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NPU U3OABAHE HA MPOTOKONU 3A NPOBEXAAHE HA JIEYHEHUE HA XPOHWU4YHU BUPYCHU
XEMATUTU B, B+D, C MNP BOJIHX NOA 18 TOAULLIHA Bb3PACT

MpoTokonbT ce U3gaBa OT CNeLManucTi - raCTPOEHTEPONo3n OT CreLumanu3npaHa KOMUCUsS! B NieyebHN 3aBefeHus
3a 6onHMYHa nomoly, ckrouunu gorosop ¢ H30K. CneunanuavupaHuTe KOMUCUM Ce Cb3AaBaT CbC 3arnoBej Ha AUpeKkTopa
Ha J13: YHuBepcuTeTcka knuHuka no ractpoeHteponorusi kbM CBAJIAB — rp. Codus, MHoronpodunHa cneuvanuanpara getcka
KNWHWKa KbM YHueepcutetcka 6onHuua ,Ceeta Mapuna” - rp. Bapha, [letcka knunHuka kbm MBAJT “Tokyaa bonHuua Cocus” — rp.

Codhus.

PE[] 3A 3ABEPABAHE HA NMPOTOKOJIUTE

npOTOKOﬂVI 3a 3ano4yBaHe Ha TepanuaTa

CMEUWANU3UPAHA
KOMUCUA

/

=[TonbAHEHO ® noannucaHo npunoXxexHue 1 - nucr 3a onpeaensiHe Ha Kputepuute no
CbOTBETHATa TOYKa C BCUYKM HEOBXOAUMU U3CTeBaHuNs

sETanHa ennKpu3a, BKIIOYBALLA BCUYKM U3CNeaBaHNs 3a npeaxoxaawumte 3-6 Meceua
no tabnuuara 3a npocreassaHe Ha NpuUNoXxeHue 2 (npusazam ce U Ha Opu2UHanHa
6naHKa unu 3aeepeHo Kornue)

=EKCMepTHO CTaHOBMIlE C $CHAa MeAULMHCKA MOTUBALMS (3aAbIDKUTENHO ce
otbensssa nunca Ha U3KnK4YBan Kputepumn (I'IOOI'ILICaHO Om BCUYKU 4Y/IeHO8e Ha
creyuanuaupaHama KOMUCUS)

=‘[poTokon 3a npeanucBaHe Ha nekapcTea, 3annawain ot H30OK/P3OK” — 0bp. M3-
H3O0K (nodnucax om ecuyku 4neHosee Ha crieyuanu3upaHama KoMUcusi)

Komucusi no un. 78, 1. 2 ot

330 B LIY Ha H30K

3aBepka Ha

—> npoTokona B P30K

MpoTokonu 3a npoAaLmMKaBaHe

Ha TepanuaTa

CMNEUNANU3UPAHA
KOMUCHKA

%

=[lonbNHEHO U NOANUCAHO NpUMoXeHWe 1 — NUCT 3a onpefensiHe Ha KpUTepUnUTe no
CbOTBETHaTa To4Yka C BCUYKM HeOﬁXO,ClMMVI wnscneasaHus

=ETtanna enuKpu3a, BKIo4YBalla BCUYKU U3cCneaeaHus no TEGJ'IVILlaTa 3a npocnegsaeaHe
Ha NpunoxeHue 2 (Mpunazam ce U Ha opuzuHanHa GnaHKa UNU 3aeepeHo Korue),
aM6ynaTopeH nuct/ etanHa enukpusa oT nocrneaHus npernej npu cneuynannuct
=EKCMEPTHO CTaHOBUILE C $CHA MEAUUMHCKA MOTMBALMS (3aAbIKUTENHO Ce
otbens3Ba nuMnca Ha M3KMIOYBALLM KpUTEpUW (MOOMUCAHO OM 6CUYKU YneHoge Ha
creyuanusupaHama KoMUcUsi)

=“[poTokon 3a npeanucBaHe Ha nekapcTea, 3annawann ot H30K/P3OK” — 0bp. M3-
H3O0K (nodnucax om ecuyku 4neHose Ha crieyuanu3upaHama KOMUcusi)

Komucus no un. 78, 1. 2 ot

330 B LY Ha H30K

3aBepka Ha
T npotokona B P30K

Il. OBLUM NONOXEHUA

1. 3011 nopaBa nogrotBeHute AokymeHTM B P30OK, Ha TepuTopusiTa Ha KOSITO € HanpaBuro u3bop Ha OMJ1. [lokyMeHTUTe
BKIIOYBAT:

1.1 3asBnenue ao [upektopa Ha P3OK — oT poauten/ HAcCTOWHUK

1.2 MonbnHeHo u noanucaHo npunoxexue 1. MonbnBa ce No CbOTBETHATa ToYka W Ce Npunara oTpaseHata B Ldpos
VHAEKC MeAVLIMHCKA JOKyMEHTaLMs!, yA0CTOBepsiBaLlia BCEKU eUH OT KputepunTe.

