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2. TepaneBTUYHWU CXEMMU NpU pasnuyHuTe reHoTunose Ha HCV uHpekuuaTa

MauneHTn, uHdektnpanm ¢ HCV reHotun 1, morat aa 6baat nekyBaHu cbC cneaHuTe kKoMbuHaumm "

Cxema Ha W360p Ha Bpewme BonHu 6e3 umposa BonHu ¢ komneHcupaHa uMpo3sa
nevyexHuve cxemara (ceamuum)
3a HauBHu Be3 Heycnex Haushu Be3 TBO Heycnex
nevexune TBO oT or
! BOC/TBC BOC/TBC
Elbasvir and Mbpen 12-16 X X X X X X
Grazoprevir n3bop
PTV/r+ Bropu 12 X X X (1a,1b) X (1b) X (1b) X (1b)
OMV + DSV |  wus6op (1a,1b) | (1a,1b)
+ RBV
PTV/r+ Btopu 24 X (1a) X (1a) X (1a)
OMV + DSV n3bop
+ RBV
SOF + LDV Tpetn 12 X X X
n3bop
SOF + LDV Tpetn 12-24 X X X
n3bop
SOF + LDV Tpetu 12-24 X (AL X (AL X (AL
+RBV n3bop

MauneHTwn, uHcpekTupanu ¢ HCV reHotun 2, morat ga 6baaT nekyBaHu CbC CneaHuTe KombuHaumm:

Cxema Ha Bpeme BonHu 6e3 yuposa BonHu ¢ komneHcupaHa umMposa
nevyexHue (ceamuum)
HausHu Be3 TBO HausHu Be3 TBO
SOF + RBV 12 X X X X

MauuneHTun, nugektupanmn ¢ HCV reHotun 3, morat aa 6bAaT nekyBaHu CbC creaHnTe kKomobuHauum:

Cxema Ha Bpeme BonHu 6e3 uuposa BonHu ¢ koMneHcupaHa uMposa
nevexHve (ceamuum)
HaunBHu Be3 TBO HausHu Be3 TBO
SOF + RBV 24 X X
SOF + LDV/ 12 X X
+/- RBV

MaumnenTn, nugektupanm ¢ HCV reHotun 4, morat aa 6baaTt nekyBaHu cbeC crneaHuTe kKombuHaumm .
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Cxema Ha W360p Ha Bpewme Bonuu 6e3 uuposa BonHu ¢ koMneHcupaHa uuposa

neyexHue cxemara (ceamuum)
3a HauBhu Be3 TBO Haushu Be3 TBO
neyexue
Elbasvir and Mbpeu 12-24 X X X X
Grazoprevir n3bop
PTVIr+ Btopu 12 X X
OMV + RBV n3bop
PTVIr+ Bropu 24 X X
OMV + RBV n3bop
SOF + LDV/ Tpetn 12 X X X X
+/- RBV n3bop

*1 Opo6peHNeTo Ha pasxoAa 3a NeYEHNe Ha BCUUKW HOBM NaLVMeHTW, NokasaHu 3a nevyeHue ¢ 6e3nHTepdepoHoBa Tepanus, Korato NPeANUCaHuAT
OT MEANLMHCKM CNELManuCT MeAUKaMeHT He e MbPBY U3GOP CLrNACcHO KPUTEpUUTE 3a Pa3xoAHa eheKTUBHOCT, Ce n3BbpLIBA OT Hap3opHus cbeeT
Ha H30K cnep npeacTaBsiHe Ha icHa MeAMLIMHCKA 0GOCHOBKA Ha NPOTUBONOKA3aHWATa 3@ N3NUCBAHE Ha MEANKAMEHT, KOUTO He € NO3ULIMOHMPaH
KaTo nbpBeu U3Gop.

HCV lenotun 5 n 6:
MauuenTuTe, MHdekTupann ¢ HCV reHotun 5 unu 6, MoraTt Aa 6bAAT NekysaHu CbC CneaHuTe KoMGuHaLum:

Sofosbuvir (400 mg) u Ledipasvir (90 mg) B eaxa Tabnetka, npunaraHa BeAHbX AHEBHO NpY NauveHTh 6e3 LuMposa, HenekysaHm
1Nu nekyBsaHu, B NPOABIKEHNE Ha 12 ceamuum, Ges Ribavirin. HenekysanuTe v nekyBaHuTe nauMeHTV ¢ KoMneHcupaxa umposa,
TpsiGBa Aa GbAAT TPETUPaHU C Tasn KOMGUHaUMS C ukcupaHa Ao3a 3a 12 ceamMuM, 3aefHo ¢ Ribavirin exeaxesHo, A03npaH Ha
kunorpam Terno (1000 unm 1200 mg cbOTBETHO NpW NauneHTn <75 kg unm = 75 kg). MNauneHTUTe ¢ KOMNEHcUpaHa umposa u ¢
npoTUBONOKa3aHUs 3a ynoTpeba Ha Ribavirin unu ¢ notwa NOHOCUMOCT KbM HEro No Bpeme Ha nevenneTo Tpsibsa Aa nonyyasar
KoMBUHaLMs OT chmkeupana fo3a Sofosbuvir u Ledipasvir B npoabmxenne Ha 24 ceamuum, 6e3 Ribavirin. Jle4enneTo c
KoMBuMHaLusi OT hukeupanm foan ot Sofosbuvir u Ledipasvir ¢ Ribavirin moxe Aa 6bae yABLIKEHO A0 24 ceamMULM Npu Beve
neg(ysann NaUMeHTU C KOMMEHCUPaHa LMpPOo3a M OTpULIATENHI NPEANKTOPY 3a OTTOBOP, KaTo Hanpumep 6poi Ha TpomGoumMTh <75 x
10°/pl.

NeyeHne Ha NALUMEHTU C AeKOMMNEHCMpaHa YepHoApPoGHa uuposa

MaumeHTuTe ¢ AekomneHcupana uiposa (Child-Plug B u Child-Plug C), morat aa 6bAaT nekypay ¢ komGuHaums ot Sofosbuvir u
Ribavirin 8 npoabmkexue Ha 16-20 ceamuum (HCV reHoTun 2), ¢ komGuHaums OT pukcupaHa Aosa Ha Sofosbuvir u Ledipasvir
(HCV reHoTtunu 1, 4, 5 unu 6) cbe unu 6e3 Ribavirin cnopea TernoTo, B NpoABLIHKEHUe Ha Nnepuoa Ao 24 ceamuum.

