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Mpu naunenTn, nekysann cve cxema 6es uxtepchepon, HCV PHK Tpsabsa aa ce usmepea B HauanoTo Ha nedyexueto, 4-ta
ceamuUa, ceaMuLa 12 unu 24 (B Kpas Ha NEYEHNEeTO NPy NALMEHTH, NeKyBaHu 12 Ui 24 CeAMULM, CbOTBETHO), 1 12 ceamuLa

cnej Kpasi Ha ne4YeHuneTo.
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[. MpocneasiBaHe Ha NauUeHTH cnep NOCTUraHe Ha TpaeH BUpyconoruyex otrosop (TBO)
Maunentute 6e3 unposa n ¢ TBO, AJIAT u HCV PHK tpsbBsa aa 6baaT noBTOpPHO u3cneasann Ha 48-maTa ceamuua cnej kpas Ha

neyeHveTo.

MauneHT ¢ uMpo3a, a BEPOSITHO W Tean ¢ HanpeaHana ¢ubposa (F3) n TBO Tpsibea aa ce HabniogasaT 3a xenartouenynapeH
kapuuHom (XLIK unu HCC) Ha Bcekn 6 meceua ypes abaomuHanHa exorpacusi, KakTo U 3a YCNOXHeus Ha nopranHata

XUNEPTOHUSA.

Mpn nauvenTUTe C Tekylwa ynotpeba Ha HAPKOTULM W MPU MBXE, KOUTO UMAT CEKCyarnHWu KOHTAKTU C MbXe C TeKyLio PUCKOBO
noeeseHve, cnes TBO crneaga fa ce npeanpueme npocnejsieaHe 3a nostopHa HCV MHgeKuMsi Ypes exeroaHo uicneasaHe Ha

HCV PHK.

= A
% "
u‘ V3NCKBAHWNSA HA H30K NPU NEYEHWE HA XPOHWYEH BUPYCEH C XEMATUT NPU BONHA HAZL 18 FTOAULLHA Bb3PACT

— B cuna ot 1 Hoemepu 2016 roauHa

6





image7.jpeg
NPUNOXEHME 2

TINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NIEYEHME C PEG-IFN a U Ribavirin HA XPOHUYHA
HCV UHOEKUMWA NPU BONHU HAZL 18 FOAULLHA Bb3PACT (camo npyu HeBb3MOXHOCT / aneprusi kbM [AAAC nnu

reHoTMn 3 1 HeBBL3MOXHOCT / aneprus kbMm [IAC)

Ume: l ErH I l I I I l I

I

[

|

3abenexka: meouyuHckama OOKyMeHMauus, ydoCmoeepssala 6CeKu Om KPUMEepuume € nocoveHa C Uugppa 6 uHOEKC U 3adbmKumenHo npudpyxaea

HacmoAUoMo NpunoxeHue.

A. Kputepuu 3a 3anousaHe Ha MbPBU KyPC (3aALIMKMTENHO € HANMYNETO Ha BCUYKM KPUTEPUM)-CaMO MpU reHoTvn 3, B

KoM6uHaums cbe Sofosbuvir U Npu HEBBL3MOXHOCT 3a NpoBeXaaHe Ha 6e3nHTephepoHOBO neveHne

Buoxummuyna aktueHocT: nosuweH ALAT 1,2 Haa ropHaTa pedhepeHTHa rpaHnLa Npu NoHe eaHo U3CneasaHe npu
EXeMeceyHo npocneasiBaHe B pamkuTe Ha 6 Meceua

BupycHa pennukauus:
*  Anti HCV axtutena
*  HCV PHK nHuso
® [leHotunuampane Ha HCV - reHoTtun 3

* XMCTONOrMYHa akKTUBHOCT: 6ene3m Ha 4epHoApobHO Bb3nanexue 1 hubposa, oLeHeHa onucaTenHo U/mnu Ypes
wnaekcu (Knodell/ Ischak; METAVIR) °- ¢ubposa B creneH nowe F2

Nunca Ha u3kniouBalLM KpUTepum no T. B * (Npn aHaMHECTUYHN AaHHN N0 MOATOYKA 2 OT T. B e HeobXxoaMMo Aa
C€ NPEACTaBYU EKCNepPTHO CTAHOBMLIE OT NeKyBaLMA NCUXUATLP CMIEUMANTUCT N0 NeYeHNe Ha 3aBUCUMOCTH)

THa OpurMHanHa bnaHka ot nabopaTopus (3aBepeHo 1 NOANUCAHO KONWe); NPY HanuYKe Ha XOCNUTanu3auus ce npunara ennkpuaa c Homep U3. CTOMHOCTM Ha

ALAT na Ce ONPeAensT CNPAMO nNpueTuTe pecepeHTHU rpaHnum 19 3a xexun n 30 — Npu Mbxe.
opnrnnanen ¢uw nnu noanucano u sasepero konue (HCV PHK ce uacneasa c konuuectseH PCR)
* OpurMHaNHa BNanKka o XUCTONOTUYHO UICTEABAHE — aKTYANHOCTTA € AO 4 FOA. NPEAN KAHAWAATCTBAHETO

YAOCTOBEpSiBa Ce C MNOANUC Ha Cneynanicta B NPUNOXeHe 1 Ha HaCTOALUMTE U3UCKBAHWA W Ce npunarat Heo6XoAUMUTE N3CNeaBaHNA, KOUTO [0Ka3BaT

nuncarta Ha U3KnYBawm KpuTepumn no noarTouku 6,7, 8,9, 10,11, 12or 1. B

3abenexka: * [pu Hanuune Ha NPUAPYXaBaly 3a6oNABAHNUA, KOUTO Ca KOHTPAUHAMKALIS 33 YEPHOAPOGHA BUONCUR Ce M3BLPLIBA OLEHKA PUCK/ 1ON3A, OTHECEHM KbM
nporHo3aTa Ha CBLOTBETHOTO NpuUApyxasawo 3abonssaHe. Tasn OUeHKA 3aAbMKUTENHO Ce BNUCBA B EKCMEPTHOTO CTAHOBMUIE. TeXH. HeycneweH onuT Aa e
AOKYMEHTUPAH C XUCTONOTMYEH Pe3ynTat, nokassaly HeAOCTATBYHO KONMMUECTBO YepHoApoGHa TbkaH 3a ajeKsaTHa XWUCTONOrMUHA npeueHka. Mpu AokasaHa B

MWHaNOoTo YepHoApoBHa uMpoda — Hoea CHB ce MaBbpLLBA NO NPELieHKa Ha nek.ekun

** Mpu cbnbTCTBaWM 3a60NABaHNA € HEOGXOAUMO NPOBEX/AAHE HA KOHCYNTALMA CbC CNELMAnUCT, NPEAN HaYanoTo Ha TepanuaTa, KOSTO ce Npunara KbM KomnnexTa
AOKYMEHTU. B HeR 3aAbKMTENHO Ce BNUCBA OUEHKA NON3a/puck 3a OBWOTO CBLCTOSHWE Ha NauMeHTa OT NpoBEXAaHeTo Ha TepanusTta. CneuuanueTst, Aan

EKCNePTHOTO CTAHOBULLE Ce aHraxupa ¢ NpocneassaHeTo Ha 6onHuA No Bpeme Ha uanata Tepanis.

