-HIOK (nodnucaH Om acuyKl YNEHOBE HA CRBLILATUIUDANAME KOMUCUR)

Kommcus no yn, 78, 7. 2 3asepka Ha
ot 330 8 Y wa H30K nporoxona 8 P30K

MpoToKON# 32 NPOALIIKABAKE HA NEYeHWe

» MONBNHEHO W NOANWCAHD NPUNOXEHWE 1 — NHCT 33 ONPEABNSHE HA KPUTEPUNTE
(no 1.6)

* Pewenwe na CROUMANMINPAHE KOMWUCHRA C WHTEPNRETARAR Ha NICNSABAHMATA NO
Tabnuuara 3a NPOCNEAREEHE HB NPUNOXENKE 2 W ACKE MESNUWHCES MOTUBALMA 33

CNEUMANN3UPAHA NPEANArEHOTO NEYEHUE (3BABNMMTENHO Ce OTDENAsBa NUNC3 Ha U3KMOMBALLM
KOMWCHU#A KpHTEpUN)
« “NPOTOKON 33 NPEANMCEAME Ha NEXapCTea, 3annawani o1 H30K/P3OK™ - abp. M3-
/ H3OK {nodnucan om ecuvky NNEHOEE HE CIEYUENUILPAHAMS KOMUCUA)
Komucua no wn. 78, 7. 2 3asepka Ha
o1 330 8 LY na H30K nporoxona 8 P30K
1. OBLUWX NONOXEHWA

1. 30N nogasa noAroTBeHUTE AokymenT 8 P30K, Ha TEPUTOPUATE HA KOATO & HaNpPaBwno wabop wa OMNN. OokymexTure
BRNIOYBAT:

1.1 3ansnenue a0 [dupexropa va PIOK

1.2 NeaBNHEHD U NoanKcaso npunoxerue 1, 2 u 3. Monenea C& N0 CLOTBETHATAE TOMKA W 08 NPUNAra OTpaseHaTa b uM@poB
WHAEKC MEAMUMHCKA AOKYMEHTALUMA, YAOCTOBEPRESLLE BCEKM epuK 0T xputepwnte. Mpunara Ce v Mk +#abop MICNeABaHUA
(MHCTPYMEHTaNKN W N2OOPATODHM) W NomenHesa Tabnuwua 2.

1.3 "NMpoTOKON 33 NPEANUCBANE HA NEXaPCTEa, 3annawany or H30K/P30K™ - ofip. M3-H3OK. Tlpunara ce opwiv+an «a
NPOTOKGNa, @ NPW XBHAWAATCTBAKE 38 NPOALAXABAHE HA TEPANWATE C& NPERCTAss OpWiMkan Ha Npeaxoasna NPOTOKON ¢
OTPAIEHN BOUUKM HAIHAYEHNRA NO HETO

1.4 fexnapauus 3a MHOPMUPaHo cernache no ofp 1np 3)

2. P30K npuesma AokyMeHTHTE o 7. 1 CNeA CNPaBxa OTHOCHO IAPABHOOCHTYPUTRNHUA CTATYC Ha 30n.
3. MPOTOKOMKT 33 NEYSHUE C AWPEKTHOLEHCTEAWM IHTUBMPYCHM CpeacTna (AAAC) ce wanasa 3a 12 unm 16 cegmmnum,

CWINAcHo WancknanwaTa e NMpunowenwe 1. MNPK NBUMEHTHTE, 33 KOMTO @ NPEUEHEHO, Ye Ce HYXAanT orf 24 ceammuyno
NevYeHMe We ce nagasar 2 NpoToKona 3a ne 3 meceya.
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% WINCKBAHWA HA H3OK NPY NEYEHWE HA XPOMWUHEH BAPYCEH C XENATUT HAJL 18 FOAWILHA BB3PACT
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PMNOXEHUE 1

AIUCT 3A ONPENENAHE HA KPUTEPUWTE NPU NPOBEXAAHE HA BE3UHTEP®EPOHOBO NEYEHUE HA XPOHHYHA
HCV MHOEKUMA C AMPEKTHOAEWCTBALLM AHTUBUPYCHW CPEACTBA (QUIAC) NPH BONHK HAJ 18 TOQWLIHA
BBL3PACT

]

| Mme: iem£|l||l]1lL[
3s6 O o mwwmmemnnchWundwwmoWu
NACMORULOMO NPUTONSNLS

A. MHanKauum 3a neyexue

MaumeHTH ¢ xporwiHa HCV WHexUNRA, HENEKYBAMN HNW NEKYBANA HEYCHELUMO C BHTHBUDYCHA Tepanis. NOANEXET Ha
TEPANUA C AMPEKTHO REACTBALN BHTHBUPYCHW cpeacraa (A0AC). cneg nepwoa «a NPOCNEARBANE OT HaA-MANKO 5 wmeceus
MSKIONEHUS MAXE A8 C8 JONYCHE MPY N0 KANPEAKANWTE CTAZWM Ha yepHoapoBHO yepesiane,