1.3 MbnHuaT Habop nscneaBaHus (puankanin, UHCTPYMEHTaNHU 1 NnabopaTopHu), OTpaseH B NMPUIoXeHue 2.

1.4 “MpoTokon 3a NpeAnucBaHe Ha nekapcTBa, 3annawanu ot H30K/P30K” — 06p. M3-H3OK. Mpunara ce opuriHan Ha
npoToKona, a Npu KaHAuAaTcTBaHe 3a NpoAblikaBaHe Ha TepanusTa ce NPeJCTaBsA OPWUTMHAN Ha MPEAXOAHUS NMPOTOKON C

OTpaseHn BCUYKN Ha3HaYeHUsi No Hero.

1.5 [leknapauums 3a nHopMupaHo cbriacue no obpasel (npunoxeHue 3) — oT poauTen/ HaCTOMHUK
2. P30K npuema aokymeHTuTe no T. 1 cnep cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus cratyc Ha 30J1.
3. MbpBUAT U BCEKM crieaBall NPOTOKON Ce M3aaBart 3a nepuoa Ao 6 meceua.

i 2%
v

N3NCKBAHUA HA H3OK MNPU NEYEHUE HA XPOHWUYHW BUPYCHU XEMNATUTU (B, B+D, C) NPU BOJIHW NOA 18 TOAULLIHA
BB3PACT B U3BbHBONHUYHATA MOMOLL, - 8 cuna ot 1 mapt 2014 roguHa
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TIMCT 3A ONPEAENSHE HA KPUTEPUUTE NMPU NPOBEXOAHE HA NIEYEHUE HA XPOHUYHU BUPYCHU
XEMATUTHU C, B, B+D NPU BOJTHW NMOA 18 FOJULLHA Bb3PACT

Ume: | ErH I l l [ ! I | | ‘ I

3abenexka: meduyuHckama AokymeHmayus, ydocmosepsiealua eceku om Kpumepuume e rocoYeHa ¢ yugppa & uHOEKC U 3adBIHKUMENHO
npudpyxasa HaCMOSIWOMO NPUNOKEHUE.

A. Kputepuu 3a 3anouBsaHe Ha NbpBU Kype (3ab/MKUTENHO @ HaMYMETO Ha BCUYKM KpUTepum)

1 | Bw3pact: go 18 roguwha Bbapact

BuoxumuyHa aktuBHOCT: noBuweH ALAT>1,5-2 nbTn Haj ropHata pedepeHTHa rpaHuMua npu noHe ase
onpeziensiHus B pamkuTe Ha 3-6 Meceua '

3 | MonoxurenHu ceponornyHu mapkepm 3a XpOHUYEH BUPYCEH XenaTuT 2

OnpegensiHe Ha BUpyCHaTa pennuKkaums:
4 = HCV upes konuyectseH PCR
= HBV u HDV uHdekuus ypes konuyecteeH PCR 2

* XucTonornyHa akTMBHOCT: Genesn Ha YepHoApPo6HO Bb3naneHne u ubposa, oLeHeHa OnUCaTENHO U/Mnu ypes
5 | unpekcm (Knodell/ Ischak; METAVIR) °

Jlunca Ha usknioysBawm Kputepumn no T. B (NP1 aHaMHECTUYHM AaHHM MO T. 2 oT B e Heobxoanmo Aa ce npeacTasu
6 €KCMEepTHO CTaHOBMULUE OT IeKyBaLUMA NCMXMATLP CNELManucT No fieYeHne Ha 3aBUCUMOCTH)

