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NPU U3NABAHE HA NMPOTOKOJN 3A NPOBEXAAHE HA NNEYEHWUE HA HCV MPU BONHU HAQl 18
FOAWWHA Bb3PACT CbC CTAHAAPTHA (OBOVHA) TEPAMNWUSA — MNEM UHTEP®EPOH U PUBABUPUH

MpoTokon®bT ce M3naBa OT CNeUMAnUCTH - raCTPOEHTEPONO3n OT CrneuuanuaupaHa KoMUcUsi B nevebHM 3aBedeHus 3a
6onHuyHa nomow, cknounnu gorosop ¢ H30K. CneuunanuampaHute KOMUCUM Ce Cb3aasaT Che 3anoBe/ Ha AUPEKTopa Ha
ne4ebHoTO 3aBeaeHue B cneaHuTe J13*: FacTpoeHTeponornyHa KnuHKKa B YHusepcutetckute 6onHuum B rp. Cocus, Mnosavs,
BapHa, MNnesen, Crapa 3aropa, BMA - rp. Cocusi, MU — MBP — rp. Cocpusi, MBAI “Tokyaa Bontuua Codous”, Y6 ,flosenel”,
YMBAN ,Codmsimen” - rp. Cocpusi, Bropa MBAJI Codcpusi”.

*Mpu ecsika NPoMsiHa Ha Cbecmaea Ha CneyuanusupaHume KOMUCuUU ce npedocmaes akmyanu3upaHa 3anoeed Ha dupekmopa Ha J13.

|. PE[] 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3ano4Baxe Ha TepanusaTa

* MonbnHEHo 1 NoANMCcaHo NpUnoxXexHue 1 — NUCT 3a onpeaensiHe Ha kpuTepuuTe (Mo
T.A) C BCUYKM HEOBXOAUMU U3CreaBaHUS

= ETanHa enukpuaa, BKNIOYBALLA BCUYKW W3CTIEABaHNA 3a npeaxoxaalumre 6 meceua
no Taénuuara 3a npocnegsBaHe Ha NPUNOXeHue 2 (Mpunazam ce U Ha OpuguHasnHa
CMELMANTU3NUPAHA 6naHka unu 3aéepeHo Konue)

KOMWUCHS | = EKCNepTHO CTaHOBMLYE C ACHA MEAVLIMHCKA MOTUBALWNS (38ABIKUTENHO Ce
otbensaea nunca Ha 3KMoYBaLLM KpUTepUM (M0ANUCAHO OM BCUYKU YIEHO8E Ha

crneyuanuaupaxama KOMUCUS)
= “lpoTokon 3a npeanuceaxe Ha nekapcTea, 3annawasu ot H30OK/P30K” — o6p.
M3-HB3OK (nodnucax om ecuyku yneHoee Ha crneyuanudupaHama KOMUCUs)

Komucus no un. 78, 1. 2 .| 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K "| B8 P30K

MpoTokonu 3a npoAbIKaBaHe Ha TepanusTa

= [lonbnHEHo 1 NOANUCAHO NpUNOoXeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepunuTe
(no 1.6)

= ETanHa ennkpuaa, BKNioYBaLLa BCUYKKM nacneasanns no tabnuuara sa
npocrneasiBaHe Ha npunoXxeHue 2 (npunazam ce U Ha opuauHanHa bnaxka unu
CMELMANU3UPAHA 3aeepeHo Konue), ambynaTopeH NUCT OT NOCNeAHWUs Npernes Npu cneuwanuct
KOMUCUSA —®| « EKCNepTHO CTaHOBMLLE C ICHA MEAMLMHCKA MOTMBALIMA (3aAbKUTENHO Ce
ot6enssea nunca Ha U3KNIYBAaLLN KpUTepum (ModnucaHo om 6CUYKU Y1eHoee Ha

creyuanuaupasama KoMUCUsi)
= “MpoTokon 3a npeanucsaHe Ha nekapctea, 3annawaxu ot H30K/P30K" — o06p. M3-
H3O0K (nodnucax om ecuyku YneHose Ha crneyuanusupaHama KOMUCUS)

Komucus no un. 78, 1. 2 »| 3aBepka Ha npotokona
o1 330 B LY Ha H30K B P30K

Il. OBLLUM NONOXEHUA
1. 3011 nopaBa nogroteBeHnte okymeHTH B P30K, Ha Teputopusita Ha KOSITO € HanpasBuno u36op Ha OMJ1. [lokymeHTuTe
BKNIOYBAT:

1.1 3asBnenue no [lupektopa Ha P3OK.

1.2 MNonbnHeHo u noanucaHo npunoxenue 1. Monbnsa ce N0 CbOTBETHATa TOYKA U Ce npunara otpaseHata B UUGpPoB
WHAEKC MeANLMHCKa [OKyMEHTaLUms, yAOCTOBEpsiBaLLa BCEKU €ANH OT KpUTEpUUTE.

1.3 MbnHuaT Habop nacneasanus (huUankanHn, UHCTPyMEHTaNHU U nabopaTopHu), OTpaseH B Npunoxexue 2.

1.4 “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanm ot H30K/P30K" — 06p. M3-H3OK. Mpunara ce opuruHan Ha
npoToKona, a npu KaHauaaTcTBaHe 3a NPoAblKaBaHe Ha TepanusTa ce NpPeAcTaBs OpPUrMHAN Ha NPeaXoAHWs NPOToKon ¢
OTPa3eHN BCUYKM Ha3HAYEeHWS Mo Hero.

1.5 leknapaums 3a uHcopmupaHo cbrnacue no obpaseu (npunoxexue 4).

2. P30K npuema pokymeHTuTe no T. 1 crief cnpaska OTHOCHO 34pPaBHOOCUIYpUTEnHUs ctatyc Ha 30J1.
3. MbpBuAT M BCekn cneaBawy NPOToKon ce uaaasar 3a nepuop Ao 180 axw.