NlEYEHWETD C& NPOBEXAS NPW NALMEHTV C  AEKOMNEHCHPaKa UMPo3a v xpaex craawh wa GubpesHo 3abonAaame Ha
XEMOAMANKAS, NPK NBLUNEHTH ¢ PrBpo3a K KOMNEHCHPANA LWPO3S, Npn NAUNEHTI C KIUHIHO IHEUNME naapHuEpHOAPODOHA WiInsa
18 HCV wHDeKuMATE (KMWHWHHO NIRBEHW BACKYNWTH, PaANUHM na TewecT Bubpeqsn 3a60NKBIHUA, NEMDOMK), NPH NBLMENTH,
HEOTTOBOPUNI HA NPBAWECTHALLE TEpanis © nHTepdhepoH anda n Nhavirn; NpM NaUNesTh ¢ HCV wHiesvA W TPBHCANAHTHPSHN
oprasu, NP NBLMEHTH HE UMYHOCYNPECHSHA W GMONOTMYHE TEPSNWA; NP PUCKDSN NAUMEHTH 33 PA3NPOCTRAHEWNE Ha HCV -
HIV-nonoxurensm nuua NauwenTaTe C NpeAxoxaawa anoynoTpeba C HEPKOTHNMA BRUIECTEA W H3 IAMECTUTENHD NEYEHRe,
38ABMKKTENHO NPEACTABAT YAOCTOBEPENNE OT NDOCNEARBALMR UEHTHRINPOrpama

B. Kpurepun 3a 3ano4BaHe Ha nedexune

1. Hanuure wa HCV MHGexUs: NONoXMTENHG HCV aHTHTAND, Hanuymne Ha HCV RNA HWBO (HHE0 wa oTxpuease = 25
Uliml); HCV resotun, HCV noaremotunose 1a # 1b npn Tepanna c 30 (OMBITASVIR, PARITAPREVIR/ RITONAVIR +
DASABUVIR): axtyanes HCV res0TWN ¥ NOATEHOTHNORE CBZ BCAXE NPEAXOKAAIA SHTUBMDYCHA TEPANKA.

2. XACTONOrMHHA OUEHKa noMﬁM-npunammcxpmenmCGnuepnoapm UKPO3E 1 NP MMNCA Ha
NPOTHEONOK3SAHUR 38 WIBBPIIBAHE Ha ueproapobrata BUONCHR. XnCTONOTMNHOTO KIcneasase e HEODXOAMO NPU  BCWUKK
NBUNEMTH, C HAKMIOHEHNE Ha Bonsn Ha XeMOAKanW3a 1 ¢ Bufipeusa TpascnNaHTaumn.

3. Temect #a wepHoapolyaTa uaposa: Child - knac # cxkop, MELD cxop.

4 MpeAwecTeawo NeYesne (Bua, roanHa, oTroBop/Bes OTr0BoP) M CTRAHWAMHN PEaXLMA.

5. MNpuapyxasawy 3a00N88HNA U ASHHW 33 Tepanis C IBPOABAHE KA NEKAPCTEEHNTE NDOAYKTH.

6. MNpearepaneRiTiuma OUSHKE W23 ChBMECTUMOCTTE Meay nnanupanata BesnHrepdeponoaa Tepanna M Aocera
NPOBEXAANO NEMEHWE HA CHNBTCTEALM JaB0NRBIHUA

7. INca Ha MIKMONBAILM KPUTEPUA

1. Km0 Na0OPATOpHIE NOKA3STENN: ASAT W ALAT anGymuH. TROMGOUMTH, GHupyOus, INR "

2. Bupycew cratyc. ”
o Axte HCV awmwrena

« HBsAg/antiHBc total
o HCV PHK nwso
« TleHotunwsnpane Ha HCV

« NoaresoTunose 1a W 1b npu Tepaniu ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR +
DASABUVIR) # ELBASVIR! GRAZOPREVIR

3. XACTONOrwEHa AKTABHOCT: BENE3N HA YepHOAPOBHD BBINANEHUE W wdpoaa, ouskena ypea Metavir e

2. Manca na wskmoseauw xpurepu no 7. B ‘J

Ha cpw Lnaniea o1 el Dpw | W NCATMCERO KONMA ). NRH AT HA X0 ce mp pe3a © momep M3
* opUrnHanes D WP POZNNGEHO ¥ IAREDEND KOOV {HCV PHK oo n3cregea C sonweectses FCR) - KTyaNnoctTa e go £ MECHLA NDEON KEHEMAATCTRANETO
? SpUrnnarsE Snd-as 0T ICTONONVINSD HICNBABINE ~ BKTYANHOCTTS & 20 A FORMMA NPEIIM KENAWLATCTOANETD
* YROCTOREPERS CE € NOANKC WA DOSUNANACTA § TIPUNCHE-HE 1 MA HACTORUIMTE MINCIKDARS ¥ C8 Npwnarar HOCGIDAWMATE WICHRIBNIS. OTDIEH & TAlrwua 2 o
NOHTYITTBLIM
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NPUNOXKEHUE 1
B. N3KniouBalu KpUTEPUN ¥ CHOOpaKeHns

Hama 3600M0THIN KOHTPAWHANKALIMK 33 NEYEHHE C ANPEXTHO [EACTBALY aNTHBMPYCHN CPeACTaa {DAAs)

Sofosbuvir TPAGEa A CE HIN0NIEA C BHAMANWE NPU NaLNSHTH ¢ eGFR < 30 miimin/1 73 m*

ABXOMNEHCAUMIR (MKTEP, BCUNT, EHLG(ANONATHA, XEMOparuA oT sapuum)

Bowdkl  NPOTEAZHK  WHXMBNTOPK (NSI4A-Gnokepy),  BKNIOHATENHD Glocaprevir (choteetio  Maviret),
KOHTPAWHAMUMDANN NPY NAUMEHTH C AEKOMNEHCYPAHA (Child-Pugh B u C) unpo3a, xakto » npi NPEABcTeaw NPOARA Ha