: Ha opuruHanHa BnaHka ot naﬁOPETOpMﬁ Ny 3aBepeHo U NoANUCaHO Konue, Mpu Hanuyue Ha xocnuTanusauus ce npunara enukpusa c
Homep W3. Jluncama Ha Opyau npuduHu 3a 4epHoOpobHO 3abonseaHe ce nomewbpkoasa C u3credeaHusima no mabrnuya 3a npocnedsisaHe 6
npuIoXeHue 2
OpUrMHaneH UL UK NOANUCAHO U 3aBEPEHO KOMUE, NPU HEOBXOAMMOCT Ce U3BLPLUBA reHoTUnMaMpare Ha HCV WHekumuATa
OopuruHanHa BnaHka oT XUCTONOrMYHO uscnejsaHe unu 3aBepeHo U NoanucaHo konve
YAOCTOBEpSABA Ce C NOANUC Ha crneunanucTa B NpuroxeHue 1A Ha HacTosALMTE U3UCKBAHWA U Ce npunarat HEOEXOAVIMVITS unacneasaHus,
KOUTO A0Ka3Bar nuncara Ha U3KNYBaLYM KpUTePUM no noaToukun 6, 7,8, 9, 10 ot 1. B
* 3abenexka: Mpu HanuuMe Ha npuapyxasaluyM 3aGOnsiBaHWUs, KOWTO Ca KOHTPaWHAVKALMA 3a YepHOApoGHa Guoncus ce
M3BbPLIBA OLIEHKA PUCK/ MOM3a, OTHECEHM KbM MPOrHo3aTa Ha CbLOTBETHOTO NpUAPYXaBawo 3abonsiBaHe. Tasu oueEHKa
3a4bIDKUTENTHO Ce BNUCBA B EKCNEPTHOTO CTAHOBULLE.

B. Kputepuu 3a npoab/mkaBaHe Ha TepanuaTa (3aAL/mKUTENHO @ HaIMYMETO 1 Ha ABaTa KpuTepusl)

B 3aBMCMMOCT OT pesynTata OT NIEYEHMETO U CePONOrMYHNUTE U BUPYCONOrUYHN U3CNEeABaHNS Ce B3eMa pelleHre
1 | 3a crvpaHe Ha Tepanusita nW 3a MPOABIKABaHE Ha NeueHMeTo 3a owe 24 ceamuum - HCV RNA, HBV DNA,
HBeAg/anti-HBe'

2 | Nunca Ha cTpaHuyHM edbekTH 1 3KMIOYBaLLM KpUTepUm no T. B 2

T opuruHanen duL unn NognucaHo u sasepeHo konue (HBV AHK ce nscreasa upes konuyectseH PCR)
?yAocTOBEPABA Ce C eTanHa envkpuaa, NoANUCAHA OT CELMANNCTATE, HadHAYUNM NEYEHNETO

B. U3KNKOYBALLW KPUTEPUU
1. Meunxvunn 3abonsBaHus
2. BonHu, 3n10ynoTpeBsBalLy CUCTEMHO C arkoxos, HapkoMaHu, NMPOAbLIKaBaLLY yroTpebaTta Ha HapKoTULM, KaKTO 1
Takuea 6e3 UMCT OT MHTOKCUKALIS NEpPUOZ, He Mo-Masbk oT 12 Meceua. BonHu Ha MeTagoHoBa Tepanus.
3. [ekomneHcupaHa LUMpo3a 1 TEXKM NpUapyKaBaLuu 3a6onsBaHns Ha CbpAeHHO-ChAOBaTa U AnuXaTenHaTa cuctema
4. ABTOUMYHEH xenaTut
5. CuctemMHu 3abonsisaHusi Ha CbegUHUTENTHATA ThKaH
6. HekoHTponupaH xunep- v XMnoTupeouanu3bM
7. AKTUBHN XPOHWYHYU BaKkTepuanHu nHekLm
8. HeytponeHus (abcontoteH Bpoii HeyTpodunn < 500 mm3 1 TpomBouuToneHus (< 50 000)
9. HekoHTponupaH 3axapeH avabet
10. XBH 6e3 guanusa
11. CounbTeTBawa HIV npu 6poit CD4 < 200
12. BpeMeHHOCT U KbpMeHe
13. CuctemHo HecnassaHe Ha nevebHaTta cxema OT CTpaHa Ha 6onHus, C NpekbCBaHe noseve oT 3 MeceLa

OTroaapﬂ Ha KpUTepuuTe 3a fie4yeHme c B AHEBHa Ao3a  ...................

s

nognuc Ha cneumanucTa

M3NCKBAHUA HA H3OK MPU JIEYEHUE HA XPOHWUYHW BUPYCHU XEMATUTU (B, B+D, C) NPW BOJIHM NOA 18 FOAULLIHA
BBH3PACT B UBBbHEONMHUYHATA MOMOLL, - & cuna ot 1 mapt 2014 roguna
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JIUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA KOMBUHUPAHO JIEYEHUE HA XPOHUYEH
BUPYCEH XEMNATUT C MPU BOJTHX NOA 18 rOAULLHA BB3PACT

We: [erH] | [ [ [T [ [ T [ ]

3abenexka: mMeduyuHckama OokymeHmauusi, ydocmoeepsisalya eceku Om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOeKC U 3adbL/KUMenHo
nMpudpyxasa HaCMosUOMO NPUIOKEHUE.