YkazanuaTa 3a neYeHue Ha NaLMeHTUTe C TPOHA Tepanus e AafleHO KaTo AONbLIHUTENHO NPUoXeHue,
HepasfenHa yacTt oT HacTosiwuTe U3uckBanus — Npunoxexue 3.

o 2
% V3NCKBAHWA HA H30K MPU NNEYEHWE HA XPOHWUYEH BUPYCEH C XEMATUT NPU BONHWU HAZ 18 FOJULLHA BL3PACT
~ B cuna ot 1 mait 2015 roguna
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NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA HCV NPU BOMTHWU HAZL 18 FOAULLHA
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3abenexka: meduyuHckama OOKymeHmauus, ydOCmoeepsiealsa 6CeKU Om Kpumepuume e MoCoveHa C Wugpa @ UHOEKC U 3a0bLMKUMENHO npudpyxaea
Hacmoswomo npunoxeHue.

A. Kputepuu 3a 3anousaHe Ha NbPBM Kype (3aALIMKUTENTHO € HANNYMETO Ha BCUYKM KpUTEpUHM)
Buroxummuyna aktmeHoCT: noBuweH ALAT 1,2 Haj ropHaTa pechepeHTHa rpaHinLa Npu NoHe eAHO uacneasaxe npu
EXEMECEUHO NpocreAsBaHe B pamkuTe Ha 6 meceua unu ¢mbposa B cteneH noHe F2 npu HopmanHa GuoxummuHa
aKTMBHOCT
BupycHa pennukauus:

*  Anti HCV antutena

*  HCV PHK Huso

*  TleHoTunusmpare Ha HCV
* XMCTONOrMYHa akTMBHOCT: 6ene:m Ha YepHoApobHO Bb3ananeHue n hubposaa, oLeHeHa onucaTenHo uunu Ypes
wHaekcy (Knodell/ Ischak; METAVIR) *
Tunca Ha uaknio4BawWwm KpuTepumn no 7. B * (Np1 aHaMHeCTUYHW AaHHW N0 NOATONKA 2 oT T. B e Heobxoanumo aa

Ce NpeACTaBi eKCNepTHO CTAHOBMLUE OT NeKyBaWmsa NCMXUATBLP CNeuyranucT no nevyeHme Ha 3aBMCMMOCTH)
"Ha opuruHanHa Gnaxka oT nabopaTopus (3aBepeHo 1 NOANMCAHO KONWE); NPU HanWuMe Ha XocnuTanu3auns ce npunara enukpuaa ¢ Homep U3. CTomHOCTH Ha
ALAT pa ce 0npeaensT CnpsiMo npueTuTe pedepeHTHM rpaHinuy 19 3a Xenu u 30 — Npu MbXe.
OopuruHaneH uw unu noanucaHo u sasepero konue (HCV PHK ce nacnessa c konudectsen PCR)
® opurMHanHa Gnakxka OT XUCTONOMUYHO M3CNEABAHE — aKTYaNHOCTTA € AO 4 FOfl. NPEAV KaHAWAATCTBAHETO
YAOCTOBEPABA Ce C NOANUC Ha CneunanicTa B NPUNOXeHue 1 Ha HaCTOALMTE UMCKBAHWA U Ce NpUnaraT Heo6XoANMUTE MICNeABAHNS, KOUTO [OKA3BAT
NMNCaTa Ha M3KNIOYBALWM KPUTEPMM No noaToykm 6,7, 8,9, 10, 11,1201 1. B
3a6enexka: * Mpu Hanuuve Ha NpuApyxasawy 3aGONABaHUA, KOWTO Ca KOHTPaMHAMKALMA 3a YePHOAPOGHA GUONCHS CE M3BLPLIBA OLEHKA PUCK/ NON3a, OTHECEHN KbM
nporHosaTa Ha CbOTBETHOTO NpuAPyXasawo 3aGonseaHe. Tasu OUEHKA 3aABLMKUTENHO Ce BNWCBA B EKCMEPTHOTO CTaHOBMWE. TeXH. HeycneweH onuT Aa e
AOKYMEHTUPaH C XWCTONOrMYeH pesynTaT, Nokadsaly HEAOCTATBYHO KONWYECTBO YepHOAPOGHA TbKaH 3a ajeKksaTHa XWCTONOTMWHa npeuewka. Mpu AokasaHa B
MUWHanoTo YepHoApobHa LMpo3a — Hosa CUB ce M3BbpLBa NO NPELeHKa Ha NeK.ekun,
** Mpn cunbTCTBAWM 3a60NABaHNA @ HEOGXOAMMO NPOBEXAAHE Ha KOHCYNTALUMA CbC CMEUManVCT, NPEAN HAYanoTo Ha TepanuATa, KOATO Ce npunara KbM KomnnekTa
AOKYMEHTH. B HEA 3apb/XUTENHO Ce BNUCBa OLeHKa Nnonsa/puck 3a OOLIOTO CLCTOSHME Ha NauMeHTa OT NPOBeXAaHeTo Ha TepanuaTa. CneuuanuctsT, Aan
€KCNepTHOTO CTaHOBMLLE Ce aHraxwpa C NPoCNeAsBaHeTo Ha GONHUA NO Bpeme Ha usnata Tepanus.
** Mpy HeOGXOAUMOCT OT NOBTOPHO NEYEHWE NPU NUNCA Ha OTFOBOP UMM PENanc NPU NPEAXOAHO NEYEHNe & HeOBXOAUMO MUHUMYM B Meceua OTCTOSHUE OT Kpasi Ha
NPEAXOAHNA KYPC, KaTO NOBTOPHOTO NeveHue Moxe Aa GbAe ChC ChlyaTa UMM Apyra TepanesTuyHa cxema. MpenopbunTenHo e npu eanH GoneH Aa ce NpoBeaeH! He
noseye oT ABa Ne4eGHN Kypca - KOMGUHALMS NernnupaH uHTepdepoH U pubasupuH.