[p# NEUMEHTHTE C XpoHiyHa HCV Hdexums v 0COBENO TEaN C NPUAPY*asaww 3aBonasannn, 33 KowTo Nonyasar
CLOTBETHATA TEPANWA, 38ALITKMTENHO TPADBA A3 B1ae 0BCHAEHO K OUEHEHD BIANMOAENCTBAETO MEXAY OMPEKTHOASACTBALMTE
ANTUENPYCHA CPEACTEA 3 NENEHWE Ha XeNaTUT _C" ¥ NEKAPCTBEHWTE NPOAYKTH 38 OTABNHNTE 3AG0NARANHNA, KAKTO ¥ BLIMOMHUTE
PUCKOSE 38 NALMEBHTE OT HEOUBHEHW NEKApCTEEHN BaanmMoeRcTEMA. BRNpOCHT 38 BIAMMOLACTENETO Ha Tear MELAEIMENTN C
JUIAC ot TepanuaTa Ha HCV wHpekuynaTa  OT KNoHOBO JHAYEHNE 1a 6e30NACHOCTTa Ha NexysanuTe. HaodxoauMo & nedeHeTo
¢ JUIAC aa ce 3anovea cnea NoapodHa NPeasapuTenhia ouensa xa MEXAYNEKBPCTHEHWTE BIAWMOQEACTENA, BXN. KOHCYITTALNA
CbC ChOTBETHATE CNBLMANWCTH M KOPEKLIMA HA AOINPOBKATA, CAMPAaNHE Nk CMAHA HE NPUEMAKNTE NEK3PCTBENA NPOZYRTH

MpenopsMsa C& NP NSUMENTH, NPW KOMTO CE OUAKB3 HMCKA CTENEH H3 NPUABDAAME KoM TEpannATa, — Hai-seue
NAUMEHTH CHC JHAUNTENHA KORCYMELMA ¥a ankoxon wian 3noynoTpela C HAPKOTHYHW BELecTsa, NPHOPHTETHO A3 ce pawar

npoSnemnTe, CAbPIaHA CbC ancynoTpeBara ¥ Aa C8 OTNONW NEUBHNETO MA XenaTuT C 210 TRX®O0TO CTAdMIMINpase.

OTroBaps Ka KPUTEPHATE 38 3anoyBane /

NPOABLIMKABANE Ha NEHEHNETO C B8 AHeBHa No3a

NOANKCH HA MNEHOBETE Ha CNELMANMIMPAHATE KOMUCHA. ..

@ WINCKBAHNA HA HIOK NPU NEYEHNE HA XPOHWMEH BAPYCEH C XEMATUT HAQ 18 MOANLIHA BB3PACT
- moand o 15 anpan 2049 rova



NPUNOKEHWE 2
. Ne4yebHO-AMArHOCTUYEH ANTOPUTHM

1. Nexkapcraeny NPOAYKTH, BRNKHEHY B Npunoxenue 1 Ka MIC, xouro H30K 3annalia B ChOTBETCTRME C AGHCTBALMTE
HOPMATHEHY JOKYMEHTH

Tabnuua Ne 1

INN | MKB | Rosa
Safoshuvir B18.2, K74 0, K748 1 7abn. areawo (camo B xomB. ¢ apyri DAAS)
Sofosbuvir / Ledipasvir B18.2, K740. K746 1 Tabn, AMeBHO
Sofosbuvir | Velpatasvir 8182, K74.0, K746 1 7abn AHEEHO - )
Glecaprevir | Pibrentasvir B18.2, K74 0, K74 6 3 1abn. AHEBHO ]
Dasabuvir B18 2. K74.0, K746 2 736N, ANEBNO (1 CyTpwK 1 | eexep) |
Ombitasvir/Paritaprevir/Ritonavir | B18.2, K74 0, K748 2 1abn. pHeaxo (CyTPHH)
Elbasvir | Grazoprevir B18.2, K740, K746 1 Tafn. AWeBHO
Ribavirin B18.2, K74.0; KT4.6 s m‘gx‘: ;:;::::a:?‘gorr;‘;'c' frss

2. TepaneaTuMi CXEMK NP P3ANU=HHTE FEHOTHNORE KA HCV unchexymnaTta

Mpn IAPAEHOOCHIYPEHN NKLA C XPOHWYHA HCV wndexums, NPOALMKMTENHOCTTE HA NEKAPCTBEHATA Tepanus e
¢HOBPAIHO YKASAHWTE CPOKODE B KPATKATa XAPaKTEPUCTHKA HA nekapcruennTe npoayxTh (KXM) u 3asucyk o cTaauA Ha
YEPHOAPOGHOTO YSPENAAHE, HHBOD HA BHPYCHA PENMUKAUKA (HCV RNA) u resorunicyBresommn Ha HCV uHderumarTa.

fpW 3QPABHOOCHIYPEHM NULA C XPOHWYHA HCV wHbeKuuA, C yBPENABHUA Ha “epHWR apob po cragwn Ha
KOMNEHCHPAHA LMPO3a, KOFATO & MPWNOKMMO — HanWue ca ChLOTBETHM NOKAIAHWA TO KPATKA XAPAKTOPWCTHKE Ha
NEXapCTBEHWA NPOAYKT 33 NEYeHWe Ha XpPoHWYRA HCV vndexumn, NekapcTeeHara Tepanva e C npoawnxuTentocT 12
CoaMKUM, pacn. 16 CeaMMuM (TPHMECEYEH, PECT. HYeTHPMMECEUeH KYPC Ha nevenwe). NP NAUMEHTH C GEKOMNEHCHPaHa
mmunmmanmmmmmenoumum