A. Kputepum 3a 3anoysaHe Ha MbpPBM KypC (3a4BLIMKUTENTHO @ HarlMYMeTo Ha BCUYKM KpUTepum)

BuoxmMMmuyHa akTMBHOCT: nosuweH ALAT 1,2 Hap ropHaTa pecdiepeHTHa rpaHuLa npu noHe eAHO M3crieaBaHe npw
1 ememecequ? rpocrieassaqe B pamkute Ha 6 Meceua unu ¢ubposa B cTeneH noHe F2 npu HopmarnHa GuoxumuyHa
AKTUBHOCT

BupycHa pennukaums: >
®=  Anti HCV antutena
2 ®*  HCV PHK nuBo
=  TeHoTunuaupaHe Ha HCV

* XUCTOMOrMYHa aKTUBHOCT: Geneam Ha 4YepHoapobHO Bb3naneHue u Gubposa, oLeHeHa onucaTenHo wunu yYpes
uHaekeu (Knodell/ Ischak; METAVIR) ®

Jlunca Ha usknoYBalM KpUTEPUM No T. B (NMpy aHaMHeCTUYHM JaHHM no noaTouka 2 ot T. B e Heobxoanmo Aa ce
npeAcTaBn eKCnepTHO CTaHOBULLIE OT fieKyBalwms ACUXUaTBP cneuuanucT no JieyeHue Ha 3aBMCMMOCTM)

ua opuriHanHa Bnaxka ot nabopaTopus (3aBepeHo M NOANKUCAHO KOMWE); NPM Hanu4Me Ha XoCnUTanu3aums Ce npunara ennkpuaa c Homep U3

upnrunaneH U KM NoanucaHo 1 3asepeHo konve (HCV PHK ce uscneasa ¢ konuyecteed PCR)

opyriHanka 6nakka OT XUCTONOTUYHO U3CNIeABaHE — aKTYanHOCTTa € A0 3 FOAWHIN NPeAN KaHAUAATCTBAHETO

YAOCTOBEpsiBa Ce C NOANKUC Ha CIeUManucTa B NpUnoXeHue 15 Ha HaCTOSILLUTE U3MCKBAHWS 1 CE NPUNaraT HeoGXOANUMMUTE U3CNeABaHMUS, KOUTO AoKasBaT
IMNCaTa Ha M3KNIoYBalyM KpUTepum no noartoykm 6,7, 8,9, 10, 11, 12 o1 1. B

3abenexka: * pu Hanvuue Ha NPUAPYxKaBaLy 3aBONABaHNSA, KOUTO Ca KOHTPaUHAMKALMS 3a YepHOAPOGHa GUONCUs Ce 3BBPLUBA OLIEHKA PUCK/ NON3a, OTHECEHM KbM

nporHosaTta Ha CbOTBETHOTO NPUAPYXaBaLo 3abonssaHe. Taau OLEHKa 33ABMKUTENHO CE BUCBA B €KCNEPTHOTO CTAHOBMLLE.

3
a

B. Kputepuu 3a npoagbnkaBaHe Ha Tepanusita (3afbmKUTENHO e HaNMYUeTo M Ha ABaTa Kputepus)

Hanuuve Ha Hamanexne Ha HCV PHK > 2 log 10 |U/ml B kpasi Ha 3 MeceL} OT HayarnoTo Ha NeYEHUETO B CpaBHEHUE C
W3XO[JHOTO HUBO (PaHEH BMPYCONOrMYeH OTroBOp)

2 | Jlunca Ha cTpaHW4HYU echeKTU U U3KMIoYBaLUU KpUTepUmn no 1. B 2

opumnanen uw unm nognucaHo u 3aeepeHo konne (HCV PHK ce uscneasa c konuyecteeH PCR)
? ynocToBEpsiBa Ce C MOANVC Ha CMIeLMaNICTa B NpUnokeHue 15 Ha HACTOSLLUTE USMICKBAHWS W CE NPUMAraT HeOBXOAMMMTE U3CIeABAHUA, KOMTO AOKa3BaT
nvncarta Ha U3KNIoYBalLM KpUTepuM No noaToukm 6,7,8,9, 10,1101 T. B