MNauneHtute, uHdektupann ¢ HCV rexotun 3, morat Aa GbAaT nekyBaHu cbe cneaxute kombunaumm ¢ AUNAC u untepdepoH:

Sofosbuvir (400 mg) exeaHesHo, Peg-IFNa ceamuyHo u Ribavirin exeaHesHo, po3upaH Ha kunorpam Terno (1000 unu 1200 mg CbOTBETHO Npy
naumenTn < 75 kg unn 2 75 kg) 3a 12 ceamuum. Tazn kOMBUHALMS € UEHHA ONUMs NPWU NALUMEHTU, KOUTO He ca ycnenu Aa nocturHat TBO cneg
nevenve cue Sofosbuvir u Ribavirin. Tpabea aa ce 06MUCN €BEHTYANHO yAbikaBaHe Ha NPOABLINKUTENHOCTTA Ha TepanusTa Hag 12 ceqmuum
AO 24 ceamuum, 0COBEHO 3a T@3N NOArPYNM, KOUTO UMAT EAUH UNK NOBEYE (haKTOpK, aHAMHECTUYHO CBBP3aHM C NO-HUCKW YECTOTU Ha OTTOBOpP Ha
nevenve, 6aanpaHo Ha cxemmu ¢ uHTepdepoH (Hanp. HanpeaHana chmBpo3a/unposa, BUCOKM M3XOAHM BUPYCHW KOHLIEHTPALUK, HErpouaHa paca,

IL28B paanuyen ot CC reHoTUn, Hynes 0TroBop KbM NPeAXoAHa Tepanus ¢ neruHtepdepoH anda u pubasupuH).

Mpu HanuuKe Ha paHeH BUPYCONOruYeH OTroBOp fieYeHneTo npoabikasa 6 meceua npu reHotun 3

B. U3KNIOYBALLN KPUTEPUKN
Mcuxuynm 3aGonssanms; enunencus.

BonHy, 3noynoTpebsBaLLM CUCTEMHO C ankoxon, HapkoMaHu, NPOALMXaBaWK ynoTpeGaTa Ha HAPKOTULM, KAKTO U TakuBa 6e3 YUCT OT MHTOKCHKALMS

nepuoa, He no-mManbk ot 12 mec. BOnNHK Ha MeTapoHoBa Tepanus*.

[lexkomnecupaHa YepHOAPOGHa LMPO3a C BapuLIM Ha XPaHONPOBOAA > | CTENEH WK TEXKM NPUAPYXABALLYN 3a60NSBAHNS Ha CbPAEYHO-CAOBATA M

1
2
3
AvXaTenHara cucrema

4. AsTOMMyHEH xenaTwT.

5. Cucremun 3abonsiBaHus Ha CbeAVHUTENHATA ThKaH.

6 Texka popma Ha NCOpUasUC, peBMaTOUAEH apTpuT

7. HexoHTponupaH xunep- U XMnoTMPEouAN3LM

8. AKTMBHM XpOHUUHY BaKTEpUanH MHbeKuun

9. Heyrponenus (abcontoTe 6poit HeyTpoduny < 500 mma3 1 TpoMBoLMTONEHUs (< 50 000)

10. XemornoBuHonaruu (Hanp. Tanacemus, CbPNOBUAHOKNETbYHA anemus) — 3a npunoxexue Ha Ribavirin **.
11. HekonTponupaH 3axapeH auaber.

12. XBH 6es ananuaa (061 6enTbk, anGyMuH, KpeaTUHH).

13. Cunwrersawa HIV npy 6poit CD4 < 200 BpeMeHHOCT 1 KbpMeHe.

14, Cucremro Hecnassane Ha neyeGHata cxema OT CTpaHa Ha GONHUs, C NPeKbCBaHe noseye oT 1 Mecey.
15. Brkniousare Ha GONHUA B KIMHUYHO NpOyYBaHE*™*

* BONHM Ha METAaNOHOBA Tepanua MoraT A4a 6LAAT BKINIOYEHM 3a NeYeHNe, ako Ca NPOCNeAsBAHN B ONPeAeNeHUTe LIeHTPOBE, CHINACHO NPUETHRA aHEKC KbM

KonceHcyc 3a nevenue Ha Gonnm ¢ XBX 2013 roauna wa BAT.

** Mpy Hanuume Ha Tanacemus (MMHUManNHa 6oNecT Che CTOWHOCTM Ha Hb>10 g/l) ce NpoBexaa NeveHue Camo ¢ MHTepepoH-anda Npu BUCOKa GUOXMMUYHA

W BUPYCONOrMYHA aKTMBHOCT.

*** KomucuATa, KOATO @ HasHauuna nevenneto u Habniogasa 330/, e anbxHa He3abaBHO na yBeaomu Kommucusita 3a ekcneptuau no un. 78 B LY Ha H30K.

Tean Gonnm ce 3anUCBAT B OTAGNEH PErUCTBLP M He NYGAT NPaBOTO CH 33 NPOALIKABAHE HA NEYEHUETO CeA NPUKNIOYBAHE HA KITMHUYHOTO NPOyYBaHe.

u‘ VI3NCKBAHWA HA H3OK MPW NIEYEHWE HA XPOHWYEH BUPYCEH C XEMATUT MPU BOJIHN HAZ 18 FTOAVLIHA Bb3PACT

—Bcuna ot 1 Hoemspu 2016 roanka
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1. NNEKAPCTBEHM NPOAYKTW, Bkntoyenn B NMpunoxenue 1 Ha MNIC, kouto H30K 3annawa B cLoTBETCTBME C

[EeACTBALMUTE HOPMATUBHU AOKYMEHTH.

INN MKB NO3A U CXEMU HA NEYEHUE
B18.2 [osata ce onpeaens ce cbobpasHo Terno Ha‘SOH
RIBAVIRIN K74.0, K74.6
B18.2, 1 6p/ceamuua
PEGINTERFERON ALFA-2B K74.0, K74.6

PEGINTERFERON ALFA-2A

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

1 6p/ceamuua
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NPUNOXEHUE 3

KPUTEPUW 3A NOBBPLUBAHE HA NNEYEHWUE HA BOJTHU C XPOHUYHW BUPYCHU XENATUTU C NPOTEA3HU
WHXWBUTOPMH (I-Ba renepauus/nokonenue) - BOCEPREVIR UMW TELAPREVIR, NMPU MALUMEHTU, HEOTITOBOPUIN HA
NEYEHME C PEG-IFN a u Ribavirin

Mve: [erh] T [ T [ T [ [ [ T |

3abenexka: meduyuHckama OOKyMeHmayus, yoocmoeepssala ecexu om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3adbaKumenHo npudpywaea
Hacmoswomo NpunoxeHue.

lMpoToKON®LT Ce W3aaBa OT CNeuUanucTi - racTPOEHTEPONo3n OT CneuuanuaupaHa Komucus B neuebHu 3asegeqns 3a
6onHnyHa nomow, ckniounnu goroop ¢ H30OK. CneuvanuavpaHute KOMUCUW ce Cb3gasaT CbC 3anoses Ha AvpekTopa Ha
neyebHoTO 3aBeaeHme B cneaHuTe J13: [aCTPOEHTEPONOrMUHa KNMHMKA B YHUBEpCUTETCKUTE GONHULM B rp. Codus, BapHa, BMA
= rp. Cocpusi, MU — MBP — rp. Cocpusi, MBEAN “Tokyaa BonHuua Cocpus”, MBAI ,Cocpmsimen” — rp. Cocpus.