Mpn 30PaBHOOCHIYPOMH NWLA C XPOHWWHA HCV wnihexums, Henekysaun, Ges wepHoapobHa umpo3la, Korato e
NPUNOXMMO — HANWUE C3 CHLOTBETHW NOKA3aHWRA NO KpaTka XApAKTEPHCTHKA WA NEKAPCTUEHMR NPOAYKT 34 Nevenue Ha
xponuyHa HCV nHhexumn, NEKIpCTBEHATA TePANKA Moxe A3 HbAe C NPOAL/DKUTENHOCT 8 ceamuum (ABYMECEUEH KYPC Ha
nevexnwe),

CXEMUTE Ha NENEHWEe NPH NaUWeHTH ¢ xpowuusa HCV whdexuns, Wo Gea 4epHOAPOGHE UNPOIA, HEMEKYBAHK MK
nexysaxs npeaw, HO He u ¢ AMIAC, ca ChC ChOTBETHW nexapcreenn npoayxth ¢ INN, nocouonm 8 Tabnuuata, Kakto

creasa:
HCV Mpexowxaawo | Sofosbuvirl | Glecaprevir I T Sofosbuvir/ | Grazoprevir/ Ombitasvir/
resoTMn nevoHme Velpatasvir Pibrentasvir Ledipasvir . Elbasvir Parltaprevir/
ritonavir +
Dasabuvir
Femotvn HENEKYBaNn 12 ceam. 8 ceam. 8* -12 cenm 12 ceam. (HCV | 12 cepm. + RBY
1a PEKYBaHW 12 ceam + | RNA s 800000
RBV unn 24 | IUiml)
ceam Gea RBYV | 16 ceam. + RBY
aro HCV RNA >
800 000 1U/mI
Fenorun HEnexysamm 12 cenm, 8 ceam 8*-12 ceam. 12 ceam B+rceam. (FO-F2)
1b 12 cegm. (F3)
lroeuytaam\ 12 ceam 12 ceam 12 ceam.
@ :
WIUCKEAHWA HA HIOK NPU NEYEHME HA XPOHWUEH BUPYCEH C XEMATUT HAR 16 rOAVIUMA BB3PACT
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Tenotwn 2 | Henexysawn W | 12 ceam. 3 ceam. He He [ He
neKysasn
FeHoTn 3 | HenekysaH¢ 12 ceam 8 ceam He He
NeKyBaHw 12ceam. | 16 ceam.
MemotMn 4 | Henexysann 12 ceam 8 cepm. 12 capm. 12 ceam. (HCV | He
RNA s 800000
1U/mi)
16  ceam +RBV
(HCV. RNA >
800 000 U/ml)
nexysanu He | He
Fenotun § | wenexysanv 12 ceam. ]ag,gn. 12 ceam. He He _
He He
FenoTun 6 L) 12 ceam. 8 cepm. 12 caam He He
; He
* cuipacko K -Mcmuwmvmucuemmlemmmm naumeste ¢ HCV renotan 1 wwdesunn 083 uspooa
aD MeeOTO WA TRIETE HOV RNA & nog 6 Ul w Sepmogpeb=aTs @ esF2
" 3 ceammeto Neuesns ¢ OmbRasvin Pantspe + 0 mn-uwnwﬂwmmmmnmcncv"ncm1nnc
MUHMARINNA A0 YMEDEHE Dubposa (F 0 5 F2)

* Gneg npowaka B KX, newskmera ¢ Geazoprevil Elbasar wisa 4a Bruae Crecem A0 B CATNMLA TIPH NENSGYBEM NaUMERTA & HOV noatan 10 wk@ekins, 210
mmm.mwy\uwt(l‘ 0sF2)

CxXaMMTe Ha NMeHeHHe NPU NaUMOHTKH C HCV undekums ¢ xomnescupanra (Child-Pugh A) wepuoapobHa umpola,
HenexysaHW WM Nexysanu Npeaw, Ho ne v ¢ AC ca:

HCV ; wo | Sofosbuvir/ | Glecaprevir [ Sofesbuvir! Grazoprevir/ Ombitasvir/
reHoTHN nevenwe Velpatasvir | Pibrentasvir Ledipasvir Elbasvir Paritaprevir/
ritonavir +
Dasabuvir
FenoTun HENERYBRHW 12 cegm. 12ceam. 12 cepra. 12 ceam. (HCV | He
1a nexysann 12 ceam. + | RNA = 800000
RBY wnw 24 | IU/m)
ceas. Hbea RBY | 18 ceam. + RBV
(HCV RNA >
800 000 1U/mi)
FeMotwn | wenekyeaww | 12 ceam 12 cepm. 12 ceam. 12 ceam. 12 ceam.
1b Nexysanu
Fevotwn 2 | HenexysaWn W | 12 ceam. 12 ceam He He He
neKysaun
FeHoTun 3 | HeNexyssHu 12 ceam. + | 12ceam 24 cean. + | He He
RBY RBV
nexysand 12 cepe. + | 16 ceam.
MeMoTMn 4 | HENExyBaHn ‘lgm. 12 capm. 12 ceam. 12 ceam, (HCV | He
RNA < B00000
1U/mi)
16 ceam. + RBV
axko HCV RNA >
800 000 IUfmI
NEKYBAHN He
FeHoTMN § | HeneKkyBaHu 12 ceam. 12 cepm. 12 ceam. He He }
|
feHoTMN 6 | HEneKyBaKW 12 cepm. 12 ceam. 12 ceam. He (Hc
NERYBEHW

3. Nevexne Ha NAUKENTH C ACKOMNEHCHPAHS yepHogpobra umpola

MausenT™ C aeKomnescupana uMpola, Ges HCC u e MELD cxop < 18-20, undextwpann ¢ HCV resorunoee 14516
1patea ga GwaaT NExysaHn Cbe Sofosbuvir / Ledipasvir wnu Sofosbuvir / Velpatasvir 3a 12 ceammnum ¢ Ribavirin, HayanHara aosa
Ha Ribavirin & 1e3u cnyuas ¢ 800 Mg AHERHO © NOCNEABALI0 HANSCaaHa B SARUCUMOCT 0T NOROCUMOCTTA.