3abenexxa:
= Cnaa Ha HMBOTO HaA 2 log 10 B CpaBHEHWUE C M3XOAHOTO HUBO HE Ce M3MUCKBA NpW BOMHM C reHoTUN 4, 5 1 6, KOUTO NonyYaBat Lenus 12 — MeceyeH Kype Ha neveHme.
= [pyu Hanuyue Ha paHeH BUPYCONOTMYEH OTIOBOP fle4eHUETO NPOALIKaBa 6 MeceLa Npy reHoTin 2 U 3 1 12 mecewa npu reHoTun 1, 4, 51 6.
= Mpu GonHu ¢ Hanuyme Ha HCV umHekuus C noseye OT efuH reHoTun, GOnHWUTE Ce nekyBaT Mo CXemara CbOTBETHA Ha reHoTUna C Hai-HeGraronpuateH
TepanesTMYeH OTroBOp.

B. M3KI'IIO"IBALLIM KPUTEPUK

Mcuxuynm 1 HeBponoruyHn 3abonssaHus

BonHu, anoynoTpebsBally CUCTEMHO C ankoxon, HapkomMaHu, NPoAbMkaBalLy ynoTpebara Ha HapkoTULY, kakTo i Takusa 6es unct

OT MHTOKCUKaLWS NEPUOA, He Nno-Manbk oT 12 meceua

[ekomneHcnpata YepHoApobHa LMpo3a unu Texk1 NpuApYyxasally 3a60nABaHua Ha CbpAEYHO-CA0BATa U AUXaTenHara cucrema

ABTOUMYHEH XenaTut

CucTemHu 3abonABaHNs Ha CbeAVHUTENHATA ThKaH

HekoHTponupaH xunep- 1 XMNoTUpPEonan3LM

AKTVBHW XpOHWUYHN BakTepuanHiu WHeKLU

HeyTponexus (abcontoteH 6poit HeyTpodunu < 500 mm3 1 TpomboLuToneHus (< 50 000)

XemornobuHonatuu (Hanp. Tanacemus, CLPNOBUAHOKNETEYHA aHeMus) — 3a npunoxexne Ha Ribavirin *

10. HekoHTponupaH 3axapeH auabet

11. XBH 6e3 gnanusa

12. CwunbrerBawa HIV npu 6poit CD4 < 200

13. BpeMeHHOCT 1 KbpMeHe.

14. Nunca Ha cnag Ha HCV PHK ¢ = 2 log 10 1U/ml B kpas Ha 3-1 MeceLl| OT Ha4asioTo Ha NIEYEHNETO B CPABHEHUE C N3XOLHOTO HUBO
(nunca Ha paHeH oTroBop).

15. CucremHo HecnassaHe Ha nevebHaTa cxema OT CTpaHa Ha GOMHUsA, C NpeKkbCBaHe noseye oT 1 Mecell

16. BkniouBaHe Ha GONHUSA B KITMHUYHO Npoy4YBaHe™

CENOOA®W N

* lNpu Hanuuue Ha Tanacemus ce NPOBEXAA NleYeHUe CaMo ¢ MHTepepoH-anda Npu BUCOKa GUOXMMUYHA U BUPYCONOTMYHA aKTUBHOCT.** KOMUCHATA, KOATO
€ Ha3Hauuna neyexueTo u Habnionasa 330J1, e AnbxHa He3aGaBHO Aa yBeaomMn KommucusTa 3a ekcnepTusu no un. 78, 1.2 ot 330 B LIY na H3OK. Te3u Gonuu
Ce 3anMCBaT B OTAENEH PerucTbP W He ry6AT NPaBoTo CU 3a NPOALIKABAHE HA NIEYEHUETO CNIeA NPUKIIOYBAHE Ha KIIMHUYHOTO NPOYYBaHe.

