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ne4yebHOTO 3aB
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I. PE] 3A 3ABI

U3UCKBAHUA HA H30K

WU3OABAHE HA MPOTOKONU 3A MPOBEXAAHE HA NEYEHWUE HA HCV NP BOMNHU HALL 18

FOAULLHA Bb3PACT

u3nasa OT CNeuuanucTu - racTpoeHTepono3n OT cneunanuaupaHa komucus B neye6GHN 3aBeneHus 3a
ow, cknoumnu aorosop ¢ H30K. CneunanuaupaHuTe KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AupekTopa Ha
AeHve B cneanuTe J13: FacTpoeHTeponoruyHa KnuHuka B YHusepcutetckute 6onHuum 8 rp. Codoms, MNnoeams,
Crapa 3aropa, BMA - rp.

Codpusi, MU — MBP — rp. Cocpusi, MBAN “Tokyaa Bontuua Cocous”, Y6 ,JloseHel”

EPABAHE HA MPOTOKOJIMTE

MpoTokony 3a 3ano4BaHe Ha TepanuaTa

CnEey|
KOMM

NATTUUPAHA
cus

-

i

= [oNbAHEHO W NOANUCAHO NPUMOXeHne 1 — NUCT 3a onpeaensiHe Ha kpuTepuuTe (No
T.A) C BCHYKM HEOBX0AMMU 3CneaBaHNa

= EtanHa ‘enuKpu3a, BKNoYBaLLa BCUYKM U3CneaBaHus 3a npeaxoxaawmre 6 meceua
no Tabnuuara 3a npocneasiBaHe Ha NPUOXeHue 2 (Mpuniazam ce U Ha opuzuHanHa
6naHKka unu 3agepeHo Konue)

. EKcnepmo CTaHOBMLUE C fiCHa MeAULMHCKa MOTUBALMS (SBABH)KVITEHHO ce
oT6ens3sa nunca Ha U3KIKYBaLLM KpUTEPUN (1odnucaHo om 6CUYKU YneHose Ha
cneyuanusupaHama KoMucusi)

= “NpoTokon 3a Npe/NUCBaHe Ha nekapcTea, sannawanu or H30OK/P3OK” — o6p. M3-
H3O0K (nodnucan om ecuyku YneHoee Ha cneyuanuaupaHama KoMUucus)

Komucusi no un. 78, 1. 2
ot 330 B LY a H30K

3aBepka Ha

—® | nporokona B P30K

MpoTol

0K 33 NPOABLIIKaBaHe

Ha TepanuaTta

CnEL
KoMK

WATTU3UPAHA
cua

b,

= [ToNbAHEHO W NOANMCAHO NPUMOXeHue 1 — NUCT 3a onpeaensHe Ha kputepunTe (No
1.6)

= Etanna €enuKpu3a, BKoYBaLLa BCUYKK n3cneasaHuns no Taﬁnuuara 3a npocneassaxe
Ha NpUNoXeHue 2 (Mpunazam ce U Ha opuzuHan+a bnaHka unu 3aeepeHo Konue),
aMﬁynaTopen JNACT OT NocneaHus npernea npu cneunannuet

B EKDﬂepTND CTaHOBMLLE C AICHA MEAULIMHCKA MOTUBALUA (JBABH)KIATEHMO ce
ot6ensi3sa nunca Ha U3KNIoYBaLLW KpUTEpUN (ModnNUCaHo Om 6CUYKU YreHose Ha
cneyuanuaupasama KoMUcUs)

= “[poTokon 3a npeAnucBaHe Ha nekapcTea, 3annauanu ot H3OK/P3OK” — o6p. M3-
H3OK (nodnucax om 8cuyKu YieHo8e Ha creyuanuaupaHama KOMUcus))

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

3aBepka Ha
npotokona 8 P30K

or
>

Il. OBLUM non
1. 33011 nopat

OXEHUA

BKMIOYBAT:
1.1 3asBn

3a NOAroTEEHMUTE AOKyMeHTH B P30K, Ha TepuTOpUsTa Ha KOATO € Hanpasuno nabop Ha OrI1. flokymeHTuTe

Hue o [upektopa Ha P3OK.

1.2 MonbnHeHo 1 noanucaHo npunoxenve 1. Monbisa ce No CLOTBETHATa TOUKa M Ce npunara oTpaseHata B UMGpos
VMHAEKC MEAMLIMHCKa AOKyMEHTALWS, YAOCTOBEPSBALLA BCEKI EAVH OT KpUTepUHTe.
Habop u3cneaBaHus (PUINKANHU, UHCTPYMEHTANHN U NabopaTopHu), 0TpaseH B NpUnoxeHue 2.

1.4 “NMpoTokon 3a npeanucBaHe Ha NekapeTsa, 3annauwann ot H30K/P30K™ — o6p. M3-H3OK. Mpunara ce opuruHan Ha
npoTokona, a fipu KaHauaaTCTBaHe 3a NPOABLIXABAHE Ha TepanusTa Ce MPeacTass OpUrMHan Ha NpeaxoAHus NpoTokon ¢
OTPa3eHu BCUHKM Ha3HaYeHMsi No Hero.