TaunenTu ¢ Aexomnencupana umposa, Be3 HCC w ¢ MELD crop < 18-20 uucbexTupani ¢ HCV reHotin 2 rpntias aa
tuaat nexysann cc Sofosbuvir ( Velpatasvir 3a 12 cegranum ¢ Ribavirin,

MNauweHT™ ¢ AeKoMnexcupana umpoaa, e HCC v e MELD crop < 18-20 wwpextwpany ¢ HCV reworwn 3 TpaGea Aa
Bwaar nexysany cue Sofosbuvir / Velpatasvir 3a 24 ceAMuun © Ribavinn,

MAUNEHTH C JEKOMNEHCHPAHE LMPO3A W KOHTPAMHAMKALIMK 38 UIN0N3BANE Ha Ribavinn (xemorncBun < 85 gff) rpabea aa
nony<ar 24 cenmeul nesenmue cue Sofosbuvir / Ledipasvir wnn Sofosbuvir / Velpatasvir Ges RBV

6
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[TAUWEHTATE C SEKOMNEHCHPAHE LMPO3 W HHAMKSLMH 33 HepHOAPOEHA TPAHCNNANTUME © MELD cxope = 18-20 Tprbsat
nepeEc Aa Ghpar Tpacnnadtapask W cned Toea nesysaHi. AXO BPEMETC 33 HaKkane Ha AOHOP & noseve o1 G meceua, Tem
NELMENTH MOTAT A8 DbAAT NEKYBAHI NPEAN TRACNNAHTEUMRTE N0 ONWCAHATE NO-TOPE CXeMa.

4. NeYenne Ha NAUMEHTH, HEOTTOBOPHAMK HA NPENLLING AHTHEMPYCHO NeYeHwHe C DAAS.

CXOMMTE HE NEYECHWE NPH NALKEHTH C XPOHUYHA HCV uHdeKUMs, NexyBaHu Npeau ¢ eauH KN nakonxo DAAs,
He3 nocTrrawe Ha SVR ca:

MNaynesTi ¢ ABKOMNEHCNpaKa wepHopoBra unposa (Child-Pugh B unu C), ). KOWTO HE €2 OTTOBOPWNYM HA TPEANLUKA
Tepanun ¢ DAAS, CuaAbPXALLE NpaTeases WHXMBMTOD Winn NSSA imxnbuTop, Tprbea aa ce nexysat C ¢ Sofosbuvie / Velpatasvir
2a scwarit HOV reHOTMNOBE 388aHO0 ¢ Ribavirin, ACIWPEH CHPAMO TErMoTO 33 24 cagmnug,

Mopagm NNNCE HE KATErOPUNEMN KNAHIUHN QEHHN, B NOAKPENa Ha eUKacHOCTTa Ha Sofosbivir! Velpatasvir w Glecaprevir/
Pibrentasvir 3a NEYEHNE H3 NALMENTV C HEYCNEWNE NPEAXOAHA TERANUA ChC cxema Ha nedesme. BrAoNeaLLa NSHA nHxnBuToprm
PEXMMMH, TEPENWA MOXE aa ce OBCHAN EAMMCTBEHO NPK TEIW, 38 KOWTO C@ C4NTS, 4e €A NDA BCOK prCK ot KIMMWSHE NPOrpecHa
ua $a5ONABIHETO W 38 KOUTO HAMA ANTEPHATUEHW BBIMOMHOCTH 33 Navenne. MHOTO TPYAHY 33 NE4EHNE NAUNEHTH, HEOTTOBOPHNK
wa npeqmiwka Tepanua ¢ DAAS, coobpals npoteazen wmGuTop Wi NSSA uHxubnrtop, MoraT fa nonywar Sofosbuvir!
Velpatasvir wnw Sofosbuwit ¢ Glecaprevir/ Pibrentasvir 3a 12 ceamwuiit 3a8eaHo € Ribavirin, J0mpan CNpAMO TEINoTo wnanw
NPOABLNMHTENHOCTTE HA NEYEHWETO 43 CE YABAN no 16 wnu 24 ceamuun.

Mpw nauwenTvre, nexysann ¢ NS5A WHXMBUTODHI PEXMMKM MOBTOPHO NEyenne Ceé Nposexaa cneq nowe 12
MECE4EH NOPHOA Ha NpOCcNeARBaKe cnea xpas HE NPOAXOAHATE TEPAnuUA.

5. TevyeHMEe Ha NAUMEHTH C NOCTTPAHCNNAHTALMOHEH PELMAND Ha HCV undoxyunra

Beuuks NAUMEHTU C NOCTTPAHCNANTAUMOHEH POLAIWE Ha HCV nHhexyns TpROBa A3 Ce UMET Npeasna 33 Tepanas.

OCTHD XONECTATHYEN XENATUT WNW HAMWMWETO Ma YMEDEHA 10 ofwupHa HUBPOIa WK NOPTANHA XWNEDTONNA EaHa
[OAWHE CNeA TPAHCINANTALUMATS npeacralsd Gbp3a NPOrPecHA Ha 2aBoneaseTo n aryda Ha NPWCaaKaTa. W UINCKBA CNewHo
AHTUBAPYCHO NENEHUE.