O'rroaapﬂ Ha KpuTepuuTe 3a ne4vyeHue c B AHeBHa Ao3sa

o

NoAMNUC Ha CNeLMANUCTA . .........cooiiiiiiiiiieeie e

U3NCKBAHWA HA H3OK MPU NEYEHUE HA XPOHUYHW BUPYCHU XEMATUTU (B, B+D, C) NPU BOJIHW MO 18 FOAULLHA
Bb3PACT B UBBbHEOJIHUWYHATA MOMOLL, - & cuna ot 1 mapt 2014 roguHa
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I. NEYEBHO-AVATHOCTUYEH ANFOPUTHLM MPU MPOBEXOAHE HA JIEYEHWE HA BOSIHW NMOA 18 FOAWLLHA
BB3PACT C XPOHUYHWU BUPYCHU XEMATUTHU B, B+D

1. NEKAPCTBEHU MNPOAYKTWU, Bkniouewn B lMpunoxenue 1 wa MNC, kouto H3OK 3annawa B CLOTBETCTBME C
OeWcTBalUTe HOPMATUBHU JOKYMEHTY.

INN MKB LO3A U CXEMA HA NEYEHUE
. Mpu HocuTencTeo Ha HbeAg M HanMuue Ha HUCKU HMBa Ha HBV
DNA:
INTERFERON ALFA-2A B18.0 - [0 5 ME/M2 T.M. cybKYTaHHO TPW MbTW CEAMUYHO B NPOABLIKEHUE
B18.1 Ha 6 meceLa
K74.0 - npu nepcuctupade Ha HbeAg u HBV DNA B kpas Ha 6-us Mecel
K74.6 Tepanusita ce npekpaTsisa

- NpW BUCOKW M3XOAHW HUBa Ha HBV DNA neuyenue c WHTtepdepoH -
anda He ce npenopbYBa.

= _[lpununca Ha HbeAg u Hanuuue Ha HBV DNA ( npe -Kop MyTaHTHU
BapuaHtv Ha HBV):
- A0 5 ME/M2 T.M., CyBKyTaHHO TpU MbTU CEAMUYHO B NPOALIKEHNE
Ha 12 meceua
- npu nepcuctupade Ha HBV DNA B kpas Ha 6-ust Mecey TepanusTta
ce npekparsisa
- Mpy BUCOKM M3X0AHW HMBa Ha HBV DNA neuenue c WHTepcepoH-
anda He ce npenopbyea.

= [llpun xomneHcupana HBV uepHogpo6Ha umposa (6es acuut) c
BUpEMUs 1 BUOXUMUYHA aKTUBHOCT - cTaauit A no Child- Pugh:
— A0 1,5ME/M2 T.M., CyBKyTaHHO TpU MbTU CEAMMYHO B NPOABLIDKEHNE
Ha 12 mecela
- npu nepcuctupaHe Ha HBV DNA B kpas Ha 6-usi Mecey, TepanusTa
ce npekparsisa

=  [lpu kouHdpekums ¢ HBV u HDV:
- 6 ME/M2 T.M. TPV NbTW CEAMUYHO B NPOALIXEHUE Ha 12 meceLa.

3. MPOCJIEAABAHE

Tlepron Ha neuenue * Mpocnensisaxe
x

Wacnensanus -6m. [wax [2c [1mM. [2mM. [3mM [4m [5m [6M [ 7M. [8m [Om [12m* | +3m. [ +6m

XEMATOINOIrM4yHU

XemornobuH

epur.

JieBKOUNTK

N
ANRYENEN
ANENENEN
SNENENAN
SNENEANEN
AN ENENAN
AYANENAN
ANENENAN
SNANENRN
ANENANAN
ANENRNER
ANENANAN

TPOMmG.

BUOXUMUYHU

ASAT A

ALAT 4

GGTP

ENENENRR
ANENENEN
ANENENAN
ANESENEN
ANENENEN

AP

06w 6entbk

anbymuH

6unupybux

KpeaTuHuH

KpbBHA 3axap

A R R RN R ENENENRNEN

xonecrepon

ANENENENENENENENENRNEN
ANENENENENENENENENRNEN

TSH

BUPYCONOIrMYHU

HBeAg/ anti Hbe

ANAN

HBV DNA

ANANAN

HBsAg/ anti HBs

anti-HIV v

3abenexka:

*Mpy NPOABMKUATENHOCT Ha TepanusTa 12 Meceua Ha 9 1 12 Mecel Ce NPOBeXAaT KOHTPONHM U3CIIEABAHNS Ha KPbBHA KapTUHa 1 BMOXUMMS, a Ha 12-TUs Mecel| ce
M3BLPLUBAT M BUPYCOMOTUAYHY U3CTIEABAHNS.