B. Kputepuu 3a npoabrkaBaHe Ha TepanuaTa (3aALKUTENHO € HaNUYMeTo U Ha ABaTa KpUTepus)
Hanunuve Ha Hamanenue Ha HCV PHK = 2 log 10 IU/ml B kpas Ha 3-1 meceL| OT Ha4anoTo Ha Ne4YeHNeTo B cpaBHeHne
C M3XOAHOTO HUBO (PaHEH BUPYCONOrMYeH OTroBOp)

Jlunca Ha CTPaHNYHM eheKTH W M3KNIoYBALM KpUTepuu no T. B

T opuruHaneH tuw unu noanucato u sasepeno konve (HCV PHK ce nacnesa ¢ konuvecTsen PCR)
YAOCTOBEPSBA Ce C NOANUC Ha CNeUManicTa B NPUNoXeHne 1 Ha HACTOAWMTE MINCKBAHWA U Ce NpUNaraT HeoGXoANMUTE MICNeABaHMS, KOUTO foKa3BaT

MNCaTa Ha MIKNIOYBALWM KPUTEPUK No NoaToYkM 6,7, 8, 9, 10, 11 oT 1. B

3abenexka:

= Cnap Ha HUBOTO Haa 2 log 10 B cpaBHEHue C U3XOAHOTO HUBO HE Ce U3NCKBa NPy GONHYN C reHoTUN 4, 5 1 6, KOUTO NONYYaBaT UeNWs 12 — MECeUeH Kypc Ha neveHue.

= [lpu Hanu4Me Ha paHeH BUPYCONOruYeH OTroBOP NEYEHNEeTO NpoAbIKaBa 6 Mec. Npyu reHoTMn 2 u 3 n 48 cegmuum npu reHotun 1,4, 51 6

* Tpu GonHu ¢ Hanuume Ha HCV WHGeKuMs C NOBEYe OT eAWH reHoTun, GONHWUTE Ce nekyBaT No Cxemara CbOTBETHA Ha reHotuna c Hawi-HeGnaronpusTeH

TepanesTU4eH OTroBOp.

* [pn GonHM HEOTTOBOPMNY NPK NPEAXOXKAALLO NeveHmne — Hepgonosuma HCV RNA B kpas Ha 3-a Mecel .

B. U3KNKOYBALLW KPUTEPUKN
McuxuuHn 3aBonseanns; enunencus.
BonHuK, 3NoynoTpeBABaLLM CHCTEMHO C ankoXon, HAPKOMaHM, NPOAbIXaBawy ynoTpebara Ha HapKoTULW, KaKTO U Taknea 6e3 uCT OT MHTOKCUKaUMS
Nepwoa, He no-Manbk oT 12 mec. BonHu Ha MeTagoHOBa Tepanus®.

[lekoMneHcMpaHa YepHOAPOBHa LMpo3a C BapuLM Ha XpaHONPOBOAA > | CTENEH MW TEXKHM NPUAPYXABALLW 3a60NABAHNA HA CbPAGYHO-CHAOBATA U
AwxatenHara cucrema

1
2
3
4.  AsToMMyHeH xenaTur.

5.  Cucremnu 3a6onsiBaHus Ha CbEAMHUTENHATA ThKaH.
6

7

8

9

Texka (hopma Ha NCOPUA3NC, PEBMATOMAEH APTPUT
HekoHTponupax xunep- U XUNoTUPeouan3LmM
AKTUBHN XPOHWYHK BakTepuanty uHekuum
Heytponenus (abconioteH 6poi HeyTpohunm < 500 mm3 u TpomBouuToneHus (< 50 000)
10. XemornoBuHonatuu (Hanp. Tanacemus, CbPNOBUAHOKNETLYHA aHEMIR) — 3@ NPUNOXeHHe Ha Ribavirin **.
11. HekoHTponupaH 3axapeH auaGer
12. XBH 6es ananusa (06w 6enTbk, anGyMuH, KPEATUHUH).
13. Cunwrerawa HIV npu 6poit CD4 < 200 BpeMeHHOCT 1 KbpMeHe.
14. Nunca Ha cnag Ha HCV PHK ¢ = 2 log 10 IU/ml 8 kpas Ha 3-8 Mecel| OT HauasnoTo Ha NeYEeHUeTO B CPABHEHUE C M3XOAHOTO HUBO (NMNCa Ha paHeH
0OTroBOp).
15. CucremHo Hecnassate Ha neyeGHaTa cxema OT CTpaHa Ha GONHMs, C NpeKbCBaHe noseve oT 1 Mecel,
16. BiniousaHe Ha GONHUA B KNMHUYHO npoyusaHe***

* Bonuu Ha MeTanoHoBa Tepanua morar aa GWT BKNIOYEHW 3a NeveHue, ako ca NpocneansBanu B onpeaeneHnTe LeHTpoBe, ChINacHo NPUeTUA aHeKkC KbM
KoHceHcyc 3a nevenue Ha 6onnm ¢ XBX 2013 roauna Ha BAT.

** MNpu Hanuume Ha Tanacemms (MMHUManHa 6onecT cbe cToiHocTH Ha Hb>10 g/l) ce npoBexaa neyenue camo ¢ nHTepgepoH-anga npu Bucoka GuoxumuyHa
W BUPYCONOTMYHA aKTMBHOCT.

*** KoMucHATa, KOATO @ Ha3Hauuna neveHneTo n Habnionasa 330/, e AnbxHa He3ab6aBHO Aa yBeaoMu KomucunTa 3a ekcnepTnau no un. 78 8 LIY va H30K.
Tean 60nHM Ce 3aNUCBAT B OTAENEH PErUCTHLP U He ryGAT NPABOTO CHU 3a NPOALIKABAHE HA NEYEHNETO CrIeA NPUKNIOYBAHE HA KIMHUYHOTO NPOYYBaHe.