MNauMeHTHTe € NOCTTPAHCINANTAUNOHEH DEUNANB Ha HCV resotun 1, 4, 5 unu B vadexuma 623 ypoda (FO-F3) nnu ¢
comnencupana Lposa (Child-Pugh A), Tprbaa na GuaaT nexysauu ¢ KoMBNHaUMATE ¢ hukcupana Ao3a Sofosbuvir/ Ledipasvir unm
© xoMOUMaLMRTE C dvcupana nosa SofosbuvirVelpatasvie 3a 12 ceamuum Gea 42 @ HeobXoaMMO WMYHOCYTIDECHBND 3anTHpane
Ha NeKapCTEeHaTa A0da

MELMENTHTE C NOCTTPANCANAHTEUNOHEN peuwans Ha HCV resotun 2 wnu 3 wechexuwn Bea uwposa (FO-F3) wne ©
Komnercupasa uwposa (Child-Pugh A), TpABBA A2 GBAST nexynank xomGUHALKRATE C hrkchpana aola Sofosbuvir/ Velpatasvir 3a
12 cenmiim Bes 1a & HeoBXOAUMO WMYROCYNPECHBHO 3AaNTURAHE Ha NeKapCTBeHaTa ao3a

TMAUMENTHTE C NOCTTPAHCNNEHTALMOHEH peumMans Ha HCV resoren 1, 2, 3. 4. 5 unn 6 undexusn Ba3 unposa wn c
¥omneHcupana posa (Child-Pugh A}, ¢ eGFR < 30 miimin/1.73 m? psBsa aa Gubaar NexysaHn © KOMOMHBLIMATS C QVKCHP3HE
aoaa GlekaprevirPibrentasvic 33 12 cagmmum, Cneaexe » ajantupake Ha WMYHOCYNPECHATa € HeolXOAMMO MO BREME U Cnejd
KPR HA NEYEHHETO.

MaunesTi © NOCTTPAMCINANTALAONEH peuMans W3 HCV W ¢ AexomnecHpana umposa (Chid-Pugh B nan C),
wncpexTupasn ¢ HCV renotinose 1,4, 5» 6 TpR6Ba Aa Guaar nexysaku che Sofosbuvir/ Ledipasvir unh ¢ Sofosbuvir/ Velpatasvir
33 acwn HCV resoTunose 3aeano ¢ Ribavinn (1000 woan 1200 mg np» NAUMENTI © TErNC CLOTBETHO <75 kg wnm 275 kg) 2a 12
ceaMILn. HauannsmmuuaRisavlﬂnlrmcnwweGmecmmuesuawumm
NOHOCHMOCTTA

MALWMEHTH C NOCTTPEHCTNANTALMOHEH peLyans wa HCV 1 © AEKOMNSHCHPANA LMpo3a, KOHTPaUHAMKALMA 33 M3INONIBaHE
Ha Ribavirin TprBea Aa NONYNAT 24 CAAMWUM NEHEHIE ChC Sofosbuvir/lLedipasvir (renotwnose 1, 4, 5 v B) » Sofosbuvir! Velpatasvir
(ecwai rewoTwnose) Bey RBY

6. Nevenne ¢ [UNAC npw CRELUANHK MYNK OT NAUMEHTH.

Maumenture ¢ HCV v HBV xoundexuwn Tpabea aa ce nexysar Che coumre DAAs pewnmn 3a epanwkalma Ba HCV,
CHEABANKA CHLUNTE NPEBUNA, KAKTO NPK NAUMEHTHTE C HCV Monousdekuws. ChUecTayBa NOTENUNANEH PACK OT PEAKTHBALMA Ha
HBV WHEXUMATa MO BPEME W Cread yCNeluna epaavkauma Ha HCV, koeTo npabu 33OLIMMTENME CuNbLTBAWE HYKNBOIMAHA/
HYKNeoTUaHa Tepanns npk HCV 1 HBV komHtbekuma Tasn Hyrneoanaxal HyKNeoTUAHE Tepants Tpabea Aa npoanmwK nNowe 12
ceammun cnea xpas Ha antl-HCV neseHWeTo 1 43 Ce Cneaa exameceuro ANTAT axo nesennero 33 HBV e cnpako

MNaynesture ¢ xpoHnuna HCV nHBEeKUns ¥ NpoBexaauin DAAs tepanin, kouTo ca HBsAg (-)ueratuasm u anti-HEc total
(+)nonoxMTenHs, TpAGEa A Ca NPOCNEARBAT EKEMECEHHO 33 ANAT » na ce Tectysar Ha HBsAg n HBV DNA sbo acesn cnyyan
na noxausase ha ANAT. Mpu yerawosseads wa HBsAg wunu HBY DNA & 3anbAHTENHA HyKNeodwaHa Tepanks 3a HBV.
curbTBalLa Tasn ¢ DAAS.

MBUHEHTHTE ChC IHAUMTENHO yapeaeHa Bulpeuna QyHEUMA (€GFR < 30 mUmin/1,73%) niw B xpaes CTaini Ha Gu6pesno
3360NABANE HB XEMOOMANU3E, MRDEKTUPAHV C BOTIKK HCV rewotunose ce nexyear c Glecaprevir Pibrentasvir 3a 8 wnn 12
CEAMULM
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NaureHTATE CHE SHANKTENHD ana Oubpena dyHkwn (eGFR < 30 mifmin/1,73%) unn B KP3SH CTARMR HA Gubpeyno
sasomuneu: XEMOAMENU3a, mm uschexTpank © HCV renotin 12 nnw 4 , c wnba Ha HCV RNA 5800 000 IU/ml, ce
nexysar ¢ Grazoprevir/ Efbaswvir 32 12 ceamuum. .