CNWUPAHE HA NEYEHWUETO (U3KINIOYBALLU KPUTEPUU NPU NPOABIMKABAHE HA NEYEHUETO)

TELAPREVIR: Jledenneto ce cnupa npu now BUpyconoruyeH otroop - cepymHa HCV RNA wag 1 000 IU/ml Ha 4 unm Ha 12
ceamuya, kakto u gonosuma HCV RNA Ha 24 cegmuua — npekpartsisa ce USNOCTHOTO NeYeHue.

Mpenopbysa ce aa ce uapasat: 2 NPoToKONa 3a Tenanpesup (3a NbpBUTe 2 U 3a cneaBawms 1 Mecew); 3 3a nerunupax
MHTepdhepoH anda n pubaBupuH (MLPBUAT 3a 4 MECELIA U NPU YCNexX OT NeYEHWEeTO BTOPUAT 3a HOBM 2 Meceua M npu

ycnex oT nevyeHneTo TpeTusT 3a 6 meceua)

BOCEPREVIR: JleueHneTto ce cnupa npw noLu BUPYCOnornyeH otrosop - cepymHa HCV RNA Hag 100 IU/ml Ha 12 ceamuua unm
ponosuma HCV RNA Ha 24 ceamuua. Mpu nauveHTn ¢ HanpeaHana YepHoapoGHa ubposa (> F2) unu yepHogpobHa Lmposa
TPOMHOTO neveHne ¢ Gouenpesup, nerunupan nHTepepoH anda v pubasupuH ce cnupa, ako cnaabT Ha HCV RNA e no-manbk

ot 3 log10 cnpsAMo U3X0AHOTO HUBO Ha CeamMULIa 8 OT HaYanoTo Ha NevYeHneTo ( Ha MHTepdepoHa).

Mpenopbysa ce aa ce u3gasat: 3 npoTtokona 3a GouenpeBup (3a NbpBuTe 3 U 3a cneaBawmTe 3 Meceua npu edekT ot
neyYeHWeTo, Kakto M 3a cnepsawmte 5 meceu npu edekt U HeobxoaumocT); 3 3a nerunupaH uHTepdepoH anda u
pubaBUpUH (MbPBUAT 3a 4 Meceua 1 NpK ycnex oT fieYenHeTo BTOPUST 3a HOBM 3 Mecewa, a nNpu ycnex u Heo6xoaumocT

OT fnevyeHne TPeTUAT NPOTOKOS ce U3faBa 3a HOBM 3a 5 meceua

+  B) CnupaHe Ha neyeHueTo BCNeACTBME HA TEXKW CTPAHUYHU Peakumn — neYeHUeTo ce cnupa npu:

«  Texwbk obpus (obxBawaw, Hag 50% OT TenecHarta NOBLPXHOCT UMM CBbp3aH C Be3ukynu, Bynu, s138u) wunu o6puB CbC
CUCTEMHM CUMNTOMW Wmnu eosuHounua (DRESS), unu cunapom Ha Stevens-Johnson, unu ocTpa reHepanuaupaHa
eK3aHTemaTosHa nycTynosa, epurema myntucpopme (Telaprevir)

«  Texka Hekopurupyema aHemus (xemornobuH nog 80 gfl). CnagaHeto ¢ nosede ot 20 g/l Ha xemornobuHa B kpas Ha 2
CeAMULa OT Ha4anoTo Ha NpoTeasHn uHxMbuTopu-basuparHara Tepanus € MHAMKATOP 3a PUCK OT TeXKA aHEMUS.

+  Hekopurupyema TtpomBouuTonenms (noa 50 000/mm3 ) unu HeyTponeHus (6powt Heytpodunm < 0,75 x 10%), wnm
numconenus (nog 500 /mm3 ).

+  Hekopurupyemo nosuwenune Ha ANT (Hag 2 x MPT) unu Gunupybuna (Hag 5 x MPI) unu kpeatuHuHa (Hag 3.5 x TPI), unm
HamaneHue Ha kanus (nog 2,5 mEq/l)

+  Texka Hekopurupyema uxdekums (creneH 3)

+  [pyrv Texku Hekopurupyemm nekapcteeHu peakuuu (crenex 3) cnopeg KX

*  Hekopurupyemn nekapctseHn B3aumMoaencTsmns

+  B)MNpekbcBaHe Ha Tepanusita No BUHa Ha 6onHUs

7¢ o
U VN3NCKBAHNSA HA H30K MPU NIEYEHUE HA XPOHWYEH BUPYCEH C XEMATUT MNPU BOJIHA HALl 18 FOAVLIHA Bb3PACT
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1. JNIEKAPCTBEHU NPOAYKTU

[O03A

O6bwara aHesHa fosa e 2250 mg Telaprevir (6 Tabnetku): 1 125 mg (Tpu dunmmupanm
Tabnetkn no 375 mg) ce npuemart nepopanHo Asa NbTU AHEBHO Unu 750 mg (aBe TabneTtku

no 375 mg) nepopanHo Ha Bceku 8 Yaca ¢ xpaHa*, 6orata Ha MasHUHU.

CXEMA HA NMPUNOXEHUE

12 ceamunuHo neyenue c Telaprevir, PEG-IFN a u Ribavirin, nocnegsaqo ot 24 ao 48
ceamuyHo nevenune ¢ PEG-IFN a u Ribavirin B 3aBuCMOCT OT OTroBOpa Ha neYeHneTo.
TELAPREVIR Mpu Gonkn ¢ penanc / peunans Ha 3abonsiBAHETO - NAaUMEHTUTE, KOUTO ca C
peaktusnpaHa HCV uHdekums cnea nbpBoHayanHo ycnewHo nevewve ¢ PEG-IFN a u
Ribavirin, morat aa ce nekyear camo 3a 24 cegmuum, ako HCV RNA e Heponosuma u octasa
Takasa Ha 4 n 12 ceaMMLA OT HAYaNoTo Ha fleYeHNeTo.

Hanuuuneto Ha fonosuma HCV RNA, Ho ¢ HuBo noa 1 000 IU/ml Ha 4 u 12 ceamuua u
Hegonosuma HCV RNA Ha 24 ceamuua ce nekysat 48 ceamuum ¢ PEG-IFN a u Ribavirin.

Mpn GonHM HEOTroBOPWUNM NpW NpeALIecTBaLLO feYeHne (C Hynee OTrOBOP KbM
npeaxoxaaulo nevenne ¢ PEG-IFN a u Ribavirin); ¢ yepHogpo6Ha umposa ce npenopbysa 48

ceaMnyHO nedenve, npu HCV RNA, nog 1 000 IU/ml Ha 4 n 12 ceamuua.

* MpuembT 6es xpaHa unu 6e3 ornes Ha WHTepBana Ha NpuemaHe Moxe fia AOBEAE A0 MOHWKEHN NNa3MeHN KOHLEHTpaUMK Ha

Tenanpesmp, KOETO MOXe Aa Hamanu TepaneBTUYHUA My edeKT.

AO3A

Obuwara aAHeBHa ao3a e 2 400 mg Boceprevir: Tpu nbTv no 800 mg nepopanHo Ha Bcekn 8

yaca ¢ xpaHa*.

CXEMA HA NPUNOXEHUE

MauuneHTute, kouTo ca ¢ Hegonosuma HCV RNA Ha 12 n 24 cegmuua morat aa 6vaar

nekyBaHu 0610 28 ceamuum.