Cxema Ha neueHue Bpeme (ceamuum) BonHu ¢ gekomneHcupaHa uuposa
Haushu Be3 TBO ’
SOF + LDV +/- RBV 12-24 X X
SOF + RBV 12 X X

MaumeHTUTe C AekoMneHcupaHa uposa (Child-Plug B u Child-Plug C), MoraT aa 6baaT nekypanm ¢ kombuHauus ot Sofosbuvir n
Ribavirin 8 npoabmkeHne Ha ao 24 ceamuum (HCV reHotunu 1, 4, 5 unm 6). Mpwn Tean naumeHTH MoXe Aa ce cTapTupa ¢ Ribavirin
B fo3a oT 600 mg AHEBHO 1 BrocneACcTBMe Ao3aTa Aa Ce perynupa B 3aBUCUMOCT OT ToflepaHTHoCTTa.

TeyeHune Ha NaUMEHTM C NOCTTPAHCNNaHTaUMOHeH peunans Ha HCV uHdgekuunta

Mauuentute ¢ HCV peunavs criea TpaHcnnawTaums Tpsioea aa 6baat nekysanu cbe [IAAC cxema 6e3 nHTepdepoH B
npoabiXeHue Ha 24 ceamuum cbe unu 6e3 Ribavirin.
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NauvenTuTe 6es uMpo3a UNn ¢ komneHcupaxa umposa (Child-Plug A) cnea TpaHcnnawTaumus morat Aa 6baat nekyBaHm ¢
KomBuHaLwma ¢ dmkcupana gosa Ha Sofosbuvir u Ledipasvir ¢ Ribavirin 3a 24 ceamuumn (HCV reHotunm 1, 4, 5 unm 6) 6es pa e
Heo6X0AMMO MMYHOCYMPECUBHO aZanTupaHe Ha nekapcteeHarta 4o3a.

MNauveHTuTe 6€3 UMpPo3a UnK ¢ komneHcupaHa unuposa (Child-Plug A) cnea TpaHcnnavTaums morat Aa 6baat nekyBaHn ¢
komBuHauwms ot PARITAPREVIR/ RITONAVIR, OMBITASVIR n DASABUVIR ¢ RIBAVIRIN B npoabmxexne Ha 24 ceammum (HCV
reHoTunose 1 u 4). [losata Ha Tacrolimus Tpsibea aa ce kopurupa 4o 0,5 mg BeaHBbX ceaMnyHo unm 0,2 mg Ha Beekn 3 AHK,
[nokaTo aosata Ha Cyclosporin A Tpsibsa a ce kopurupa Ao e/jHa neTa OT AHeBHaTa /103a, Nony4yeHa npeau nevexneto Ha HCV
BEeHbX AHeBHO. Paspelwera 3a ynotpeba Ha Prednison B 4031 < 5mg/aeH, Ho nsnonssaseto Ha mTOR nHxubuTopu He ce
npenopbyBa.

MaumeHTUTE C AekoMneHcupaHa uvpoaa (Child-Plug B u Child-Plug C), moraT aa 6baat nekypanu ¢ kombuHaums ot Sofosbuvir u
Ribavirin B npoabmkeHue Ha Ao 24 ceamuum (HCV reHoTunm 1, 4, 5 unu 6). Mpu Tean naumeHTH Moxe Aa ce cTaptupa c Ribavirin
B Ao3a ot 600 mg AHEBHO 1 BnocneacTsue Aosarta Aa ce perynvpa B 3aBUCMMOCT OT TONepaHTHoCTTa.

[. MoHuTOpMpaHe Ha echeKTUBHOCTTA Ha TepanusaTa

IMpn NauneHTUTe, 3a KOUTO € MPELIEHEHO, Y€ Ce HYXAAAT OT 24 CeAMMYHO NeYeHNe Le ce u3aasar 2 NpoTokona 3a nbpeute 3
Meceua (B 3aBUCMMOCT OT BUpyCHaTa pennukauus 3a cneasawute 3 meceua).

Mpu naumeHTn, nekyeaHu cbe cxema 6e3 uHTepepoH, HCV PHK Tpsfea pa ce uamepea B Ha4anoto Ha nevexuerto, 4-ta
ceamuua, ceaMuua 12 unm 24 (B kpasi Ha NEYEHNETO NPY NaUMeHTH, NekyBaHn 12 unn 24 ceamyLm, CbOTBETHO), 1 12 ceamuua
crnep Kpas Ha NevyeHneTo.

W3cneasanus Mepuop Ha neyenne Mpocneassaxe
24c__ | WMax. | 2c | 4c 8tk 120 [ 24c +12¢c [ +24c
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HCV RNA v \4 v v \ v

HCV rexotun/ v |

NOAreHoTUN

HBsAg/ anti-HBc \

Anti-HIV \

Child * v v \ \ \4

MELD* ' \ v \i \ \

WHCTPYMEHTAJTHU

Exorpacus ¢ gonnep \ \2 Vv v i

®rer v

aOPYruU

TSH [ 1 | I Vv | Vv | v [ Vv

*Mpu AaHHK 3a YepHoapobHa umposa

[. NMpocneasiBaHe Ha NaUMeHTH crnea NOCTUraHe Ha TpaeH BUpyconoruyex otrosop (TBO)

MNauvenTute 6e3 umposa u ¢ TBO, ANIAT u HCV PHK TpsiGea fa 6baaT NOBTOPHO M3creABaHu Ha 48-mata ceAmuLa CneA kpas Ha
NEeYeHneTo.

MauveHT! C UMpo3a, a BEPOATHO M Tean ¢ HanpeaHana ¢ubposa (F3) u TBO Tpsbea aa ce Habnoaasar 3a xenartouenynapeu
kapuvHom (XLIK unu HCC) Ha Bcekn 6 meceua uypes abaomuHanHa exorpacdms, Kakto M 3a YCNOXHeus Ha nopranHata
XUNEPTOHUS.