MBUMEHTUTE CBC IHIYUTENHD YEPEAEHS Subpesna dywuen (eGFR < 30 miiminft 73%) wrm & xpaex crasnit Ha Gubpeuno
3560NABAHE HB XEMOGNANWIA, MHDEXTUPANK C HCV resoTun b ce nexkysat ¢ kemBuHaumaTa Grazoprevir/ Elbasvir 3a 12 ceamnuv
wnw ¢ Ombitasvir/ ParitaprevitiRitonavir + Dasabuvir 33 12 cepmnum

Naunesmn ¢ HCC 663 unposa UK © KOMNEHCHPaHa UMpo3a (Chitd-Pugh A), Yaxawy YepHOAPOGHA TREHCMNANTAUMS,
TpRGea na GLAaT NEXyBaHW NPean Wiv cnea wepHoapobyaTa TPACNNAHTAUME ChrfacHD OCHOBHUTE NMPeANACEHUA 33 NAYNesTH
Bea HCC. Teaw naymestn, nexysanu 3a HCC, Ho Ge3 WHAWKAUMW 33 GEPHOAPODHA TPAHCIINAHTALNA, YECTO UMaT IHANMME
huBposa wnk uMpoIa » TpROBA A3 nany4ar NOAXOASILA AHTWBNAPYCHa TEpanna 33 TRXHATa yepHoapoGHa HONECT, C BNNMATENHD

npocneaseate 3a HCC.
[1. MOHHTOPHPaHE Ha BHEKTUBHOCTTA HA TEPANMATA

MNpn mmim nexysaHu ¢ JJIAC, HCV PHK tpsfsa fa ce kamepsa 8 HEYANOTO HA NEYEHWETD, B KPAR HA Nevasnero
(cuoTBETHD B, 12 NN 24 CRAMNLIA), N0 NPELIEHKE H3 NEKYBALLMS EXWN, KAKTO W Ha 12 Wk 24 ceaMMLEa CRea KPAA Ha NeNeHneTo.
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E. MPoCcneasisane Ha NAUKEHTH CNOA NOCTUIAHE Ha TRaeH supyconoryyes otronop (TBO)

NauwenTure Gea uwpo3a ( Ao F2 exn ) u c TBO, ANAT v HCV PHK Tpatiea aa GuLaar NOBTOPHO KICNEABAHN Ha 48-mara
CEAMMLA CNEM KPERA HA NEYSNUETO.

Mauwenm ¢ umposa (F4) W Tean ¢ HanpesHana dmbposa (F3) u TBO rprbea fa ce »abnioaaBsarT 3a xenatoyenynaped
xapunom (XLIK wnu HCC) wa scesw 6 meceua upes aBaoMHHANKA EXOTPAMA, KAKTO M 33 yCnOMHEMR Ka NOPTanHaTa
XANEPTOHMA

fpw NauexTHTe C Texywa ynoTpela Ha HapKOTMUN W NPU MLXE, KOUTO wmat CEKCYANHM KOHTAKTA C MBXE C TeKyWo
pucroso nosegewwe, cnea TBO cneasa aa ce npeanpuems NPOCNEARBaHE 33 NOBTOPHE HCV unbexuns H$pes exeroayso
wicnenaa=e Ha HCV PHK
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3abenenxa; CNeuManiIupaHnTe KOMUCHK NEPUOANYHO (Ha B meceua) nanpawar kM Komucusta 8 LY Ha H30K otyetm €
MIOWMOHEH CNMCHK Ha BCUMKN NEXyBAHK NAUMCHTH, C OTHETONMN PEIYNTATH OT NEHEHUETO - TpaeH BUPYCONOTMYeH OTroBOP.
Mpw NAUMEHTH, NEKYBaHK C QIAC, HCV PHK TpabBa pa ce WiMepea B Havanoro Wa NEYEHNETO W B KPaR Ha NeYeHKeTo,
cwoTBETHO B, 12 WNKU 24 COAMWUE (BMPYCONOTHYEN OTFOROP B KPas Ha nevewnero ). Mo-Hararbk NpocneanBaHeTo ce
WIBLPWES Ha 12 WKWK 24 COAMMLA CNEA KPAR HA NeHeHNETO (TpaeH BMPYCONOMMYEH OTro8op).

NaumexTHTe Ges uuposa ( Ao F2 vxn.) u ¢ TBO, HCV PHK rprbBa aa Guae Wacneasana Ha 48-mata ceamuua cnea
KPas Ha NeYEHWeTO,

NaunenTture ¢ uwpoza (F4) W Tean € HanpegHana ¢ubposa (F3) w TBO rtpabea pa ce wabniopasar 33
xenarouenynapes kapyuHom (XUK unmn HCC) ma Bcexw 6 meceua vpes abaomuHanta @XOrpadunA, KAKTO W 33 YCNOMHEHWA
Ha NOPTANHATAE XMNEPTOHWA.

B Kpas Ha KANeHOAPHATA rOAMHA © HEOSXOAMMO 4 ¢e wanpaua o6 AOKNAA € BCUYKN NOKYBAHA NAUWENTH, C
OTHETEHM PEIYNITATH OT TEPANWATA,

Il, OBLWMK NINCKBAHWA

1. BLapacTOBATA rPaMMUA CE MIUMCTIABE B HABLPLUEHNW MO - T.€. BRIUUTENHO KuM JATAT3 HA NARABANE WA NPOTOXONA OT
CNEUNaNNIPEHATE KOMHCHA

2. Npy HaIMESABARE HE TEPANUS NO NPCTOKON JANBMAMTENHC Ce ChoHPaIABAT BLIPACTOSUTE OrPAHMNEHNR, CLINACHO KpaTKaTa
XAPSXTEPUCTIEE WA CHOTBETHUA NEKAPCTBEH NPOAYKT, YTRBPASHE N0 PEAA Ha SNNXM.