Otrosaps Ha KpuTepuuTe 3a nevyeHue c B AHeBHa nosa
noanuc Ha cneuunanucra:

7¢ 3
% W3NUCKBAHUA HA H3OK MPU NIEYEHUE HA XPOHWUYEH BUPYCEH C XEMATUT MPU BOSIHX HAZ 18 FOAULLHA Bb3PACT
— B cuna ot 1 mai 2015 roguHa
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1. NEKAPCTBEHMW MNPOAYKTW, BkniovyeHn B lMpunoxenne 1 Ha
AeNCTBaLNTE HOPMATUBHU AOKYMEHTH.

NPUNOXEHUE 2

MNNC, kouto H30K 3annawa B cbLOTBETCTBME C

INN MKB [03A U CXEMU HA NEYEHUE
[losata ce onpegensi ce cbobpasHo Terno Ha 30J1
B18.2
RIBAVIRIN K74.0, K74.6
Tpu nbT ceammuyHo no 3 ME noakoxHo
B18.2,
INTERFERON ALFA-2A K74.0, K74.6
Tpu nbTH ceamuyHo no 3 ME nogKkoxHO
B18.2,
INTERFERON ALFA-2B K74.0, K74.6
1 6p/ceamuua
B18.2,
PEGINTERFERON ALFA-2B K74.0, K74.6

PEGINTERFERON ALFA-2A

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

1 6p/ceamuua

BOCEPREVIR

B18.2
K74.0, K74.6

2 400 mg / pHeBHO

TELAPREVIR

B18.2
K74.0, K74.6

2250 mg / aHeBHO

2. MPOCNEAABAHE
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MUKOYHA KucenvHa
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BUPYCOJTIOrMYHU

N

anti HCV

HCV RNA*
(Ka4yecTBeHo)

HCV RNA v
(KonuyecTseHo)

A d

HCV reHotun ¥

HbsAg ¥

anti-HIV ¥

* 3a 6onHu nHdekTupann ¢ HCV renotun 2 m 3

** 3a 6onHK uHekTupanu ¢ HCV reHotun 1
*** 3a Gonute c HeratueHa HCV PHK Ha 6 — Tus mecey cneja cnupaHe Ha Ne4YeHneTo, cblliarta ce ucneasa u Ha 24 — Tua meceu (2 roanHm)

cnepj cnupaHe Ha nevyeHueTo

**** Kato onums - konuuectseHo namepsate HCV PHK B kpas Ha 4-Ta ceamuua npu reHotun 1 1 3, ¢ uen oTandepeHumpare Ha naumeHTuTe

¢ 6Bp3 BUPYCONOrUYEH OTFOBOP.

=1
% V3NCKBAHWA HA H30OK MPU NNEYEHUE HA XPOHWYEH BUPYCEH C XEMATUT NPU BONIHW HAL 18 FOAWLUHA BB3PACT

— B cuna ot 1 mait 2015 roguHa
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KPUTEPUW 3A NEYEHUE HA BOJTHU C XPOHUYHU BUPYCHU XEMATUTU C MPOTEA3HU UHXUBUTOPY -
BOCEPREVIR WU TELAPREVIR, MPU NAUMEHTU, HEOTFTOBOPUINW HA NEYEHUE C PEG-IFN a u Ribavirin

MpoTokonbT ce M3aasa OT CnNeuManucTh - racCTPOEHTEPONOan OT cneuuanuaupaHa KoMucus B neyebHu 3aBegeHus 3a
GonHuyHa nomou, ckniounnu aoroop ¢ H3OK. Cneunanuavpanute KOMUCMM Ce Cb3pasaT CbC 3anoBes Ha AvpekTopa Ha
neve6HoTO 3aBeaeHme B cneanuTe J13: MacTpoeHTeponorniHa KnuHuka B YHusepcutetckute 6onHuum B rp. Cocous, Bapra, BMA
~rp. Cocpusi, MU — MBP — rp. Cochusi, MBAJT “Tokyaa Bonkuua Codusi”, MBAI ,Cocusimes” — rp. Cocpus.

OcBeH BCMYKM 3abIMKUTENHU U U3KNIOYBALLU KpUTepuK 3a 3anoyBaHe U NpoAbINkaBaHe Ha TepanuaTa 3a xenatut «C» ca
BKIIOYeHN AOMBLHUTENTHO U Ce CNa3BaT 3aAbINKMTENHO U crieaBalmTe KpUTepun:

A. KPUTEPUM 3A 3AMOYBAHE HA TPOMHA TEPAMUA C MPOTEA3EH UHXUBUTOP (Pl), NEMUITUPAH UHTEP®EPOH
AJ®A (PEG-IFN a) U PUEABUPUH (RBV)
(BAOBIMKUTENHU CA BCUYKU KPUTEPUN)

1. Ha nevenue c TpoiiHa komBunupana tepanus (PEG-IFN a u Ribavirin nnioc Boceprevir unu Telaprevir)
noanexar nuuara ¢ xpoHudeH xenatut C, uHpektupauu ¢ HCV reHotMn 1, npu KOUTO He € MOCTWUrHaT TpaeH
BupyconoruyeH otrosop (SVR) ot npeawectsauy craHaapteH kypc neveHue ¢ PEG-IFN a wnm IFN a u Ribavirin:
HEOTIOBOPUIN Ha NeYeHNeTo (C YacTuieH oTrosop unu 6ea oTroBop) UnK ¢ peunaus. TpoitHata Tepanusi ce 3anoysa He
no-paHo ot 6 meceua cnes nocneaHo wacneasaHe Ha HCV RNA npu yepHogpobHa umposa unu 12 meceua cnep
NPUKNIoYBaHe Ha NPeaNLIHOTO NeYeHne Npu Nunca Ha uuposa.

@ Heobxoguma e uHchopmauus B TabnuyeH BUA Ha BUPYCONOMMYHUSA OTFOBOP OT NPOBEAEHOTO NeveHne*
¢ PEG-IFN a v Ribavirin, 3aeaHo ¢ HabnioaaBaHuTe 3HauuMm CTpaHUIHIN peakuum.