[‘Ipvn nauveHTuTe C Tekywa ynOTpe6a Ha HapKOTUUM 1 NpU MBbXE, KOUTO UmaT CeKCcyasnHu KOHTaKTU C MbXe C TeKyul0 pUCKOBO
noseaehve, cnea TBO cneasa aa ce npeanpveme npocneassaHe 3a nostopHa HCV uHbekuus Ype3 eXeroaHo nicneapaqe Ha
HCV PHK.
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NPUNOXEHWE 2
JNIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU MPOBEXAAHE HA NEYEHUE C PEG-IFN a U Ribavirin HA XPOHWYHA
HCV UH®EKLUMUA NPU BOJNTHU HAL 18 TOAULLHA Bb3PACT (camo npu HeBb3MOXHOCT / aneprusi kbm OOAC unu
reHoTun 3 U HeBb3MOXHOCT / aneprus kbMm AJAC)

Wme: [eri] [ T T T [ T [ ] T ]

3abenexka: mMeduyuHckama OOKyMeHmayus, ydocmoeepseawa eceku Om Kpumepuume e ocoyeHa C yughpa 6 UHOeKC U 3adbLIKUMENHO npudpyxaea
HacmoAwomo npusoxeHue.

A. Kputepuu 3a 3anouysaHe Ha NbPBU KYPC (3aABLIDKMTESNTHO € HaNU4MeTo Ha BCUYKM KPUTEpUU)-camo npu reHotun 3, B
KoM6uHauus cbe Sofosbuvir n npu HEBBL3MOXHOCT 3a NpoBexaaHe Ha 6e3nHTepepOHOBO NneyeHme

BuoxumuyHa akTMBHOCT: noBuweH ALAT 1,2 Hap ropHaTa pecbepeHTHa rpaHuLa Npu NoHe ejHo u3crnesBaHe npu
eXeMeceyHo npocneasiBaHe B pamkute Ha 6 meceua

BupycHa pennukauums:
*  Anti HCV antutena
*  HCV PHK Huso
= TeHoTtunuaupaHe Ha HCV — reHoTun 3

* XuctonoruyHa akTMBHOCT: 6enesu Ha YepHOAPOOHO Bb3nanexve 1 hubposa, oLeHeHa onucaTenHo u/unu Ypes
unnekeu (Knodell/ Ischak; METAVIR) ° - gu6po3a B cTenet nowe F2

Tunca Ha M3KNo4BaLM KpUTepum no T. B * (Npn aHaMHECTUUYHM AaHHM No MOATOYKa 2 oT T. B e Heobxoaumo Aa
Cce npeACcTaBu eKCNepTHO CTaHOBMLIE OT JieKyBalus NCUxmaTbp cneymanucT no nevyeHue Ha 3aBVICVIMOCYVI)

THa opuruHanHa 6nanka ot nabopaTopus (3aBEPEHO U NOANUCAHO KOMWE); NPY HANKMYNE Ha XOCNUTANM3aLMs Ce npunara enukpuaa ¢ Homep 3. CTOMHOCTYM Ha
ALAT pa ce onpeaensT Cnpsamo npuetute pechepeHTHI rpaHnum 19 3a xeHn u 30 — Npyu MbXxe.

2 opuruHanex uw unm noanucaHo u 3asepero konue (HCV PHK ce nacnessa c konuyecteseH PCR)

* opuruHanHa BnaHka oT XUCTONOIUYHO M3CNEABAHe — akTyanHoCTTa e A0 4 rOA. NPeAm KaHAWAATCTBAHETO

* ynocToBepsisa ce C MOANUC Ha CreUManiCTa B NPUNOKEHME 1 Ha HACTOSLMTE U3MCKBAHUS U CE NpUnaraT HeOGXOANMMUTE N3CIIeABAHMS, KOWTO AOKa3BaT

nMNcaTa Ha U3KMIYBaLM KPpUTEPUM MO NoAToYkM 6,7, 8,9, 10, 11,12 0T T. B
3a6enexka: * [pu HanMumMe Ha NPUAPYXaBaLLyM 3a60NABaHNS, KOUTO Ca KOHTPAMHAMKALMA 33 YEPHOAPOBHA GUONCHA Ce UIBLPLIBA OLIEHKA PUCK/ NON3a, OTHECEHM KbM
nporHosata Ha CbOTBETHOTO MpUAPYXasawo 3aGonsisaHe. Ta3W OUEHKA 3aABLIKUTENHO Ce BNWCBA B EKCMEPTHOTO CTaHoBMWe. TexH. HeycneweH onuT Aa e
AOKYMEHTUPAH C XWUCTOMOrWYEH pes3ynTtaT, nokassaly HeAOCTaTbYHO KONMYECTBO YepHOAPOOHA TbkaH 3a ajekBaTHa XUCTOMOruyHa npeueHka. Mpu pokasaHa B
MUHANoTo YepHoApobHa LMpo3a — Hosa CYB ce M3BbPLIBA NO NpeLeHka Ha nek.ekun.
** Mpu CbNBLTCTBALYYM 3a60NABAHNSA € HEOBXOAUMO NPOBEXAAHE HA KOHCYNTALMS CbC CMIEUMANUCT, NPEAM HAYanoTo Ha TepanuATa, KOSITO Ce Npunara KbM Komnnekta
AOKYMEHTM. B HEs 3aAbIKUTENIHO Ce BNUCBA OLEHKA Non3a/puck 3a OGWIOTO CbCTOSIHME Ha MauMeHTa OT NPOBEXAAHETO Ha TepanuaTa. CneunanuctsT, Aan
€KCNEepTHOTO CTAHOBULLE CE aHraxvpa ¢ NPOCNEAsBaHeTo Ha GONHMA NO BpeMe Ha uanata Tepanus.

MNaumeHTuTe, MHdekTupanu ¢ HCV reHotun 3, moraT aa GbAaT NekyBaHu Cbe cneaHute kombunauum ¢ JUIAC u unTepcepoH:

Sofosbuvir (400 mg) exeaHesHo, Peg-IFNa ceamuuro u Ribavirin exeaHeBHo, Ao3upaH Ha kunorpam Terno (1000 unu 1200 mg cLOTBETHO Npu
nauvenTn < 75 kg unu 2 75 kg) 3a 12 ceamuun. Tasu KoMBMHALMA € LeHHa ONuusA NPU NauneHTw, KouTo He ca ycnenu Aa nocturHat TBO cnea
neyenune cbe Sofosbuvir n Ribavirin. Tpsibea Aa ce o6MUCNN EBEHTYanHO yAbIkaBaHe Ha NPOABIMKUTENHOCTTA Ha TepanuaTa Haj 12 ceamuun n
40 24 CeAMULM, OCOBEHO 3a TE3N NOATPYNM, KOUTO UMAT €AUH UK NoBeye (akTopu, aHAMHECTUYHO CBBP3aHM C MO-HUCKM YECTOTM Ha OTrOBOP Ha
neuenne, 6asnpaHo Ha CXeMU C WHTEPdepoH (Hanp. HanpeaHana (ubpo3a/Lmposa, BUCOKI U3XOAHN BUPYCHM KOHUEHTpauun, HerpouaHa paca,
IL28B paanuueH ot CC reHoTyn, Hysnes OTroBOp KbM NPEAXOAHA Tepanua ¢ neruHTepcepoH anda u pubasupuH).