3. H30K He 33NNaLLA NEHeHne IBLH YKa3anaTa BhIPAcTOsa rpanvua B KpaTkara xapakTepuctvea Ha npoaysTa.

4. H30K ne JANNALLE NeYenne ¢ 403N HaZ MAKCUMANHO PA3PEWeHHTE NO KpaTka XAPAKTEPACTIKS KA NPDAYKTE

5. B cnydait H8 HECTLNMNA NOAOIMPEHE HEXENANA NEXapCTESHA PEAKUMA, nexapaT yeegomrea WAN no peaa wa un 184 o7
3NINXM. KonWe oT CLoBLyeHUeTo G NPUNAra KM MERNUNHCKATE A0KYMEHTALMA Ha 3011 NPy KBHAMABTCTBANE 33 NEYEHNE

6. CNELMANUINPAHATA KOMUCKHA nanasa Pewenne cnea nposeaeHa AmGynaropua npouenypa Ne 38 Onpepensue wa
NNEH HA NEYEHWE ¥ NDOCMENABANE WA TEPANESTMUNWA OTTOBOD NPKM NAUMEHTM, NONYYAaBALM CKBNCCTPYBALM NEXapCTBeHM
npoaykT™ no peaa Ha un. 78, . 2 330 Ha ocHosaWue um. 53 » un 303 or Haunomanen pam«oB JOr0BOP 33 MEAMLM=CIMTE
AERHOCTH MExay Haunosanuara 3ApasHOOCHIYDMTENHE Kaca W BULIIrEpoKn NexapesM cbiod 3a 2018r (c6w, B, Bp. 28 or
29032018 r. uam. » gon, 6p.34 or 2018r, Gpd4 or 2019r) w npegocrasena or 3071 MeAMUMHCKE OOKYMOMTAUNA.
CneyranmIupanaTa KOMMCHA CbXPanRBa AvH exaemnnsp oF Pewsnuato. Mpw Wagasase wa npotoxon Ha 3071, cuxpansaa
BTOPH EK3EMANAD KA NPOTOKONA, BCWHEN HEOBXOZNIAM AOKYMENTH 33 U3Q3S3HETO MY W xonke ot NPUNOXeHNe 1 Ha HaCcToRWMKTE
WIUCKBAHKA, NOMLHEHO MO0 CHOTUETHATA TOHKA W NOANMCAHO OT HNSHOBETE HA CNELMANUIUPANATA KOMUCHA

HacmoRwume UNCKBaHUR Ca paspabomeru Ha ockoeawue yn. 58 om Hayuonanew pamxos doeogop 33 meduyuncKume
dediHocmu Mexdy Hayuowanwama 30pasHO0CUZyPUMENHa Kaca U BrneapeKt Nexapeku Chiod i 20182. (06w, AB. Gp. 28 o7
20.03.2018 r., u3m. u gon., 6p.34 or 2018r., Op.4 o1 2019r.), enuzam e cuna om 15 anpun 20192 #a ockoeanue pewenus Ne PO-
HC-04-29/01.04,20192. 1 ommersam dedemeaiyume u2UcKsanus, ymenpdenu ¢ peierus Ne PL-HC-04-28/03.05 20182
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NPUNOKEHUE 3

LEKNAPAUMA 3A HHOOPMUPAHO CBINACHE C U3UCKBAHWATA 3A 3ANOYBAHE/ NPOAB/MKABAHE HA
NEYEHMUETO C NEKAPCTBEHWA NPOAYKT

A3 RONYNOAMMCAHIRTIATS . -ocociuuiiusmmrsiomssans b

crien ¥aTo £@ 3aN0IHAX € URnaTa MM npeaocrageHa WHAOPMAUMA W LenTa W3 fneuesnero © NevAPCTEEHNR
P SO ——E R Ll W CReA KATO NOMy4HX WIUEPNaTena OTTOEOPH Ha
ROCTASSHNTE OT MEH BENPOCH, ABKNapMPamM Le:

1. Llie cNB3BaM NPENOPLYAHATA MW CXEMA HA NEUSHUE U NEPHORHYHOCT M@ KOHTPONHWTE NPErNEAN

2 PeqosWo We Ce ADABAM HE XOMTPONHW NPErNeau u HAMA 1@ NPOMEHSM CaMOSONHO MNM NOA APYTO BHYWEsWe
HAIHEHEHATA MU TEPANWA,

3. Tpw NPEYCTIHOBSBANE HA NEYEHWETO NO NPHHNHM, HEMNPOMITHUALLM OT DELLEHKETD Ha Kosmcusita 3a excneptvu 8 P30K
wiarm KoamucusTa no wn. 78, 7.2 or 330, we yseaoms #e3aBaBHO NUYHKA cv nexap w P30K » we sbpHa 8 PIOK
NOCNEAHUS: NPOTOKON, NO XOATO ChM NONYYABAN/a NEKAPCTREHNA NPOAYKT.

4, Tlpw HECNA3IBAKE HA NOCOUEHWTE YCNOBHA NEYEHHETO MW C YNOMEHATHRA nexapcTeeH NPOAYKT we Ohae NperpaTenc ¥
HAMA A3 umam npeTesLin xum H30K.

DIBYE} 5o sdthummrms mprorisssasese
(Mme, npeanMe 1 GamnmR)
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