MaumeHTute, kouto ca ¢ gonosuma HCV RNA (Ho nog 100 IU/ml) Ha 12 ceamuua v
BOCEPREVIR Heponosuma HCV RNA Ha 24 ceamuua Tpsibea aa ce nekysat 48 cegmuum (ot kouto 32
ceamuumn ¢ PEG-IFN a, Ribavirin u Boceprevir, nocneasauu ot PEG-IFN a n Ribavirin go 48
ceamuua ).

Mpu nauveHTM ¢ YepHoApoBHa UMPO3a WNW C HyNeB OTFOBOP KbM MNPeAXOXAaLo
neyenne ¢ PEG-IFN a u Ribavirin ce npenopbusa 48 ceamuyHo nevenne ¢ PEG-IFN o u
Ribavirin, kaTo npunoxenueTto Ha Boceprevir e 44 ceamuumn*™ ako uMaT NbneH BUPYCONornieH
otroop unu paonosuma HCV RNA ( Ho noa 100 IU/ml) Ha 12 ceamuua u Hegonosuma HCV
RNA Ha 24 ceamuua.

* MNpuembT B3 xpaHa Moxe Aa aoseae Ao 3aryba Ha edukacHOCT Ha Bouenpeeupa nopaau cybonTumanHa ekcnosuums

** MpoAbMXMTENHOCTTA HA TPUKOMNOHEHTHOTO NeYeHne cnej NbpeuTe 4 ceaMULM ABYKOMMNOHEHTHA Tepanus He Tpsibea Aa 6bae
no-manka ot 32 ceamuum. Mopaan yBenuueHws puUck OT HeXenaHw NekapcTBeHW peakuun ¢ boceprevir (ocobeHo aHemusi), B
Cny4ai, Ye nauveHTbT He MOXe Ja NoHece neveHueTo, Tpsbea Aa ce o6CHAW CMSAHA UMW CNUpaHe Ha TPUKOMMNOHEHTHaTa

Tepanus.
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2. NPOCNEAABAHE

Tenanpesup:

Husata Ha HCV PHK tpsGea na ce npocnesssat B kpas Ha 4, 12 v 24 ceamuua, 3a Aa ce onpeaeni
NPOABIMKATENHOCTTA Ha NeYEHUETO; B Kpasi Ha NeveHneTo n 6 Meceua cnej NpUKNioYBaHe Ha NEYEeHNETo C Tenanpesup, Kakto u
CbINAcHO KIMHUYHUTE NOKa3aHus.

Bouenpesup:

Husara Ha HCV PHK TpsfBa aa ce npocneassar Ha 4*, 8, 12 1 24 ceamvua 3a Aa ce OnNpeaent NPoABLIKUTENHOCTTA Ha
NEYeHNeTo; B kpasi Ha NeYeHUeTo n 6 Meceua crea NpUKioYBaHe Ha neyYeHneTo ¢ 6oLenpeBup, KakTo U CbINACHO KIMHUYHUTE
nokasanus.

* Hebxoanmo e Aa ce oueny 0TroBopbT Ha BbBEXAALLOTO nevenne (lead—-in hasa) - peaykums Ha HUBOTO Ha (HCV RNA)
Na6opatopHu nscnensanus

= [KK ¢ aucepeHumanto 6poeHe Ha Genute KpbLBHU KNETKN- Ha 2 CEAMUUM Npes NbpeuTe 2 Meceua (Tenanpesup) u 3

meceua (bouenpesup), cnea ToBa eXeMeCe4HO UMK KOraTo ce Hasnara oT KNWHUYHA rneaHa Touka

= YepHoppoBHu eHaumun, obw GenTbk, anbymuH, Gunupy6uH, npotpombuHoso Bpeme /INR, enekTponuTh, cepymeH

KkpeaTWHuH, TSH, nukoyHa kucenuHa, rnioko3a) — Ha ceamuum 4, 8, 12 1 Ha Bcekn 3 Meceua cnej ToBa (ceamuua 24, 36,

48), 1 KOraTo e HanoXUTENHO OT KIMHUYHA FNIeAHa TOYKa.

EkcnepTHuTe KomMucuM, KOMTO NpeanuceaT TpolHaTta Tepanus, TpsiGBa Aa nonyyasat pesynTtaTi 3a cepymHUTe Huea Ha HCV
PHK B pamkute ot 3 go 5 Anun oT B3emaHeTo Ha kpbBHUTE Npobu. NlabopaTopuuTe, ocurypsisawm PCR aunarHoctukata, Tpsibea aa
NpeAcTaBAT Aeknapauus, rapaHtupawa napaborsane Ha npobata pesynrata) B pamkuTe Ha OnpeaeneHusi Cpok, nognucaHa ot
pbkoBoauTens Ha nabopartopusiTa.

Beuuku ekcnepTtHu komucun Tpsibea fa onpeaenst nuue 3a Bpbaka ¢ Komucusita B LIY Ha H30K, kbaeTo we ce uanpawar
BCWYKM W3BBLPLUEHN U3CNEABaHUSA 3@ CbCTaBAHETO HA MbNEH KOMNNEKT [AOKYMEHTW Ha MaLMeHTUTEe Ha TpoWHa Tepanus, ¢ ornes

KOHTPON Ha NpoBeAEeHOTO neveHune.

1"
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Il. OBLLM UBUCKBAHUA

1. MNpw HasHayasaHe Ha Tepanus No NPOTOKON 3aAbMKUATENHO Ce CboBpa3sBaT Bb3PACTOBUTE OFPAHNYEHNS, ChITIACHO KpaTkaTa
XapakTepucTuka Ha CbOTBETHUS NIeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

2. H30K He 3annaua nevenne W3BbH ykasaHaTa Bb3pacToBa rpaHiLia B KpaTkaTta xapakTepucTika Ha npoaykTa.

3. H30K He 3annauia nevexve ¢ 4031 HaJ, MakCUMAnHO paspeLuennTe No KpaTka xapakTepucTika Ha npoaykTa.

4. B cnyvait Ha HacTbnuna nojo3upaHa HeXenaHa nekapcTBeHa peakuws, nekapsT ysepomsea WMAJl no peaa Ha un. 184 ot
3/NXM. Konve ot cbobuienreTo ce npunara KbM MeauLMHCKaTa AokyMeHTaums Ha 30J1 Npu kaHaWAaTCTBaHE 3a NeyeHue.

5. Ha antvsmpycHo nevenue noanexat u 30J1, HEOTFOBOPUIN Ha NPEAXOKAALLO aHTUBUPYCHO NeYeHne, KakTo 1 Teau C peLuavs
Ha GonectTa, npu noHe 6-MeceyHo NpocneasBaHe Crief CNMpaHe Ha nevyeHueTo. VHAMKALUMMTE ca CblyuTe Kakto v npu
HenekysaHuTte GonHu.

6. CNELUMANIM3UPAHATA KOMUCUSA napasa Pewenue crnen nposegena AmbGynatopHa npoueaypa Ne 38 , AM6ynaTopHo
HabnoaeHne n npocneasBaHe Ha TepaneBTUYHWS OTFOBOP NPU NAUMEHTW, NONyYaBalyW CKLNOCTPYBALM NEKapPCTBEHM
NpOAYKTHM No peaa Ha yn. 78, 1. 2 or 330" Ha ocHoBaHue un. 29 u un. 171 ot Pewenne Ne P[1-HC-04-24-1 ot 29 mapt 2016 .
Ha Hapsopuus cbBeT Ha H3OK u npepoctaseHa ot 30J1 meguuuHCcKa AOKyMeHTauus. CneumanuavpaHaTta KOMUCUS
CbXpaHsiBa eAuH eksemnnsp ot Pewenueto. Mpu usnapare Ha npotokon Ha 30J1, cbxpaHsiBa BTOPU €K3EMNNAP HA NpoTokona,
BCUYKM HEOBXOAMMMW AOKYMEHTW 3a W3/JaBaHETO My U KOMWe OT MPUMoXeHUe 1 Ha HaCTOAWMTE M3NCKBAHMA, NOMBLIHEHO MO
CHOTBETHATa TOYKA U NOANUCAHO OT YNEHOBETE Ha CneLnanuanpaHaTa KOMUCHS.