Mpu Hanu4ue Ha paHeH BUPYCOJIOrMYEeH OTroBOp JieYeHUeTo NpoabikaBa 6 meceua npu reHoTun 3
B. U3KNIOYBALL KPUTEPUN

Menxuynn 3abonssanus; enunencus.

BONHY, 3N0yNOTPEBABALLYM CUCTEMHO C AnKOXOM, HAPKOMaHM, NPOABIKABALLM YNOTPEGATa Ha HAPKOTMUM, KaKTO U Takuea Ge3 YUCT OT UHTOKCUKaLMs
nepuoa, He no-mManbk ot 12 mec. BONHW Ha MeTagoHoBa Tepanus*.

[lekomneHcupana YepHoAPOGHa UMP03a C Bapuuy Ha XpaHonpoBoAa > | CTeNeH unn Texkn NpUApYxXasaluu 3abonsBaHns Ha CbpAEYHO-CbAoBaTa
AvxaTenHata cuctema

1
2
3
4.  ABTOMMYHEH XenaTut.

5. Cucremnu 3a6onsiBaHms Ha CbeAUHUTENHATA ThKaH.

6. Texxa opma Ha NCOPUA3NC, PEBMATOMAEH apTpuT

7. HeKoHTpOnupaH Xunep- ¥ XUnoTMPEOuAN3HLM

8 AKTUBHW XPOHWU4HI BakTepuanHu uHgpekumn

9.  HeyrtponeHus (abcontoTen 6poit HeyTpodunyu < 500 mm3 u TpomBoLuToneHus (< 50 000)

10. XemornobuHonatun (Hanp. Tanacemmsi, CbpMOBUAHOKNETLYHA aHEMUST) — 3 NPUMOXKeHue Ha Ribavirin **
11. HexoHTponupaH 3axapeH auader.

12. XBH 6es ananuaa (06w 6enTbK, anbyMuH, KpeaTUHH).

13. Cunbrersawa HIV npu 6poit CD4 < 200 BpeMEHHOCT U KbpMEHE.

14. CucremHo Hecna3eaHe Ha neyeGHaTa cxema OT CTpaHa Ha GonHus, C npekbCeBare nosede ot 1 Mecel
15. BkniousaHe Ha 60NHUA B KNMHUYHO NPOyYBaHE* ™.

* BOMHM Ha MeTafloHOBa Tepanus MoraT a 6bAAT BKIKOYEHW 3a NeYeHue, ako Ca NPOC/eAsBaHM B ONPeaeneHuTe LeHTPOBe, CLINacHO NPUETUS aHEKC KbM
Koncencyc 3a neuenue Ha 6onnm ¢ XBX 2013 roguna Ha BAT.

** MNpu Hanuuue Ha TanacemMusi (MMHUManHa 6onecT cbc CTOMHOCTH Ha Hb>10 g/l) ce npoBexaa neyexne camo ¢ uHTepdepoH-anda npu BUCOKa GUOXUMUYHA
¥ BUPYCOMNOrMYHA aKTUBHOCT.

*** KOMMCUATA, KOSITO @ Ha3Hauuna neyeHueTo u Habniopasa 33011, e AnbXHa He3abaBHO Aa yBeaomu KomucuaTa 3a ekcnepTusu no un. 78 B LIY na H30K.
Te3n GONHM Ce 3aNUCBaT B OTAENEH PerucTLP U He ry6sT NPaBoTO CH 3a NPOALINKABAHE HA NIEYEHUETO CNeA NPUKIIoYBaHe Ha KITMHUYHOTO NpoyyBaHe.

N3NCKBAHWA HA H30K NPW NEYEHUE HA XPOHUYEH BUPYCEH C XENATUT NMPU BOJIHN HALl 18 MOAULLHA Bb3PACT
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1. JNIEKAPCTBEHUW MPOAYKTW, Bkntoyenu B Mpunoxenue 1 Ha MNIC, kouto H30K 3annawa B CLOTBETCTBUE C
AencTBawmTe HOPMaTUBHU OOKYMEHTHU.

INN MKB AO3A U CXEMWU HA JIEYEHUE
B18.2 Hosata ce onpeaens ce cbobpasHo Terno Ha 30J1
RIBAVIRIN K74.0, K74.6
B18.2, 1 6p/cepmumua
PEGINTERFERON ALFA-2B K74.0, K74.6

PEGINTERFERON ALFA-2A

B18.0, B18.1,B18.2,
K74.0, K74.6

1 6p/ceamumua

2. NIPOCNEAABAHE
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anti HCV

HCV PHK
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ANRNENENEN

* 3a 6onHu uHektupanm ¢ HCV reHotun 3

OTroBaps Ha KpUTepUUTE 3a fneveHue ¢

NOANMUC HA CNELUMANMUCTA:..............oooooiiiiiiibiniiiiinns
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Il. OBLUKU U3UCKBAHUSA

1. MNpu HasHa4yaBaHe Ha Tepanus Mo NPOTOKON 3aAbIKUTENHO Ce Cbobpa3sBaT Bb3PacTOBUTE OrPaHUYEHUsi, CbINacHo kpaTkaTta
XapaKTepucTuka Ha CbOTBETHUA NeKapCTBEH NPOAYKT, yTBbpaeHa no peaa Ha 3/MXM.

2. H30K He 3annaiua neveHue U3BbH ykasaHata Bb3pacToBa rpaHuLa B kpaTkaTta xapakTepucTuka Ha npoaykra.

3. H30K He 3annaiia neyeHne ¢ 403u Haj MakcUManHo paspeLueHnTe no KpaTka XxapakTepucTvuka Ha npoaykTa.

4. B cnyyait Ha HacTbnuna noao3vpaHa HexenaHa nekapcTeeHa peakuus, nekapst ysepomssa WAJ no peaa Ha un. 184 ot
3/INXM. Konue oT cbobLIeHWeTOo ce npunara KbM MeauLmHckaTa AokymeHTaumus Ha 30J1 npu kaHauaaTcTBaHe 3a neyeHve.