Mpeaw 3anoysaxe 1mec. | 3 mec. 12 mec. |6 mec.cnep kpas Ha neu.

KpbBHa kapTuHa:
Hb

Tr

Leu

Bupemus

CrpaHuynm echekTu:

CUXMYHM peakLmum

Aneprus
Opyrv

*3a BCekM npepluecTsaly
Kypc oTaenHa tabnuua

Tekyeauy nexap:

3. Jlvnca Ha naknioyBaLm kputepumn no 1.6.

B. U3KMIOYBALLM KPUTEPUU

(npu 3anoysaHe Ha neyeHmeTo)

+  CBpbXUYYBCTBUTENHOCT KbM aKTMBHOTO BELUECTBO UMK KbM HSIKOE OT MOMOLLHUTE BELIecTBa Ha NpUeMaHuTe nekapcTseHu
NPOAYKTH.

4 MauueHTn, Npu KOUTO NpeaxoaHaTa Tepanus e npekpaTeHa nopaau CTpaHU4HU peakunn oT Nie4eHNeTo — NIEBKONEHNs, Texka
aHemusi, TPOMBOLIMTONEHNS, HEPBHO-NCUXUYHU peakLmm.

*  [MaumeHTn, Npu KOUTO BeYe e NPOBEXAAH NPEAXOAEH (HeyCneLLeH) Kype Ha NleYeHne ¢ TpoitHa Tepanms.

5
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[image: image6.jpg]. MauneHT ¢ HCV reHoTunK, pasnnuHm ot reHoTvn 1.

. MauvenTI, BKMIOYEHN B NPOrpaMn Ha 3aMeCTBALLO NIeYEHNe C METa/OH.
+  Xemornobuu noa 120 g/l (xenun) n 130 g/l (Mbxke).

+  Bwspact noa 18 r. u 2 65 rogunu.

*  KpeatunuHos knupwbHc noa 50 ml/min; kanuit noa 3,5 mmol/l.

*+  [lexomneHcupaHa uepHoapobHa umuposa (Child-Pugh B unu C, oueHka = 7) unu aexkomneHcvpaHo 3abonsieaHe ¢ 6poit Ha
TpomGouutute noa 100 000 109/ | (mm3) n abeonioten Gpoit Ha HeyTpocunuTe noa 1 500/mm3; BapuuK Ha xpaHonposoja
Hag ctenen |I; cepymen anbymun nop 35 g/l.

+ CepnosHn cenbTcTBaWM 3abonsBaHNs — CbpAEYHW, GLOPEYHN, EHAOKPUHHW, ABTOMMYHHM — NCOPUA3UC, PEeBMAaTOUAEH
apTpuT, BONECTN Ha CbeANHUTENHATA ThbKaH.

+ BpoaeHo yabnxaeaHe Ha QT-wHTepeana unu hamunHa oGpeMEHeHOCT 3a BPOAEHO yAbnxasaHe Ha QT-uHTepeana, unu
hamunHa oBpeMeHeHOCT 3a BHe3arnHa CMbpT.

+  [pu 3anoysaHe Ha neyeHne e Heo6xoANMO Aa Gb/e U3KIIOYEH W eHOBPEMEH NPUEM Ha NeKapcTsa WK BeLecTBa, YUITo
KNMPBHC 3aBUCK BbB BUcOKa cTeneH ot CYP3A / CYP3A4/5 n 4nnTo NOBULLEHN NNA3MEHN KOHLUEHTPaLMK Ca CBbP3aHn CbC
CEepuo3HU W/Mnn xmeoToszacTpawasawy cubutus, unu kouto ca MowHun CYP3A/ CYP3A4 uHaykTopn /mHxubutopu; c
aHTMapuTMULM knac la unu Il ¢ naknioyeHne Ha uHTpaBeHoseH nuaokaun (Telaprevir); ¢ nekapcTBeHU NPOAYKTH, 3a KOUTO e
M3BECTHO, Ye yabmkaeat QT-untepsana unu apyru cnopep KXI.

B. KOHTPOIT HA NNEYEHUETO (NPOABIMKABAHE UKW CMUPAHE HA NIEYEHUETO)
KPUTEPUU 3A NPOABIMKABAHE HA NEYEHUETO
(SAABMKUTENHN CA BCUYKU KPUTEPUK)

1. Kontpon Ha BupemusTa (TepaneBTu4eH OTroBop)

Telaprevir: JleuenneTo npoabkaea npu
¢ Heponosuma HCV RNA Ha 4 n 12 ceamuua 0T Ha4anoTo Ha NeveHneTo
* unu npu gonosuma HCV RNA c Huea nog 1 000 IU/ml Ha 4 n 12 ceamuua n HefonoBuma Ha 24 ceamuua.

Boceprevir: lleyennero npogbmkasa npu:

* npu Heponosuma HCV RNA Ha 8 1 24 cegmuua OT HA4anoTo Ha NeYEHNETO C UHTEPHEPOH;

* ponosuma HCV RNA Ha 8 ceamuua, Ho HeponosuMa Ha 12 u 24 ceamuua;

* ponosuma HCV RNA Ha 8 ceamuua, Ha 12 ceamuua c Huea Ha HCV RNA noa 100 IU/ml, npu Heponosuma
HCV RNA Ha 24 ceamuua.

2. Jlunca Ha HeXenaHa nekapcTBeHa peakuus u U3KnuBawm kputepum no 1. [

. CNIUPAHE HA NNEYEHMETO
(U3KMKOYBALLN KPUTEPUU NPU NPOABIMKABAHE HA NEYEHUETO)

+  A)MNpu nunca Ha TepaneBTUYEH eheKT crief 3anoyBaHe Ha NevYeHneTo

TELAPREVIR: JleyeHneTo ce cnupa npu nol BUpycomnorudeH otrosop - cepymia HCV RNA waa 1 000 IU/ml Ha 4 wnmn Ha 12
ceamuua, kakto u aonosuma HCV RNA Ha 24 cemuLia — NpekpaTssa ce LSNOCTHOTO NeYeHue.