#+ Criep WeCTUs Mecel| OT CTIMPaHETO Ha NEeYeHMeTo npes 4-6 MeceLa Ce KOHTPONMPAT aMMHOTPaHCepasuTe W NPU NOKA3aHWs Ce U3BLPLIBAT BUPYCONOTUAYHM
u3cneaBaHus.

W3NCKBAHUA HA H3OK MPU IEYEHWE HA XPOHUYHU BUPYCHWN XEMATUTW (B, B+D, C) NMPW BOJHU NOJ 18 MOAULLIHA
BBb3PACT B U3BbHBOJIHUYHATA MOMOLL, - & cuna ot 1 mapT 2014 roauHa
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I. NEYEBEHO-OUATHOCTUYEH ANTTOPUTBM MNPU NPOBEXOAHE HA JEYEHUME HA BONHU MOA 18 FOAMULLHA

BB3PACT C HCV

1. NEKAPCTBEHU NPOAOYKTWU, BknioueHn B Mpunoxenue 1 Ha [NC, kouto H3OK 3annawa B cLOTBETCTBME C
AeicTBalMTe HOPMATMBHU AOKYMEHTHU.

INN MKB [OO3A U CXEMA HA NEYEHUE

B18.2 = [lo 3 ME noaKoXHO eXeAHEBHO B NpoAbiikeHne Ha 14 AHu, crepn KoeTo
INTERFERON ALFA-2A K74.0 TpY NMbTU ceaMUYHO no 3 ME moAkoXHO B NpoabikeHue Ha 11 meceua

K74.6 (obwo 12 meceua).

B18.2
RIBAVIRIN K74.0 e [pubnuautenHa gHeBHa Ao3a - 15mg/kg

K74.6

B18.2
PEGINTERFERON K74.0 = [lo 1,5 mukporpamal/kg ceaMUYHO B koMBUHMpaHa Tepanusi ¢ pubaBupuH
ALFA-2B K74.6

B18.2 = [losupaHe npu neavaTpuyHW MauueHTu B KoMOWHMpaHa Tepanusi C
PEGINTERFERON K74.0 pubaBupuH — ceamuyHa Jo3a (Ug) ce onpeaens cbobpasHo TenecHa
ALFA-2A K74.6 noBbpxHOCcT (BSA) (m2)
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3abenexka:

+ Cb0oBpa3Ho NpeacTaBeHaTa no-rope CXema, B 3aBUCUMOCT OT pedynTaTa oT nposeaeHUst PCR Ce B3eMa pelleHue 3a CnvpaHe Ha Tepanusita unu 3a
NpoAbIXaBaHe Ha NEYEHUETO 3a oLe 24 CeaMULM.
*# [10 BBIMOXHOCT ce onpeaens HCV reHotuna. MauveHTUTe C HEU3CeABaH reHOTUN crieaBa Aa GbAaT TPETUPaHW KaTo MHAEKTUPAHK C reHoTun 1.

##x Cnej LIECTUs Mecel OT CMUPaHeTO Ha NedveHMeTo npes 4-6 Meceua ce KOHTPONMPAT aMUHOTPaHC(epasnTe U NpU NOKA3aHUs Ce WU3BbPLUBAT
BUPYCONOMNYHN U3CNeABaHUNA.

(\‘ N3NCKBAHUA HA H3OK MPU NEYEHUE HA XPOHWUYHW BUPYCHU XEMNATUTU (B, B+D, C) NPU BOJIHW MO 18 TOAULLHA
BBb3PACT B U3BBbHBEOJIHUYHATA MOMOLL, - & cuna ot 1 mapT 2014 roguHa



[image: image7.jpg]Il. OBLLUWN UBUCKBAHUA

1. Bb3pacToBaTa rpaHuua ce W341CnsBa B HaBbPLLEHN FONH - T.e. BKIIOYATENHO KbM Aarata Ha u3jasaHe Ha NpoTokona oT
cneLmanuaupaHaTa KOMUCHs.

2. an Ha3Ha4yaBaHe Ha Tepanusa No NPOTOKON 3aAbIIKUTENHO ce CbOGpaSSlBaT Bb3pacToBUTE OrpaHUYEHUsi, CbrnacHo KpaTtkaTta
XapakTepucTUKa Ha CbOTBETHUS NeKapcTBEeH NpoaykT, yTBbpAeHa no pega Ha 3JMXM.