5. Ha aHTuBMpycHo neuenve nognexat n 30J1, HEOTrOBOPUNM Ha NPEAXOXAALLO aHTUBMPYCHO NeYeHne, KaKTo 1 Te3n C peunavs
Ha GonecTtta, nNpu noHe 6-MeceYHO npocreasBaHe Crnej CnupaHe Ha neveHneTto. MHauvkauuute ca CbluMTe KakTto M npu
HenekyBaHuTe 6oNHW.

6. CMELUMANU3UPAHATA KOMUCUA uspasa Pewenue cnepn nposeaeHa Am6ynatopHa npoueaypa Ne 38 ,,Am6ynatopHo
HabniogeHue M npocrieasBaHe Ha TepaneBTUYHUS OTrOBOP NPU MaUMEHTH, NoNyvyaBalWy CKbNOCTPYBalWM NeKapCcTBeHn
NpoAyKTH No peaa Ha un. 78, 1. 2 ot 330“ Ha ocHoBaHue un. 29 u un. 171 ot Pewenne Ne P[-HC-04-24-1 ot 29 mapt 2016 r.
Ha HapsopHus cbBer Ha H30K u npepocraBena ot 30J1 meauuvHcka AokymeHTauus. CneuwanuaupaHata komucus
CbxpaHsBa eauH eksemnnap ot Pewenneto. Mpu nsnasaHe Ha npotokon Ha 30J1, cbxpaHsiBa BTOPU €K3EMNASP Ha NpoTokona,
BCUYKN HEOBXOAWMW [OKYMEHTU 32 U3[aBaHETO My U KONue OT NpUroXeHWe 1 Ha HacToAWMTEe U3UCKBAHWS, NOMbIIHEHO MO
CbOTBETHaTa TOMKa U NOANUCAHO OT YNeHOBETe Ha creuynanuampaHaTa KOMUCHS.

Hacmosiwume u3uckeaHusi ca paspabomeHu Ha ocHogaHue 4ni. 56 om HauyuoHaneH pamkoe 002080p 3a MEOUUUHCKUME
detiHocmu 3a 2015 200uka (06H., 1B, 6p. 6 om 23.01.2015 2.) u Pewerue Ne PA-HC-04-24-1 om 29 mapm 2016 2. Ha Had3opHusi
cweem Ha H30K, e uanbnHeHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 30paeHomo ocuzypsisaHe (06H. [B 6p. 25 om
31.03.2016 2.), u enuzam e cuna om 16 sHyapu 2017 2., cbenacHo HAPELBA Ne 10 om 24.03.2009 2. 3a ycnoeusima u peda 3a
3annawane Ha nekapcmeeHu npodykmu no yn. 262, an. 6, m. 1 u m. 2 om 3akoHa 3a flekapcmeeHume nNPOOyKMu 6 XymaHHama
MeduyuHa, Ha MEeOUUUHCKU u3denusi u Ha OUeMUYHU XpaHu 3a crneyuanHu MeOUUUHCKU Uenu, Kakmo U Ha fiekapcmeeHu
npodykmu 3a 30paeHu deliHocmu no 4. 82, an. 2, m. 3 om 3akoHa 3a 30paeemo (nocn. usm. u don., [B, 6p. 62 om 2015 2., e
cuna om 14.08.2015 2.).
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cnea

NPUNOXEHWE 3

OEKNAPALIUSA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEYEHWETO C NEKAPCTBEHUA NPOAYKT

KaTo Ce 3ano3Hax C usnata Mu npejocTaBeHa WHdopmaums W uenta Ha ne4vYeHMeTo C JeKkapCTBeHus

MPOAYKT......oottiteanenanecnrssssnsacancssstasaenacsstassssnsssssassssssssansssd@ititteeresoess s ilissonnneetssenh W cnea Kato nonyvux usyepnartenHu OTroBopu Ha

nocraBseHnTe OT MEH BbNPOCK, AeKnapupam Ye:

1.
2.

u N3NCKBAHUA HA H3OK MNPU NIEYEHWME HA XPOHWUYEH BUPYCEH C XEMATUT NPU BOJIHU HAL 18 TOAULLHA Bb3PACT

LLle cnasBam npenopbyaHaTa MM CXema Ha NneyeHne 1 NepUoANYHOCT Ha KOHTPONHUTE nperneau.

PenoBHO LWe ce siBABaM Ha KOHTPOMHW Mnpernean W HamMa Ja MPOMEHsM CaMOBOMHO WNW Moj ApYro BHyLUEHue
HasHayeHaTa Mu Tepanus.

Mpu npeycTaHoBsiBaHE Ha NEYEHMETO NO NPUYMHM, HENPOU3TUYALLM OT pelueHneTo Ha Komucusita 3a ekcneptuan B P3OK
w/vnu KomucusaTta no un. 78, 1.2 ot 330, we yBeaomsi HezabaBHO nuuHMs cu nekap v P3OK u we BbpHa B P3OK
nocneaHWs NPOTOKON, MO KOWTO CbM Nosy4aBarn/a nekapcTBeHNs NpoAYKT.

Flpn HecnaseaHe Ha NOCOYEHUTE YCNOBUS NEYEHUETO MU C yNOMEHATWUS NeKapcTBEH NpoaykT uie 6bae npekpaTeHo u
HsiMa Aa umam npeteHumn kbm H30K.