Mpenopbysa ce aa ce u3pasar:
* 2 npoTokona 3a Tenanpesup (3a nbpBUTe 2 U 3a crneaBawms 1 mecew)

* W TPU 3a nerunupax uutepdepoH anda u pubaBupuH (NLPBUAT 3a 4 Meceua U NPy ycnex oT NeYeHNeTo BTOPUAT
3a HOBM 2 Mecela 1 Npy ycnex OT fieYeHneTo TPeTUsiT 3a 6 Meceua)

BOCEPREVIR: JleyenneTo ce cnupa npw noLu BUpyconoruieH otroop - cepymHa HCV RNA Haa 100 IU/ml Ha 12 ceamuua unn
aonosuma HCV RNA Ha 24 ceamuua.
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[image: image7.jpg]Mpu nauventn c HanpeaHana uepHoapobHa hubposa (> F2) unu uepHoapobHa uMpo3a TPOMHOTO nevenue ¢ Gouenpesup,
nerunnpax nHTepcdepoH anda u pubasnput ce cnupa, ako cnagbT Ha HCV RNA e no-manbk ot 3 log10 crnpsiMo H3xoAHOTO HUBO
Ha ceaMMUa 8 OT HayanoTo Ha NeYeHNeTo ( Ha UHTepgepoHa).

.

Mpenopwysa ce na ce uapasar:

3 npotokona 3a Gouenpesup (3a NbpBuTe 3 K 3a crieaBawuTe 3 Meceua Npu edhekT OT NeYeHMeTo, KaKTo U 3a
cneasawmre 5 mecey npu egexT n HeobxoaumocT)

*V TPU 3a Nerunupan uHTepdepoH anda n pubasupuH (MbPBUAT 3a 4 Meceua U NPy ycnex oT NeYenHeTo BTOPUST
3a HOBM 3 meceua, a NpW ycnex U HeOGXOAMMOCT OT fieYeHue TPETUAT NPOTOKON Ce M3AaBa 3a HOBM 3a 5
meceua - (Buwx BOCEPREVIR - CXEMA HA NMPUNOXEHUE

B) CnupaHe Ha neyenneTo BCreACTBME HA TEXKN CTPAHUUHU PeaKLMU — NIeYEHNETO Ce Crupa npu:
Texwbk 0bpue (obxBawaw Haa 50% OT TenecHara NOBBLPXHOCT WNW CBBP3aH C BE3UKynW, Bynn, A3BK) Mnu obpus cbe

CACTEMHU CUMNTOMU W/mnu eosnHocbunua (DRESS), unu cuHapom Ha Stevens-Johnson, unu

eK3aHTemaTo3Ha nycTynosa, eputema myntuchopme (Telaprevir)
Texka Hekopurupyema aHemus (xemorno6un noa 80 g/l). CnapaHeto ¢ noseve ot 20 g/L Ha xemornobuHa B kpas Ha 2
CeaAmMLa OT Ha4anoTo Ha nNpoTeasHn HxMbuTopu-6asnpaHata Tepanusi € MHANKATOP 3a PUCK OT TexKa aHeMUS.
Hekopurupyema tpomGoumTonenms (nog 50 000/mm3 ) wnu HeyTponewus (6poit Heytpocmnn < 0,75 x 10%1), wnm
numdonenus (nog 500 /mm3 ).
Hekopurupyemo nosuwenue Ha ANT (Haa 2 x [P unn 6unupybuna (Haa 5 x MPM) unu kpeatuhuHa (Haa 3.5 x PT), unu
HamaneHue Ha kanus (nog 2,5 mEq/l)

Texka Hekopurupyema uHgekums (creneH 3)

[lpyrv TeXKW Hekopurupyemu nekapcTeeHn peakuum (crenen 3) cnopea KX
Hekopurupyemu nekapcteeHu B3aumoaencTsus

B) MpekbcBane Ha Tepanusita No BUHA Ha 60nHMA
NEYEBHO-AUATHOCTUYEH ANTTOPUTBM
1. NEKAPCTBEHW NPOAYKTU

AO3A

TELAPREVIR

Obwara aHesHa fo3a e 2250 mg Telaprevir (6 Tabnetkn): 1 125 mg (Tpu chunmmupanm
Tabnertkn no 375 mg) ce npuemart nepopanHo Asa NbTh AHEBHO Unu 750 mg (ase Tabnetku
no 375 mg) nepopanHo Ha Bceku 8 yaca ¢ xpaHa*, GoraTta Ha Ma3HUHK.

CXEMA HA MPUNOXEHWE

12 ceamuyHo nevenue c Telaprevir, PEG-IFN a u Ribavirin, nocneasaHo ot 24 po 48
ceammnuHo nevenmne ¢ PEG-IFN a n Ribavirin B 3aBUCMMOCT OT OTroBopa Ha NeveHneTo.

Mpu GonHn c penanc / peuvaue Ha 3abONSABaHETO - NALMEHTUTE, KOWTO ca C
peaktueupaHa HCV uHdekuus cnea nbpeoHavanHo ycnewHo nedewue ¢ PEG-IFN a u
Ribavirin, morar aa ce nekypat camo 3a 24 ceamuum, ako HCV RNA e Hegonosuma n octasa
Takaea Ha 4 1 12 ceaMULa OT HAYanoTo Ha NEYEHUETO.

Hanuuueto Ha gonosuma HCV RNA, Ho ¢ HuBo nog 1 000 IU/ml Ha 4 1 12 ceamuua u
Heponoeuma HCV RNA Ha 24 ceamuua ce nekyear 48 ceamuum ¢ PEG-IFN a u Ribavirin.