Hacmoswume usuckeanusi ca pazpabomeHu Ha ocHosaHue 4n. 56 om HauyuoHanew pamkoe 002080p 3a MeOUUUHCKUME
deliHocmu 3a 2015 200una (06H., 1B, 6p. 6 om 23.01.2015 2.) u Pewerue Ne PL-HC-04-24-1 om 29 mapm 2016 2. Ha HadaopHus
cweem Ha H30K, 8 uanbnHeHue Ha yn. 54, an. 9 u un. 59a, an. 6 om 3akoHa 3a 3dpaeHomo ocuaypseare (06H. B 6p. 25 om
31.03.2016 2.), u enuzam e cuna om 1 Hoemepu 2016 2., cbenacHo HAPELBA Ne 10 om 24.03.2009 2. 3a ycnosusima u peda 3a
3annaware Ha nekapcmeexu npodykmu no yn. 262, an. 6, m. 1 u m. 2 om 3akoHa 3a nekapcmeeHume POOyKMU € xymaHHama
meduyuHa, Ha MeOUUUHCKU u30enus U Ha OuemMUYHU XpaHu 3a CrieyuanHu MeOUUUHCKU Uenu, Kakmo U Ha fekapcmeeHu
npodykmu 3a 30paeHu OeliHocmu o yn. 82, an. 2, m. 3 om 3akoHa 3a 30pagemo (nocsn. uam. u don., B, 6p. 62 om 2015 2., 6
cuna om 14.08.2015 2.).
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NPUNOXEHMUE 4

AEKNAPALIMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3AMNOYBAHE/ MPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

Ccnej Kkato Ce 3ano3Hax C  uanara Mmu npejoctaBeHa MHdopmauums W uenta Ha JnevYeHneTo C nekapcTBeHus

NPOAYKT...... B et oo oeafeereiuiesssinnssacsnassassesseeses PIRRIRICIE (e roomnennnsnensernnnsnsnens W cnea Kato nonyynx ua3vepnaTtenHu OTroBopu Ha
nocTaBeHUTe OT MEeH BbLMNPOCU, AeKknapupam ye:

1. llje cnassam npenopbyaHaTa M1 CXema Ha NIEYeHINe U NEPUOANYHOCT Ha KOHTPONHUTE Nperneau.

2. PenoBHo e ce sBABAM Ha KOHTPOMHW Mperneau M HAMa Aa NPOMEHSM CaMOBOMHO WA Noa Apyro anymeuwe
HasHaueHaTa M1 Tepanms.

3. IMpu npeycTaHoBsBaHe Ha NEYEHUETO M0 NPUMMHM, HENPOW3TUYALLY OT PeLUeHneTo Ha Komucusita 3a ekcriepTuan B P3OK
wunu Komucusta no un. 78, 1.2 ot 330, we yBeaoms HesabaBHO NuUHMS cv nekap u P3OK u we BbpHa B P30OK
NOCNeAHUs NPOTOKON, MO KOWUTO CbM Nonyyasan/a NekapcTBeHNs NPOAYKT.

4. Tpu Hecna3BaHe Ha NOCOYEHUTE YCIOBMS NIEYEHUETO MU C YNOMEHATUs NeKapCTBeH NPoayKT we Gbae npekpaTeHo 1
HAMa fia umam npeTeHumn kbm H30K.
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M3UCKBAHUA HA H30K
NPU U3AABAHE HA NPOTOKOJN 3A MPOBEXAAHE HA NEYEHUE HA UHOEKLIUATA C HCV MPU
BONHU HA 18 TOAULLIHA Bb3PACT

MpoTokon®bT ce M3naBa OT CNEUMANUCTU - raCTPOEHTEPONO3M OT CreunanuaMpaHa KOMUCUSi B nevebHW 3aBefeHMs 3a
6onnuyHa nomow, cknoumnmu gorosop ¢ H30K. Cneunanuanpanute KOMUCUN Ce Cb3AaBaT CbC 3anoBes Ha AMPeKTopa Ha
ne4e6HOTO 3aBeaeHue B crieanuTe J13: FacTpoeHTepoOnornyHa KNUHKUKa B YHuBepcuteTckute GonHuum B rp. Cocus, Mnosame,
Bapha, MNnesew, Crapa 3aropa, BMA — rp. Cocpusi, MU — MBP — rp. Codpusi, MBAN “Tokyaa Bonnmua Codust’, Y6 ,Jlosenel’,
YMBAJT ,Codusamen” — rp. Cocpus, Bropa MBAN Codusi*, ,CUTU KINUHWUK YMBAN" EOO/ - rp. Codms, YMBAN ,Kacnena*
EOO[ - rp. Mnosaus.

|. PEQl 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neveHue

= MonbnHeHo 1 noanucaHo Npunoxexue 1 — NUCT 3a onpeaensiHe Ha kputepuuTe (No
T.A) € BCU4KN HeoBXoaAMK nscnensaHus

= EtanHa ennkpu3a, BKIoYBaLLA BCUYKW M3CNeABaHUs 3a npeaxoxaalyute 6 meceua
no tabnuuara 3a npocneassaHe Ha NPUNOXeHue 2 (Mpunazam ce U Ha opuauHaHa
CNELUMATU3UPAHA »| 6nanka unu 3asepero xonue)

KOMUCUA *EKCnepTHO CTaHOBUWE C sCHA MEeAWUMHCKA MOTUBAUMSA (3aQbiKWUTENHO ce
oTbensssa nunca Ha M3KMIOYBALLM KPUTEPUW (MOOMUCAHO OM 8CUYKU YieHoee Ha
cneyuanuaupaxama KoMucusi)

= “lpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annawanu ot H3OK/P3OK" - obp.
M3-H3OK (nodnucan om 8cuyku yneHoee Ha cneuuanudupaqama KOMUcus)

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

MpoTokonu 3a npoabMKaBaHe Ha NeveHue (Camo B Cry4YauTe Ha MHTepepoHoBa Tepanus)

= [onbnHeHo W noanucaHo npunoxenue 1 — NUCT 3a onpeaensHe Ha kputepuute
(no 1.B6)

=EtanHa enukpu3a, BKkNYBall@ BCWYKM un3cneasaHws no Tabnuuata 3a
npocneassaHe Ha NpUNoXeHue 2 (npunazam ce U Ha opuauHanHa bnavka unu
CNELMANU3UPAHA 3aeepeHo Konue), ambynaTopeH NUCT OT NOCNEeAHNA Npernez Npu cneyuanucT
komucus =EKCNepTHO CTaHoBMWE C SICHA MeAWLMHCKA MOTUBALMS (3aAbIKUTENHO ce
otbenssea nunca Ha M3KNIYBaLLM KPUTEPUM (MOONUCAHO OM BCUYKU YIeHOee Ha
creyuanuaupasama KoMucusi)

A 4

H3OK (nodnucax om ecuyku YneHoge Ha creuuanusupaHama KOMUcusi)

/ = ‘poTokon 3a npeanuceaHe Ha nekapcrea, 3annawatu ot H30K/P3OK” — o6p. M3-

Kommucus no un. 78, 1. 2 3aBepka Ha
ot 330 B LIY Ha H30K » npotokona B P30OK

Il. OBLLM MNONOXEHUA
1. 3001 nopasa noaroteenute aokymeHT B P30K, Ha TepuTopusita Ha KOSITO € Hanpasuno usbop Ha OMJI. [lokymeHTuTe
BKNIOYBAT:

1.1 3asiBnenue po [upektopa Ha P3OK.