[Heknaparop:...
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N3UCKBAHUA HA H30K
NMPU NEYEHUE HA XPOHUYEH BUPYCEH C XENATUT
NPU BONTHU HAQ 18 TOAULLIHA Bb3PACT
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N3UCKBAHUA HA H30K

MNP U3OABAHE HA NMPOTOKONU 3A NPOBEXAAHE HA NEYEHUME HA UHO®EKLIMATA C HCV NPU

BONMHW HAQ 18 TOAULLHA BBb3PACT

MpoTOKONBT Ce U3pasa OT CheunanuCTU-racTPOEHTEPONo3n OT creuuanuaupaHa komucus B nevebHn sasepequs 3a BonHuuHa
nomouwy, ckniouunu gorosop ¢ H3OK. CneuwanuavmpaHute KOMUCUW Ce Cb3aaBaT CbC 3anoBej Ha AupekTopa Ha neuvebHoTo
3asegeHue B cnegHute J13: MBAJ] "Ceeta Mapha" EALl, YMBAI "Ce. leopru" EA[] Mnoeave, MBAJT Llapuua Moanna — EAL,
MBAN Cs. Ue. Puncku EA[], Bropa MBAJ - Cocusa — EALl, MBAJ Anekcanaposcka — EALl, BMA — Codmsi, MBAJT "TOKYJA" ALl
YMBAN "COPUAMEL" OO[, BMA — rp. Cochus, Y6 JloseHeu, MeauumHcku nHctutyt — MBP, MBAJ1 Mpod. a-p CtosH Kupkoeuy
Al rp. Ctapa 3aropa, "YMBAI [-p I".CtpaHcku-MNnesen"EA[]

I. PEQ 3A 3ABEPAIBAHE HA NMPOTOKOJSIUTE

MpoTokonu 3a 3anoyBaHe Ha neyeHue

CNEUWATIU3UPAHA
KOMUCUA

= [onbnHeHo 1 noanucaHo Npunoxenue 1 — NUCT 3a onpeaensiHe Ha kputepuuTe (No
T.A) C BCUYKU HEOBXOAUMM n3cneaBaHus

= EtanHa enuKpu3a, BKIoYBallia BCMYKM U3cneaBaHus 3a npeaxoxaauumre 6 meceua
no Tabnuuarta 3a npocneaseaHe Ha NpUNoXeHue 2 (Mpunazam ce U Ha OpuzuHanHa
6naHka unu 3aeepeHo Kornue)

'EKCI"IEpTHO CTaHOBUWE C sCHa MeguuuHCKa MoTuBauusa (sam;n»(menuo ce
oTtbenssBa nuUNca Ha W3KMIOYBALLM KPUTEPUU (110ONUCAHO OM BCUYKU YrleHo8e Ha
creyuanuaupaxama KOMUcUsi)

= “lMpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawauu ot H30K/P30K” — o6p.
M3-H3OK (nodnucaq om ecuyku yneHoee Ha crneuuanuaupaHama KOMUCUSs)

Komucwusi no un. 78, 1. 2
ot 330 B LY Ha H30K

3aBepka Ha
npotokona B P30K

MpoTokonu 3a NnpoALIKaBaHe Ha NevyeHue (CamMo B CriyyauTe Ha MHTepGepoHoBa Tepanus)

CNEUWAINTU3UPAHA
KOMUCUA

4

= [MonbnHeHo n noAnuCaHo npuUnoXxexHue 1 — nucr 3a onpeaensiHe Ha kputepuute
(no 1.6)

=*EtanHa enuKpu3a, BKN4YBaWla BCUYKM uU3cneaBaHMss no Ta6nwuara 3a
npocneasiBaHe Ha NpunoXeHwe 2 (npunazam ce u Ha opuzuHanHa 6naHka unu
3aeepeHo Konue), ambynaTopeH NUCT OT NOCNeAHUs Npernes npyu cneumanuct
-Excnep'ruo CTaHoBMWE C sICHA MeAuUMHCKa MoTuBauus (SGABH)KMTenHO ce
otbensassa nunca Ha U3KNKYBaLLUN KpuTEpUn (nodnucaHo Om BCUYKU 4YnieHoee Ha
crneyuanusupaHama KOMUcusi)

= “NpoTokon 3a npeanuceaHe Ha nekapcTea, 3annatiaum ot H3OK/P30OK” — 06p. M3-
H3OK (nodnucan om ecuyku uneHose Ha creuuanusupaHama KoMUcUsi)

Komucwus no un. 78, 1. 2
ot 330 B LY Ha H30K

3aBepka Ha
npotokona B P30K

*Pa3swwupnsa ce CbCTasa Ha cneumnanmsnpaHata Komucus kbm H30K, KaTo uneHoBeTe it ce onpeaenaT cbe 3anoses Ha Ynpasutens Ha H30K u
ce opobpsasa o1 Haa3opHua cbeeT Ha H30K

IIl. OB MNONOXEHUSA

1.3001 nopasa noaroTeeHuTe AokymeHTu B P30K, Ha TepUTOpUsTa Ha KOSITO @ HanpaBuno u36op Ha OIJl. AokymeHTUTe
BKNYBaT:

1.1. 3assnenue 1o [lupektopa Ha P3OK

1.2. MonbnHeHo 1 noanucaxo npunoxenue 1, 2 unum 3. MonbnBa ce NO CbOTBETHATA TOYKA M Ce NpUnara oTpaseHara B uncpos
VIHAGKC MeAMUMHCKa A0KyMEHTaLWS, YA0CTOBEPABALLA BCEKM €ANH OT kpuTepunTe. [laBa ce U NbnHus Habop macneasBaHus

(7

CTpyMEHTanHu u nabopatopHu).
i 22

2
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1.3. ,,MpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K* — 06p. M3/H3OK. Mpunara ce opuruHan Ha
npoTokona, a nNpu kKaHauaaTcTeaHe 3a nNpoAbriKaBaHe Ha TepanuaTa ce NpeacTaBs OpurMHan Ha NpeaxoAHus NpoTokon ©
OTPa3eHN BCUYKN HA3HaYeHUsA No Hero.

1.4. Neknapauus 3a uHgopmupaHo cbrnacue no obpaseu (Mpunoxexue 4)
2. P3OK npuema foKyMeHTUTe no T.1 crnep cnpaBka OTHOCHO 31paBHOOCUIypUTenHus ctatyc Ha 3011

3. MbpBUAT M BCEKM CrieaBaly NPOTOKON ce u3gasar 3a nepuoa Ao 180 axu. Mpu neyenue Ha XenaTtut C
AMpeKTHoAeMnCcTBaWm aHTMBUPYCHMU cpeacTsea ([IAC), npoToKoNbLT 3a neyeHue ce usanasa 3a 12 unu 16 ceamuumn
CbrNacHO U3UCKBaAHUATA B npunomenue . e an nauuMeHTuTe, 3a KOMTO e NpeLeHeHo, Ye Ce HYXXAAanAT OoT 24 ceagMU4HO
neyeHue We ce U3[aBsarT 2 NPoToKona 3a NbpBuTe 3 Meceua (B 3aBMCUMOCT OT BUPYCHaTa pennukauus 3a crneasawmre 3
Mmeceua.