Mpu GonHW HeoTroBOPUNKM MPU NPEeALIeCTBALLO neyeHne (C Hynee OTrOBOP KbM
npeaxoxaauwo nevexne ¢ PEG-IFN a u Ribavirin); ¢ yepHoapobHa umposa ce npenopbusa 48
ceaMuyHo nevenne, npu HCV RNA, nog 1 000 IU/ml Ha 4 u 12 ceamuua.

oCTpa reHepanuaupaqa

* MNpuembT Ge3 xpaHa unu 6e3 ornea Ha VHTEpBana Ha npuemaHe Moxe Aa AosBene A0 NOHWXKEHU NNasMeHW KOHUEeHTpauuu Ha
Tenanpesup, KOETO MOXe Aa Hamanu TepanesTUYHUA My ehekT.

% V3UCKBAHWNA HA H30OK MPU NEYEHUE HA XPOHWYEH BUPYCEH C XEMATUT NPU BOSIHA HAZL 18 FTOAULLHA Bb3PACT

~B.Cuna ot 1 maii 2015 roguHa
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Obuwata aHesHa nosa e 2 400 mg Boceprevir: Tpu nbT no 800 mg nepopanHo Ha Bceku 8

yaca c xpaHa*.

CXEMA HA NPUNOXEHUE

MbpeoHavanna 4 ceamuuna Tepanusi ¢ PEG-IFN a u Ribavirin (lead-in Tepanus). Cnea

Hes ce 3anoysa nevenne ¢ Boceprevir, PEG-IFN a n Ribavirin

MauuenTute, kouto ca ¢ Heponoeuma HCV RNA Ha 12 u 24 ceamuua morat ga 6baat

nexysauu o6o 28 ceamuum.
BOCEPREVIR MNaumenTtuTe, kouto ca ¢ gonosuma HCV RNA ( Ho nog 100 IU/ml) Ha 12 ceammua n
Heponoeuma HCV RNA Ha 24 ceamuua TpsiGBa fa ce nekysat 48 ceamuum (ot kouto 32
ceamuum ¢ PEG-IFN a, Ribavirin u Boceprevir, nocnegganu ot PEG-IFN a u Ribavirin go 48
ceamuua ).

Mpu nauveHTn ¢ YepHoapoGHa LMPO3A WUAKW C HyNeB OTTOBOP KbM NPeAXOXAALLO
neyenne ¢ PEG-IFN a u Ribavirin ce npenopbuya 48 ceamuuHo nevenne ¢ PEG-IFN a u
Ribavirin, kato npunoxenneTo Ha Boceprevir e 44 ceaMUUM*™ ako UMaT MbNeH BUPYCONOrMUeH
otrosop unu ponosuma HCV RNA ( Ho nog 100 IU/ml) Ha 12 ceamuua u Heaonosuma HCV
RNA Ha 24 ceamuua.

* MpuembT 6€3 XpaHa Moxe Aa Aosese A0 3aryba Ha edukacHoCT Ha Gouenpesupa nopaan cybonTumanHa ekcnoauums

** MPOABLNXMTENHOCTTA HA TPUKOMIMOHEHTHOTO NeYeHne Crnea NbpBUTe 4 CeAMULM ABYKOMMOHEHTHa Tepanus He Tpsibea aa Gbae
no-manka ot 32 ceagmuum. Mopaan yBenuueHwus puck OT HEXenaHn nekapcTBeHu peakuum c boceprevir (ocobeHo aHemus), B
Cnyyail, Ye NauMeHTLT He MOXe Aa noHece nevenueTo, Tpsbea na ce OBCHAW CMsSHA UMW CNUpPaHe Ha TPUKOMMOHEHTHaTa
Tepanus.

2. NPOCIEAABAHE

Tenanpesup:

Husata Ha HCV PHK TpsibBa pa ce npocneasear B kpas Ha 4, 12 u 24 ceamuua, 3a fja ce onpeaenv
NPOABIKUTENHOCTTA Ha NEYeHNeTo; B Kpas Ha neyeHneTo u 6 meceua cnej NPUKNIOYBaHE Ha NEYEHUETO C Tenanpesup, KakTo n
CbINAaCHO KNUHUYHUTE NOKa3aHMs.

Bouenpesup:

Husara Ha HCV PHK Ttpsi6ea aa ce npocneasisat Ha 4*, 8, 12 u 24 ceamuua 3a Aa ce onpeaent Npoab/MKUTENHOCTTa Ha
NeYeHNeTo; B Kpas Ha NeveHneTo u 6 Meceua cnea npuknioyBaHe Ha neveHneTo ¢ GouenpeBup, KakTo U CbINAcHO KIMHUYHUTE
nokasaHus.

* Hebxoanmo e aa ce oLeHu OTrOBOPLT Ha BbBEXAALLIOTO nevetue (lead—-in chasa) - peaykums Ha HuBoTo Ha (HCV RNA)

TNa6opaTopHu uacneasaHms

= [IKK ¢ aucbepeHunanto GpoeHe Ha Genute KpbBHU KNETKU- Ha 2 CeAMULIM Npe3 nbpeuTe 2 Meceua (Tenanpesup) v 3

meceua (bouenpesup), cnej ToBa eXeMeceyHo MW Korato Ce Hanara oT KNMHWYHA rnejaHa Touka

= YepHoapoGHW eHaumu, obuy Gentbk, anbymuH, GunupybuH, npotpombuHoBo Bpeme /INR, enektponutu, cepymeH

KkpeaTuHuH, TSH, NuKoYHa KucenuHa, rniokoaa) — Ha ceamuum 4, 8, 12 1 Ha Bcekn 3 meceua cnep Tosa (ceamuua 24, 36,
48), 1 KOraTo € HanoXUTENHO OT KMHUYHA FNeAHa Touka.