1.2 MonbnHeHo n noanucaHo npunoxenune 1, 2 unu 3. Monbnea ce No CbOTBETHATA TOYKA W Ce Npunara oTpaseHara B
UMPOB MHAEKC MEAMUMHCKA AOKYMEHTauusi, yAoCToBepsiBalia BCEKM eAuH OT Kkputepuute. [lasa ce M NbnHus Habop
n3cneaBaHua (MHCTpyMeHTanHu u nabopaTophm).

1.3 “NMpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawann ot H30K/P30K" — 06p. M3-H3OK. MNpunara ce opuruHan Ha
npoTokona, a npu KaHauhaTcTBaHe 3a NpoAbikaBaHe Ha TepanuaTa ce NpPeACcTaBsi OpUrMHan Ha MpeaxofHUst NPOTOKON C
OTPa3eHN BCUYKN Ha3HAYEeHMS MO Hero.

1.4 [leknapauus 3a uHchopMUpaHo cbrnacue no obpasey (npunoxexue 4).

2. P30K npuema gokymeHTuTe no T. 1 cnea cnpaeka OTHOCHO 3APaBHOOCUIYPUTENHUS cTaTyc Ha 301
3. MLpBUAT M BCEeKM CneaBaly NPOTOKON ce u3pasar 3a nepuoa Ao 180 Axu.

2

7%
u VIBNCKBAHMA HA H30K MPU NEYEHWE HA XPOHUYEH BUPYCEH C XENATUT NPU BONHW HAJl 18 FTOAVLLUHA Bb3PACT
— B cuna ot 1 Hoemepu 2016 roanHa




image3.jpeg
NPUNOXEHWE 1
JINCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NEYEHUE HA XPOHUYHA HCV UHOEKLIUA C
AWPEKTHOAENCTBALLIM AHTUBWUPYCHW CPELCTBA (AAAC) MPU BOMHM HAJ 18 FOULLHA Bb3PACT

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA BE3UHTEP®EPOHOBO NEYEHUE HA XPOHUYHA
HCV MHOEKLWUA C AUPEKTHOQEWCTBALLM AHTUBUPYCHWU CPE[ICTBA (OOAC) MPU BONHWU HAL 18 FO[IULLIHA
Bb3PACT

i Ume: I ErH [ | ] [ I I l | | l

3abenexka: MeouyuHckama OOKyMeHmauusi, yooCMOBEpAeala 6Ceku Om KpUMepuume e MocoveHa ¢ Yugppa 6 uHOeKc u 3adb/KUMenHo npuopyxaea
HacmoAWomo npunoxexue

A. NHauKauum 3a neyeHue - Ha GeanHTepchepoHoBo nevenme ¢ [IIAC noanexar HenekyBaHu unu nNekysaHu nauneHTy ¢
KOMNEHCUPaHOo Unu AeKOMNEeHCUPaHo XPOHNYHO YepHoapoBHO 3abonsiBake B peaynTat Ha HCV uHdekums.

1. MpuoputeTHo e nevenneto ¢ [JJAC npu nauneHTH c:

A. HanpeaHana ¢ubposa (METAVIR F3) nnm ¢ komnencupara umposa (METAVIR F4) - Child A, BkniounTenHo u
Aekomnencupana umposa (Child B v C) 6es mHoroopranHo yepexaare (Child < 10; MELD < 17); nauveHTi cnea YepHoapobHa
TpaHCcnnaHTauus; I

B. npeawecTealyo neveHune - Npu NaLMEHTI, KOUTO He € NOCTUrHAT TpaeH BupyconordeH otrosop (TBO) ot
npeawecreawy kypc nevenue ¢ PEG-IFNa unwm IFNa 1 Ribavirin unu ¢ npoteased nixubutop nupea reHepaumsi, PEG-IFNa n
Ribavirin unu npekbcHanu neyeHne nopaam HaCTBLMUN YCNIOKHEHUS B XOAA HA NEYEHNeTO (TexXKa NeBKONeHMUs, aHemMus,
TpomBouuTonenus), aneprus kbM PEG-IFNa 1 Ribavirin. Hoe kypc ce 3anoqsa He no-paHo oT 12 meceua cnes npuknioysaHe Ha
nevenueto. Mpu HanpeaHano YepHoapobHo 3abonsisake (chuGposa F3/F4), no nsknioueHne, NeYeBHUAT Kypc MoXe Aa cTapTupa 1
No-paHo, HO He No-Manko oT 6 Mecela cnej NPUKIIYBAHETO Ha NPEAXOAHNS.

B. nauneHTi ¢ xpoHU4eH xenaTuT n CbC 3HAYMMK eKCTpaxenaTaniu 3abonsiBaHus, He3aBUCUMO OT cTaaus Ha hubpoaa —
NaLNEHTU C XO[PKKUHOBM U HEXOZXKKMHOBW NuMDOMU; naumeHTn ¢ 6ubpeuHo yBpexaaHe, HedposeH cuHapom ¢ nnu 6ea XBH;
NauneHT! Cbe cMeceHa KprornobynMHeMus 1 KNUHUYHI U3SBN Ha BackynuT n 6L6peyHo yBpexaaHe (MembpaHonponudepaTuseH
rnymepynoHedpnt); nauneHty ¢ HIV komHhekums; naumeHT ¢ aBTOMMYHHU 1 ApYri CEPUO3HI NpUApPYXaBalLm 3abonseaHus,
ABSBALLM C& NPOTUBOMNOKA3HMN 3a NeYeHne C MHTepthepoH U pubaBupuH.

[". NauMeHTV Ha MMYHOCYNpecUBHa Tepanusi, He3aBUCUMO OT CTaausl Ha nbposa

[l. nauvenTH ¢ BUCOKa pennukaums > 6 min. U, HesaBucUMO OT cTagusi Ha ubposa

B. Kputepuu 3a 3anouBaHe Ha nevyeHune

1. Hanuuve na HCV undekuus: nonoxurento HCV aHtutano; Hanuume Ha HCV RNA HuBO (HMBO Ha oTkpuBaHe < 25 Ul/ml); HCV
reHoTun u noareHoTunose 1a n 1b npu Tepanus ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR) U SIMEPREVIR U
NPU HANIUYME HA 1A NOAEHOTUN A CE U3CNEABA MYTALIA Q80K.

2. Xuctonornyna ouerka no METAVIR — npu nauveHTn ¢ xpoHuyeH xenatut C 6e3 yepHoapobHa uuposa v npu nunca Ha
NpoTUBONOKa3aHUs 3a U3BbPLUBaHE Ha YepHoApobHa Buoncus, HesagbnxuTenHa Npu NMMAGOM, NbpeBUYEH YepHoapobeH
KapLWUHOM; UMYHOCYNPECUBHO NeYeHue.