4. Mo oTHoweHue Ha nocTbnunure B LIY Ha H30K npoTokonu 3a npeanucBaHe Ha nekapcTsa, 3annawanm ot H30K/P30K,
KbM AataTa Ha NpMemMaHe Ha HacTosiuTe nNpaBuna ce npunara cneaHoto: Komucusita B LIY Ha H30K usnpawa no
aAMUHUCTPAaTUBEH NbT NpoToKonuTe B cboTBeTHUTE P30K 3a npomMsiHa Ha nekapcTBeHUs NpoAayKT cbobpa3sHo
NO3ULMOHUPAHETO ONUCaHO B HacTosiwuTe kputepuu. P30K B 7 aHeBeH CPOK crieaBa Aa OCbUWECTBU KOHTaKT cbe 3011 u
cneyuanu3MpaHmTe KOMMCuUun B nevyebHure 3aBeAeHUsA, KaTo OKOMNMEeKTOBaT noganeHnTe AOKYMEHTU C npe3aBepeH
npoTokon cko6pa3Ho npueTuTe KpUuTepuu no 1. I U HOBO MHOPMUPAHO chrnacue u rv uanpawar s LlY Ha H30K.

)
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u N3NCKBAHUA HA H3OK MPU NEYEHWE HA XPOHWUYEH BUPYCEH C XENATUT NPU BOJIHU HAZ 18 TOAULLHA Bb3PACT
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NPUNOXEHUE 1
TIUCT 3A ONPEAENSIHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NIEYEHME HA XPOHU4HA HCV UHOEKUWA Cc
NVWPEKTHOOAENCTBALLM AHTUBUPYCHU CPELCTBA (AAAC) MPU BONHW HAL 18 FTOAULLHA BBb3PACT

NUCT 3A ONPEAENSAHE HA KPUTEPUWUTE NPU NPOBEXAAHE HA BE3UHTEP®EPOHOBO JIEYEHUE HA XPOHUYHA
HCV UHOEKUUSA C AUPEKTHOAENCTBALLUU AHTUBUPYCHU CPEACTBA (AAAC) NPU BONHU HAQ 18 TOAULIHA
BBb3PACT

Ume: EMH

3abenexka: MeAMUMHCKaTa AOKYMEHTaLMA, yAOCTOBEPsBALLA BCEKM OT KPUTEPUUTE e NOCOYeHa C LMdpPa B MHAEKC U 3aABLIKMTENHO NpUApYXaBa
HACTOAWETO NPUNoXeHne

A. UHaukauum 3a neyeHue — Ha 6eanHtepdepoHoBo nevenvne ¢ JAC noanexar HenekyBaHn unu nekysaHn nauneHTv ¢
KOMNEHCUPaHO Ui AEKOMMNEHCUPAHO XPOHUYHO YepHOAPOBHO 3abonssare B pesyntat Ha HCV uHdekuus.

MpuopuTeTHo e nevenueTo ¢ [ILJAC npu naumeHTm c:

1. HanpeaHana cubposa (Metavir F3) unu ¢ komneHcupana umposa (Metavir F4) — Child A, notebpaeHu ¢ YepHoapobHa
6uoncus, BKIOYMTENHO 1 AekomneHcupaHa umpoaa (Child B u C) 6e3 mHoroopraHHo yepexaare (Child < 10; MELD < 17),
noTBBLPAEHA C YepHoapoBHa Broncus; nauneHT cnea YepHoapobHa TpaHcnnaHTaums,;

2. MauueHTu, Npu KOUTO He e NOCTUTHaT TpaeH BupyconoriyeH otrosop (TBO) oT npeawecTeauy kypc Ha neyenune c PEG-
IFNa unm IFNa v Ribavirin unu ¢ npoteaseH nixubutop nbpsa resepaums, PEG-IFNa v Ribavirin unu npekscrHanu
neYeHne Nopaan HacTbNUMK YCNIOXKHEHUS B XOZa Ha neyeHune (Texka neBkoneHus, aHemus, TpomboumtoTtenus). Hos kypc
Ha nieYeHune ce 3anoysa He No-paHo oT 12 meceua cnes NpukNioyBaHe Ha neyexneTo. Npu HanpeaHano YepHoAPo6HO
3abonsBane (pubposa F3/F4), no nakniouenne, Nne4ebHUAT Kypc MOXeE Aa CTapTUpa 1 No-paHo, HO He NO-Manko ot 6
MeceLa crney NpUKNioYBaHe Ha NPeaXoaHNS;

3. lauueHTV C XPOHUYEH XENaTUT U CbC 3HAYUMMU eKCTpaxenarTanHn 3abonsBaHNs — NaUNeHTU C XOMKKUHOBM U
HEeXOKKUHOBY NuMcomMu, naumeHTn ¢ 6bOpeyHo yBpexaaHe, Hedpo3seH cuHapom ¢ unu 6e3 XBH; nauneHTn cbe
CMeceHa KpuorbonynmHeMus 1 KIMHUYHU U3SIBM Ha BackynuT n 6u6peyHo yepexaaHe (MemGpaHonponudepaTuseH
rnymepynoHedpur), naumeHTn ¢ HIV konHdekums, nauneHT C aBTOUMYHHU 1 APy CEPUO3HU NPUAPYXKaBaLLu
3abonsBaHus, ABSBALLN Ce NPOTUBOMNOKA3HU 3a NeYeHne C UHTePEPOH U pubaBUPUH, NALMEHTW HA8 UMYHOCYNPECUBHA
Tepanus, NauveHT ¢ Bucoka pennukauus > 6 min. 1U;

B. Kputepuu 3a 3anoyBaHe Ha feyeHue

1. Hanuuve Ha HCV undekuus; nonoxutenHo HCV antutsino; Hanuume Ha HCV RNA HuBo (HMBO Ha oTkpusaxe < 25 Ul/ml); HCV
reHoTvn u nogreHotunose 1a u 1b npu Tepanus ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR)

2. XucTonoruyHa oueHka no Metavir — npu naumenTu ¢ xpoHuyer xenatut C 6e3 yepHoapobHa LMpo3a 1 npu nunca Ha
NpOTUBOMOKa3aHUs 3a U3BBLPLUBAHE Ha YepHoapobHa Guoncus