3. H3OK He sannalua neyeHue U3BLH ykazaHaTa Bb3pacToBa rpaHULA B KpaTkaTa XxapakTepucTika Ha npoaykTa.

4. H3OK He 3annawa neyenne ¢ 403u HaJ MakCUMarHo paspeLLeHUTe Mo kpaTka XxapakTepucTuka Ha NpoayKTa.

5. B criyyan Ha HacTbnuna noaosvpaHa HexenaHa nekapcTBeHa peakuwsi, nekapsT ysegomsisa MAJ no pega Ha un. 183 or
3JINXM. Konue oT cbobLieHneTo ce npunara kbM MeAULIMHCKaTa fokymeHTauus Ha 30J1 npu kaHauaaTCTBaHe 3a nevyeHue.

6. KOMUCUATA, uspana npotokona Ha 30J1, cbXpaHsiBa BTOPM €K3EMNMsp Ha MPOTOKONa M BCUYKM Heobxoaumu
AOKYMEHTHU 3a u3faBaHeTo My.

Hacmosiwyume u3uckeaHusi ca paspabomeHu Ha OCHO8aHue yn. 56 om HauuoHaneH pamkogé 002080p 3a MEAUUUHCKUME
OeliHocmu 3a 2014 2oduHa (06H., 4B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 mapm 2014 2., cbanacHo un. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawjaHe Ha fiekapcmeHu npodykmu o yn. 262, an. 6, m. 1 om
Bakona 3a nexkapcmeeHume npodykmu 8 xymaHHama MeouuuHa, Ha MeOUUUHCKU u3denusi U AUeMUYHU XpaHU 3a CrieyuanHu
MeduyuHeku yenu (06H., B, 6p. 31 om 2007 2.).

r ‘.«‘ N3NCKBAHWNA HA H30K MPW NEYEHWE HA XPOHUYHWN BUPYCHW XEMATUTU (B, B+D, C) NMPU BOJIHU NOA 18 FOANLLHA
& BBb3PACT B U3BBbHBEOJIHNYHATA MOMOLL, - B cuna ot 1 mapT 2014 roguHa
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AEKNAPALMSA 3A UHOOPMUPAHO CbIMACUE C U3UCKBAHUSITA 3A 3AMOYBAHE/ NPObINKABAHE HA
NEYEHUETO C NNEKAPCTBEHWUS MPOQYKT

A3 BOTYMOAMACEHUAT/ATA ... s eeeeeeoeooeeeeeeeeeeoeoeoeoeoe

32 ASTORBIIMEEEE L srcuiic.......oooeoeeeeeeeceeeerens s sssssesmmssssss s R
Cnej kaTo Cce 3anosHax C us\nata MW NpefocTaseHa WHopMaLusi M Uenta Ha IfeYeHMETO C NeKapcTBeHWs
NPOAYKT.. n cnej kato nony4ux nsyepnaresnHu OTroBOpU Ha

NOCTaBeHUTe OT MEH BBMPOCU, ieKnapupam ye:

1. Lle cnassam npenopbyaHaTa Mi cxema Ha NeYeHme 1 NepUOANYHOCT Ha KOHTPONHWUTE Nperneau.

2. PenoBHO e ce SIBSIBAM Ha KOHTPOSTHY MPErnean 1 HaMa Aa NPOMEHSIM CaMOBOJIHO UMK NOA APYro BHYLIEHWe
HasHayeHaTta M1 Tepanus.

3. Tpu npeycraHoBsiBaHe Ha NEYEHUETO Mo MPUYUHK, HEeNPOU3TUYaLLK OT pelleHneTo Ha Komucusita 3a
ekcnepTuan 8 P3OK u/unu Kommuensita no un. 78, 1.2 ot 330, Lie yBeAOMSs He3a6aBHO NUYHUS cit nekap n P30K
 we sbpHa B P3OK nocrieaHvs npoTokon, no KoiTo cbM nony4asan/a nekapcTBEHUs NPOAYKT.

4. Tpn HecnassaHe Ha MOCOYEHMUTE YCIOBUS IEYEHUETO MU C YNOMEHATUsI NekapcTBeH NPoaykT we Gbae
NpeKpaTeHo 1 HaAMa Aa umam npeteHuun kbM H30K.

(ume, npesume v hamunus)

Moanuc:...

M3NCKBAHWNA HA H30K NPU NEYEHUE HA XPOHWUYHW BUPYCHU XENATUTU (B, B+D, C) MPU BOJIHX NMOA 18 MTOAULLHA
BBb3PACT B U3BbHBEONIHUYHATA MOMOLL, - & cuna ot 1 mapt 2014 roguHa