3. Texecrt Ha unposara: Child (knac u ckop); MELD ckop.

4. MNpeawecrpallo neyeHue (roauHa, otrosop/ 6e3 0TroBop) 1 CTPaHNYHKU peakLmun

5. Mpuapyxasawu 3abonsiBaHns u AaHHKU 3a Tepanusi ¢ (W36posiBaHe Ha NekapcTBEHUTE NPOAYKTH)

6. MNpeaTtepanesTyHa OLEHKA Ha CbBMECTMMOCTTa MexXAay nnaHupaHarta 6esnHTepgepoHoBa Tepanus n Aocera NpoBexaaHo
neyeHne Ha cbnbTCBalWmTe 3abonsBanHns

7. lunca Ha n3knioYBaLLy KPUTEPUN.

BroxumuyHa aktueHocT: noBuwen ALAT 1,2 Haj ropHata pedepeHTHa rpaHuLa npy NoHe eaHo uacneasaHe npu
EXEeMeCceyHo npocneasBaHe B pamkuTe Ha 6 meceua
BupycHa pennukauus:

*  Anti HCV antutena

*  HCV PHK nueo

=  [eHoTunmampare Ha HCV

= noareHotunose 1a u 1b npu Tepanus ¢ 3D (OMBITASVIR, PARITAPREVIR/ RITONAVIR + DASABUVIR) n SIMEPREVIR
* XMcTonornyHa akTMBHOCT: 6enesun Ha YepHoapobHO Bbananexue n pubposa, oLueHeHa onucaTenHo n/unu Ypes
wHaekcu (Knodell/ Ischak; METAVIR) ° - dmbposa B creneH nowe F3
Nunca Ha M3KNIoYBaLLM KPUTEpPUM No T. B * (NP1 aHaMHECTUYHN AaHHW NO NOATOYKA 2 OT T. B e HeobxoauMo Aa

Ce npeacTasy eKCNepTHO CTaHOBULLE OT JIeKyBalWMA NCUXMATLP CrneumnanucT no neyeHme Ha 3asucumocm)
"Ha opurvHanHa Gnakka oT NaGopaTopyA (3aBEPEHO U NOANIICAHO KONWE); NPU HANWUME Ha XOCNUTANM3aLWs Ce Npuiara enukpuaa C Homep 3. CTORHOCTM Ha
ALAT pa ce onpeaensT cnpsimMo NpueTuTe pedhepeHTHN rpaHuun 19 3a eHu i 30 — Npu Mbxe.
? OpUrHaneH L WM NOANKCAHO U 3asepeHo konue (HCV PHK ce nscnepea c konuuectsed PCR)
* opUrMHana Gnaxka OT XUCTONOTMYHO M3CNEABAHE — aKTYaNHOCTTA € AO 4 FOA. NPEAM KaHAWAATCTBAHETO
“YAOCTOBEPABA Ce C MOANVC HA CrieLManuCTa B NPUNOKEHNE 1 HA HACTOSLUNTE UIMCKBAHUA 1 Ce NPUNATAT HEOBXOAMMMTE U3CNeABAHMS, KOWTO AOKA3BAT
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B. U3kntouBawm kputepum

1. MauneHT, Npu KOUTO Ce oYakea HUCKa NPOALMKUTENHOCT Ha XNBOTA, NOPaaN HECBbP3aHN C YepHUa Apo6 CbNbTCTBALWM

3abonssaHus, KosTo He Moxe Aa 6bae noaobpeHa ¢ GeanHTephepoHOBOTO NeveHue.
2. Sofosbuvir npu nauneHTn ¢ Texko 6v6peyHo yepexaare (€GFR < 30ml/min/1 .73m2) 1 TepmuHanHa 6b6peuna
HEe/l0CTaTbYHOCT, Hanarawa xemoauannaa.

3. KomGuHauwsTa Paritaprevir/Ritonavir, Ombitasvir n Dasabuvir He ce npenopbysa Npu NaUMeHTV C AeKoMNeHcUpaHa Lmpo3a

Child-Pugh B u Child-Pugh C.

4. Simeprevir He ce NpenopbYBa NPY NaUMeHTI C AeKoMneHcupaxa Lmposa ¢ Child-Pugh B u Child-Pugh C; Haa 65roa. BbapacT;

uHekuna ¢ HCV nogrenotun 1a v fokasana Q80K MyTauus npeau neyeHneTo.

5. MpoTusonokasaxus 3a npunoxenune Ha Ribavirin n PEG-IFNa cnopea KXIT, npu kom6uHupaHe cbc SOFOSBUVIR u SIMEPREVIR

I. Nleye6HO-AMArHOCTUYEH aNropUTHLM

1. JlekapcTBeHn npoaykTu, BknoveHun B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B

CBHOTBETCTBUE C AencTBalUTe HOPMaTUBHU NOKYMEHTHU.

INN

MKB

HAO3A

SOFOSBUBIR + LEDIPASVIR

B18.2; K74.0; K74.6

1 Tabn. AHEBHO

OMBITASVIR, PARITAPREVIR/
RITONAVIR

B18.2; K74.0; K74.6

2 1abn. AHEBHO (CyTPUH)

RIBAVIRIN

i

DASABUVIR B18.2; K74.0; K74.6 2 Tabn. AHeBHO (1 cyTpuH 1 1 Bevep)
SOFOSBUVIR B18.2; K74.0; K74.6 1 Tabn. AHeBHO
SIMEPREVIR B18.2; K74.0; K74.6 1 Tabn. AHEBHO
B18.2; K74.0; K74.6 [osara ce onpeaens ce cbobpasHo Terno Ha 30J1. Mpu

Yllce sanousa c 600 mg u posara ce ysenuyasa
NporpecusHo.

L

2. TepaneBTUYHM CXEMM NpK pasnuyHuUTe reHotunose Ha HCV uHdekuusaTa

HCV lenoTtun 1:

MNaumnenTute, HdekTupanm ¢ HCV renotun 1, morat aa 6bAaT nekyBaHu cbe cneaHute 6esnHTepdepoHoBU KOMBUHALMK:

Cxema Ha neveHue Bpeme Bonhu 6e3 umposa Bonuu ¢ komnencupaxa umposa (KL)
(ceam.) | HamBhu Be3 Heycnex ot HauBhu Bes TBO Heycnex ot
TBO BOC/TVR BOC/TVR
SOF + LDV 12 X X X
SOF + LDV 12-24 X X X
SOF + LDV + RBV 12-24 x(A0) x(O0) x (Ad)
PTV/r + OMV + DSV 12 x (1b) x(1b)
PTV/r + OMV + DSV +RBV | 12 x (1a) x (1a) X (1b) X (1b)
PTVIr + OMV + DSV + RBV. 24 x (1a) X (1a)
SOF + SMV +/- RBV 12 X X X X

L]

HCV leHoTtun 2:

MNauunentute, nucpektpanm ¢ HCV reHotun 2, morat Aa 6bAar nekyBaHu Cbe cneaHute  6e3nHTepdepoHoBIN KOMBUHALMN:

Cxema Ha neyenue | Bpeme | Bonwu 6e3 umposa | BornHu ¢ KOMNeHCMpaHa umposa
(ceam.) | Hameuu | Bes SVR HaueHu Be3 SVR
SOF + RBV 12 X X X X

HCV leHotun 3:

MauvenTute, nHdekTupann ¢ HCV reHotun 3, Morat Aa 6baT nekyBaHu Cbe cneaHnTe 6e3auHTepdhepoHoBIN KOMBUHaLWK:

Cxema Ha nevenne | Bpeme | Bonuu 6e3 umposa | BonHu ¢ KoMneHcupaHa umposa
(ceam.) | Hamehu | Bea SVR HavBHun Be3 SVR

SOF + RBV 24 X X

SOF + LDV + RBV 12 X X

SOF + LDV +/- RBV 24 X
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HCV leHoTtun 4:

MauvexTute, nHdektpanu ¢ HCV reHotun 4, morat Aa GbaaT nekyBaHu Cbe cneaHuTe 6e3nHTepthepoHoBY KOMBUHALIMM:

Cxema Ha neuenve | Bpeme | Bonuu 6e3 umpo3sa | BonHu c KoMneHcupaHa umposa
(ceam.) | Hameumn | Bes SVR Haunshun Be3 SVR

SOF + LDV 12 X X

SOF + LDV + RBV 12 X X

PTV/r + OMV + RBV 12 X X

PTV/r + OMV + RBV 24 X X

SOF + SMV +/- RBV 12 X X X X

HCV leHotun 5 u 6:

MNauventute, nHektupanm ¢ HCV reHotun 5 unu 6, Morat aa 6bAaT nekysaHu Cbe creaHnTe KoMGUHaLMK:

Sofosbuvir (400 mg) u Ledipasvir (90 mg) B eaxa Tabnetka, npunarana BEAHBX AHEBHO NPW NauveHTV 6e3 uMpo3a, HenekysaHu
Wnu nekyeaHn, B npoabrkeHue Ha 12 ceamuum, 6es Ribavirin. Henekysanute u nekyBaHuTe nauneHT ¢ KOMNEHCUpaHa uuposa
TpsibBa aa 61=Aar TPeTUpaHu ¢ Tasn kombuHaumsa ¢ cukcupata ao3a 3a 12 ceamuum, 3aeaHo ¢ Ribavirin exeaHesHo, A03uWpaH Ha
kunorpam Terno (1000 unu 1200 Mg CbOTBETHO NP NaLMeHTU < 75 kg unm 2 75 kg). MauneHTuTe C KOMNEHCUpaHa uMpo3a u ¢
npoTuBonokasaHus 3a ynotpeba Ha Ribavirin unu ¢ nowa noHOCUMOCT KbM HEro Mo Bpeme Ha neveHneTo Tpsbea aa nonyvasat
kombuHaumsTa ot dmkcupana ao3a Sofosbuvir n Ledipasvir B npoabrxeHue Ha 24 ceamuum, 6e3 Ribavirin.

IleyenuneTo ¢ kombuHaums ot dukcupanm 4o3n ot Sofosbuvir u Ledipasvir ¢ Ribavirin moxe fa 6bae yabnkeHo Ao 24 ceamuum
MPU BEe NeKyBaHW MaLMeHT C KOMNEHCMpaHa Lupo3a U OTPULATENHM MPEAUKTOpU 3a OTFOBOP, KAaTO Hanpumep 6poit Ha
TpomBoumTn < 75 x 10° Il

IleyeHue Ha nauuMeHTu C AeKOMMNeHCcupaHa qepHo,qpoﬁHa uuposa

MaumentuTe c fekomneHcupata uvposa (Child-Pugh B u Child-Pugh C), morat aa 6baat nekysanu ¢ komGuHaums ot Sofosbuvir u
Ribavirin 8 npoabnxenne Ha 16 -20 ceamuum (HCV redotun 2), ¢ komGuHaums ot dukcupana aosa Ha Sofosbuvir u Ledipasvir
(HCV revotunu 1, 4, 5 n 6) cbe unu 6e3 Ribavirin cnopea TernoTo, B NpoAbiKeHNe Ha 40 24 ceaMnuUM.

Cxema Ha nevenue Bpeme BonHK ¢ AeKoMneHcupaHa uMposa
(ceam.) Hauehn Bes SVR
SOF + LDV +/- RBV 12-24 X X
SOF + RBV 12 X X

Maunentute ¢ gekomneHcupaHa umuposa (Child-Pugh B unu C) morat aa 6baart nekyBaHu ¢ komBuHaums ot dukcupaHa aosa
Sofosbuvir u Ledipasvir ¢ Ribavirin B npogbmkexue Ha ao 24 ceamuum (HCV reHotunose 1, 4, 5 unu 6).Mpn Tean nauveHTn moxe
Aa ce craptupa c Ribavirin B posa ot 600 mg AHeBHO v BNocneacTBre Ao3aTa Aa ce perynupa B 3aBUCUMOCT OT TONepaHTHOCTTa.

JleyeHue Ha naumeHTH ¢ NocTTpaHCNNaHTaumMoHeH peunaus Ha HCV uHdekuuaTa

MNauventute ¢ HCV peunane cnep TtpaHcnnaHtauus Tpsbea aa Gbgar nekysauu cbe [JAAC cxema 6e3 uHTepcepoH B
npoAbIKEHNe Ha 24 ceamuum cbe unu 6es Ribavirin.

Mauventute Ge3 uuposa unu ¢ komneHcupawa umposa (Child-Pugh A) cnep TpaHcnnavTauus morat ga 6baart nekyeauu c
kombuHauus ¢ pukcupaHa posa Ha Sofosbuvir n Ledipasvir ¢ Ribavirin 3a 24 cegmuum (HCV reHotunose 1, 4, 5 unn 6) 6es ga e
HeobX0AMMO MMYHOCYNPECUBHO azianTupaHe Ha nekapcTeeHarta osa.

Mauventute 6e3 uMposa wunu ¢ komneHcupaHa uuposa (Child-Pugh A) cnep TpaHcnnauwtauws moraT Aa 6baat nekyBaHu c
kombBuHauma ot Paritaprevir/ ritonavir, Ombitasvir n Dasabuvir ¢ Ribavirin B npoabmkenue Ha 24 ceamuum (HCV reHotunose 1 n
4). [losata Ha Tacrolimus TpsiGea aa ce kopurupa Ao 0,5 mg BeAHbX ceamnyHo unm 0,2 mg Ha BCeku 3 AHW, AOKATO Ao3ata Ha
Cyclosporin A Tpsiba na ce kopurupa A0 e€AHa neTa oT AHeBHaTa [03a, nofydeHa npeaw nedenneto Ha HCV BeaHBbX AHEBHO.
Paspewena e ynotpebata Ha Prednison B ao3n <5 mg/aeH, Ho uanonasaneto Ha mTOR uHxuBUTOpPK He ce npenopbyBsa.

MaunenTute ¢ aekomneHcupaHa umposa (Child-Pugh B unu C) morat ga 6baat nekyBaHu ¢ komBuHauus oT cpukcupaHa aosa
Sofosbuvir u Ledipasvir ¢ Ribavirin 8 npoabmxenne Ha 24 ceamuum (HCV reHoTtunose 1, 4, 5 unu 6).Mpu Tean naumeHT moxe aa
ce crapTupa c Ribavirin B fo3a o1 600 mg AHEBHO W BNOCNeACTBUE A03aTa /ja Ce perynvpa B 3aBUCUMOCT OT TONePaHTHOCTTA.

0. MonuTOopupaHe Ha eheKTUBHOCTTA Ha TepanuaTa

Mpu nauveHTMTe, 3a KOWTO € NPeUeHeHO, Ye Ce HYXAAAT OT 24 CeAMUYHO FleveHWe We ce M3aasaT 2 npoTokona (3a
nbpBuTe 3 Meceua); B 3aBUCMMOCT OT BUPYCHATa pennukauus 3a criegsawmre 3 Meceua.
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