3. TexecT Ha uupo3sara: Child (knac u ckop); MELD ckop
4. MNpeawecTsallo neyexve (roauHa, oTroBop/6e3 OTroBOp) U CTPAHUYHU peakumun
5. Mpuapyxasawm 3a6onssaHns 1 aHHW 3a Tepanus ¢ u3bposisaHe Ha NekapcTBEHUTE NPOAYKTM

6. MpeaTepanesTMyHa oUEHKa Ha CbBMECTUMOCTTa MeXay nnaHupaHaTa 6e3uHTepthepoHoBa Tepanus 1 Aocera NpoBeXAaHo
neYeHue Ha CbNbTCTBALYW 3abonsBaHus '

7. llunca Ha u3knioYBaLLM KpUTEpUn

e Buoxumuyna aktusHocT: nouwen ASAT/ALAT - 1,2 Hag ropHaTa pedepeHTHa rpaHnua npy noHe
©[HO n3cneaBaHe npy exeMeceyHo npocneassaHe B pamkuTe Ha 6 meceua, anbymuH,
TpomBoumnTn, GunupybuH, INR !

BupycHa pennukauus: -
e AHTM HCV aHTuTEna

¢ HCV PHK HuBo

)
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e [eHoTunuaupaHe Ha HCV

« MoareHotunose 1a u 1b npu Tepanuu ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR +
DASABUVIR)

XWUCTONOrMyHa akTMBHOCT: 6enean Ha YepHoapo6HO Bb3nanexne u ubposa, oueHeHa ypes Metavir * —
ubposa B creneH noHe F3

TINca Ha U3KNIoYBaLLM KPUTEpPUM MO T. B (NpU aMHECTETUYHN AaHHM NO NoaTouKa 2 0T T. B e
HeOﬁXOﬂMMO Aa ce npeacTaBn eKCnepTHO CTaHOBULLE OT NeKyBallus nekap ncuxvarbp cneuyuanuct no
neyeHne Ha 3aBUCMMOCTH)

Ha opuruHanHa 6naHka ot nabopatopusi (3aBEpEHO 1 NOANMCAHO KONWE); NpY Hanuuue Ha XOCNUTanu3aums ce npunara enukpusa ¢ Homep U3. CtoiHocTn Ha ALATaa
ce onpeaensT CNPSMO NPUETUTE pecepeHTHN rpaHuuy — 19 3a xeHn u 30 3a Mbxe
4 opuriHaneH Wil unu NoANKUCaHo n 3asepero konue (HCV PHK ce uscnepsa ¢ konuuectseH PCR)
? opuriHanHa GnaHka OT XMCTONOTMYHO M3CNeABAHE — akTyanHoCTTa e A0 4 FOAMHA NPEAV KaHAMAATCTBAHETO !
* yaocTosepsBa ce ¢ NOANMC Ha cneumanicta B MpunoxeHne 1 Ha HACTOSLLMTE M3UCKBAHWS W Ce NPUNAraT HeOGXOAUMMTE U3CNEABAHMS, KOUTO 40Ka3BaT

B. U3kniouBawm kputepmumn

1. MauneHTH, MPU KOUTO Ce O4YaKBa HUCKA NPOABLIMKUTENHOCT Ha XWBOTA, NOPAAN HECBBP3aHU C YepHUs Apob CbbTCTBALYM
3abonaBanus, KOATO He Moxe Ja 6bae nogobpeHa c 6e3nHTephepoHOBO NeYeHne

2. MauureHTy, Npu KOUTO Ce 04aKBa HUCKa CTENeH Ha NPUAbPXAHE KbM TepanusTa — Hal-Beye NaLMeHTH CbC 3HaunTenHa
KOHCYMaLMs Ha ankoxosn U/vunu 3noynoTpena ¢ HapkoTUYHK BellecTsa 3 MpenopbyBa ce NbpBO Aa ce pewwar npobnemuTe,
CBBbP3a HU CbC 3noynoTpebara v Aa ce OTNOXMU NEYEHNETO Ha xenaTuT C, 40KaTO MAUMEHTLT ce cTabunuanpa.

3. Sofosbuvir npy nauMenTH ¢ Texxko GuGpeyHo yepexaaHe (eGFR < 30 ml/min/1.73 m?) u TepMuHanta 6b6peyHa
HE/I0CTaTLYHOCT, Hanaraila xemoauanusa

4. KombuHauyusta OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR He ce npenopbysa npv nauveHTv ¢
Aekomnexcupana uvposa Child-Plug B u Child-Plug C

5. MpoTuBonokasanus 3a npunoxexue Ha PEG-IFNa u Ribavirin cnopea KXI, npu kom6unmnpane cwue Sofosbuvir

' Cniep KOHCYNTaUMS C NCUXMATLP/CNEUMANUIMPAH NO KOHTPON M NEYEHME Ha 3ABUCUMOCTY, MUHUMANHIS HUCT NEPUOA MPEAV OLeHKA 3a 3aN0uBaHe Ha TepanusTa e 6
meceua

. le4yeGHO-AMArHOCTMYEH aNropuTLM

1. INekapcTBeHu npoAykTH, BKNtoveHu B Mpunoxexue 1 Ha MNIIC, kouto H30K 3annauwa B cLOTBETCTBUE C
AencTBaWMTEe HOPMaTUBHMU [OKYMEHTU

INN

MKB

[o3sa

Sofosbuvir

B18.2; K74.0; K74.6

1 Tabn. AHeBHO

Ledipasvir/Sofosbuvir

B18.2; K74.0; K74.6

1 Tabn. AHeBHO

Dasabuvir

B18.2; K74.0; K74.6

2 1abn. gHeBHO
(1 cytpunmn 1
Beuep)

Ombitasvir/Paritaprevir/Ritonavir

B18.2; K74.0; K74.6

2 Tabn. gHeBHO
(cyTpuH)

Elbasvir and grazoprevir

B18.2; K74.0; K74.6

1 1abn. aHeBHO

Ribavirin

B18.2; K74.0; K74.6

Ho3ara ce
onpepgens
CbINacHoO Terno
Ha 30/1. Mpwm Yuy
ce 3anoysa c 600
mg 1 go3ara ce

U W3UCKBAHWUA HA H3OK MPU NIEYEHUE HA XPOHUYEH BUPYCEH C XEMATUT NPWU BOMIHWU HAZ 18 FTOJIULLHA Bb3PACT

— B cuna ot 16 aHyapu 2017 roauHa
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