EkcnepTHuTe KOMMCUM, KOUTO NPEANKUCBAT TPOHaTa Tepanusi, TPAbBa Aa nonyvasaT pesynTati 3a cepymHuTe Husa Ha HCV
PHK B pamkute ot 3 10 5 AHK OT B3eMaHeTo Ha kpbBHUTE Npobu. JlabopaTtopuute, ocurypsiaum PCR avarHocTukata, Tpsbea aa
NPeACTaBAT Aeknapauws, rapaHTupawa uspaborsaHe Ha npobara pesynrata) B pamkuTe Ha ONpeaeneHns Cpok, noanucaHa ot
pbkoBoAUTENs Ha nabopaTopusTa.

Bcuukm ekcnepTHu komucun Tpsibea aa onpesensiT nuue 3a Bpbaka ¢ Komucusta B LIY Ha H30K, kbaeTo we ce uanpawar
BCUYKM M3BbPLUEHN W3CNeABaHUs 3a CbCTABAHETO HA MbNEeH KOMNNEKT AOKYMEHTU Ha NauMeHTUTe Ha TpoiiHa Tepanus, ¢ ornep
KOHTPON Ha NPOBEAEHOTO NeYeHue.

Il. OBLUM NUBUCKBAHUSA

1. KombunupaHro neuenue c Peglinterferon+Ribavirin e npenopbyntenHo: npu Henekysaxu 6011 40 60 rOAMHM, NPW HEOTTOBOPUNN
Ha neveHneTo 40 45 roanHu, Npu peunams Ha sabonssaneTo A0 50 roauHn (cbrn. KoHcewcye Ha BAMEMEAE ot 2013r.)
BbapacTosata rpaHuua ce M3unCcnsBa B HABBLPLUEHN FOAVHY - T.€. BKIIOYUTENHO KbM AaTaTta Ha u3aaBaHe Ha NpoTokona ot
cneuuanuampaHara KoMUcusi.

2. MNpyu HasHauaBaHe Ha Tepanusi No NPOTOKON 3aAbLIKUTENHO Ce CbOBPA3ABAT BL3PACTOBMTE OrPaHUUEHMS, ChIMACHO KpaTkaTa
XapaKkTepuCTUka Ha CbOTBETHUSA NiekapCTBeH NPoAYKT, yTBbpAaeHa no peaa Ha 3JTMXM.

3. H30K He 3annalya neyeHve n3sbH ykasaHara Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTika Ha npoaykTa.

4. H30K He 3annaia nevenve C 4031 Hajl MaKCUManHo paspelueHnTe No kpaTka xapakTepucTuka Ha npoaykTa.
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[image: image9.jpg]5. B cnyvait Ha HacTbnuna noposvpaHa HexenaHa neKkapcTBeHa peakuwsi, nekapsiT ysegomsiza MAJI no peaa Ha un. 183 ot
3NINXM. Konue oT cbobLUEHNETO Ce npunara KbM MeauLMHCKaTa AokymeHTaumus Ha 330J1 npu kaHanaaTCTBaHe 3a neyeHne.

6. Ha aHTuBupycHo nevenve nognexat u 30J1, HEOTFOBOPUAN Ha NPEAXOXKAALLO AHTUBUPYCHO NIEYEHNE, KAKTO U Te3 C peunavs
Ha Gonectra, npu noHe 6-MeceyHo NpocneasiBaHe Cred CnvpaHe Ha neveHneTo. MHAWKAUMMTE ca ChluTe Kakto W npu
HenekysaHute 6onHu.

7. KOMUCHUATA, nspana npotokona Ha 301, cbXpaHsiBa BTOPU €K3EMNISP Ha NPOTOKONA W BCUYKM Heob6xoaumu
AOKYMEHTM 3a N3aaBaHeTo My.

Hacmoswume usuckeanusi ca paspabomeHu Ha OcHogaHue un. 56 om HayuoHaneH pamkoe dozo80p 3a MeOUUUHCKume
OeliHocmu 3a 2015 2oduna (06H., B, 6p. 6 om 23.01.2015 e.) u enusam e cuna om 1 maii 2015 2., cbenacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawane Ha nekapcmeHu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume rpodykmu & xymaHHama MeduyuHa, Ha MeOUUUHCKU U30enusi u OuemuyHu XpaHu 3a cneyuanHu
meduyuHeku uenu (o6H., B, 6p. 31 om 2007 2.).
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AEKNAPALIMA 3A UHOOPMUPAHO CBIMTTACUE C UBUCKBAHUSATA 3A 3AMOYBAHE/ NPOABL/MKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NMPOAYKT

Cnej kaTo Ce 3anosHax C usnata MW npeaocTaBeHa MHGOPMAUMi M UENTa Ha NEYeHMeTO C  NeKapcTBeHus
DO Y KT...... S e v sh s ciseseoi v vnennesninionsasassansiborsasssonssssiasasssssesces S W cnej kato nonyyux uayepnarternHu OTroBopu Ha
NOCTaBeHUTE OT MEH BBLNPOCH, AeKnapupam Ye:

1. LLie cnaseam npenopbyaHaTa M1 CXeMa Ha NeYeHne U NepUoANIHOCT Ha KOHTPONHUTE nperneau.

2. PedoBHO e ce sBiBaM Ha KOHTPONHW Nperneav W HeMa fa NPOMEHSIM CaMOBONHO WAW NOA APYro BHyleHWe
HasHaveHata Mv Tepanus.

3. Tpu npeycraHoBsBaHe Ha NEYEHNETO MO NPUYKUHIA, HENPOU3TUYALLIM OT pelleHneTo Ha Kommucusta 3a ekcneptuan 8 P3OK
wmvnu Komucusata no un. 78, 1.2 ot 330, we yBeaoms HesabasHo nuuHUsi cv nekap u P3OK u we sbpHa B P30K
NOCNEAHNs NPOTOKON, NO KOWTO CbM NoNy4asan/a NekapcTBeHUs NpoAyKT.

4. Tpyn Hecna3ssaHe Ha NOCOYEHUTE YCNOBUSI NIEYEHUETO MU C YNOMEHATUS NeKapcTBeH NpoAyKT e Gbae npekpaTeHo u
HAMa Aa uMam npTeHuun kbm H30K.

[ara:.
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