1.3 Mbnnme

1.5 feknaj
2. P30K npuem

) 13uc

BUPYQ

UM 332 MHOPMUPaHO

cbrnacue no obpaseu (npunoxetue 3).

a AOKYMEHTUTe 1o T. 1 crea cnpaBka OTHOCHO 3APABHOOCUIYPUTENHUS cTaTyc Ha 33071,

BAHWA HA H30K MNMPU M3AABAHE HA MPOTOKOMNM 3A NPOBEXAAHE HA NEYEHWE HA BOTHU C XPOHUYEH
EH XENATUT C NPW BONHW HAQ 18 FOAULUHA Bb3PACT
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Ume: [erml= | [ [ [l ] )

3abenexka: meduyuHckama OokymeHmayus, ydocmoeepsealya 6CeKu Om KpUmepuume € nocoyeHa ¢ yugpa 6 UHOEKC U 3adb/KUMENHO
npudpywaea HaémosOMo NPpUNOKeHUE.

A. Kputépuu 3a 3anouyBaHe Ha MbPBU KyPC (3aABLINKUTENHO € HaNMYMeTo Ha BCUYKN KpUTepum)

BuoxumuyHa akTMBHOCT: noeuweH ALAT 1,2 Hap ropHaTa ped)epeHTHa rpaHuLa npyu noHe eAHo 3cneasaHe npu
E©XEMECEUHO NoCneAsBaHe B pamkuTe Ha 6 meceua unu nbposa B cTeneH noHe F2 npu HopmanHa GuoxumMu4Ha
aKTUBHOCT

BupycHa pennhkaums:
*  AntiHQV antutena
*  HCV PHK Huso
= [lenoTwfimaupane Ha HCV

* Xuctonoru4Ha akTMBHOCT: 6enean Ha YepHoAPOBHO BbananeHue n ¢ubposa, oueHeHa onucaTenHo u/unu Ypes
vnaekcu (Knodell/ Ischak; METAVIR) g

Tunca Ha u3l MBaWy KpuTepum no 1. B T (NP aHaMHECTUYHM JaHHV N0 NOATOYKA 2 OT T. B e Heo6xoaMMO Aa
ce npeacTasn NEepPTHO CTAHOBMLUE OT NeKyBaWMWA NCMXMATbLP CNeunanncT nNo neveHne Ha 3aaucumocw|)

\anHa 6nakxka ot nabopatopus (3aBepeHo U NOANNCAHO KONKE); NPX HANKUYMEe Ha XOCIUTANN3aLVs ce npunara ennukpusa c.

W Ha ALAT ga ce onpeaensiT cnpsmo npueTute pedepeHTH rpaiinlm 19 3a xenn u 30 — npu Mbxe.

leH (huLL Unv NoANMCaHo v 3asepeHo konve (HCV PHK ce wacneasa ¢ Konmdectsen PCR)

Ha Gnakka OT XMCTONOrMYHO U3CNEABAHE — aKTyanHocTTa e A0 3 roA. NPeAN KaHAnAaTCTBaHeTO

AiBA C& C NOANUC Ha CNeLManicTa B NPUNOKeHe 1 Ha HaCTOSLUTE WSNCKBAHUS W Ce NpunaraT Heo6XoAUMMUTE N3CNeABaHUS,
BaT NUNCaTa Ha M3KNIOYBALY KPUTEPUM N0 NOATONKM 6,7, 8,9, 10,11, 12 0T T. B

Hanuuue Ha NPUAPYXaBaluv 3a6oNsBaHNA, KOUTO Ca KOHTPaNHAUKALMA 33 YePHOAPOGHa Guoncus ce M3BbPLIBA OLEHKa pUck/
KbM NPOrHO3aTa Ha CbOTBETHOTO NMPWAPYXaBawo 3abonssaHe. Tasu OUEHKa 3aAbMKUTENHO Ce BNWCBA B €KCMEPTHOTO
. HeycnelLeH ONUT Aa & AOKYMEHTUPAH C XMCTOMOMMYEH Pe3ynTaT, Nokassall HeAOCTaTBYHO KONMUECTBO YepHOAPOGHa ThkaH 3a
lornusa npeuenka. Mpu Aokazana B MUHANOTO YepHOAPOGHa LMpo3a — HoBa CYB ce M3BbPLIBA NO NpeLeHka Ha nek.exun.

OCT OT NOBTOPHO NeYeHWe NPU NUNca Ha OTFOBOP WAWM Penanc npu MPEAXOAHO NeYeHne € HeoBXoANUMO MUHUMYM 6 Meceua
as Ha NPeAXOAHWA Kypc, KaTo NOBTOPHOTO NeYeHe Moxe Aa ObAe CbC chlyaTta WM Apyra TepanesTyHa cxema.
@ npy eanH Gonew aa ce NPOBEAEHN He noseye OT A4Ba nevebHu Kypea - KOMGUHALNS NerunupaH HTEPdEepOH U pUBaBuUpH.

3aGenexka: * N
nonsa, oTHeCeH
cTanosuwe. Tey

oTcTosHMe OT
MpenopbunTen:

B. Kputépuu 3a npoabmkasaHe Ha TepanusTa (3aAb/KUTENHO e HaNMYMeTo 1 Ha ABaTa KpUTepus)

Hanuuune Ha HamaneHue Ha HCV PHK > 2 log 10 IU/ml B kpas Ha 3-1 Mecel| OT Ha4anoTo Ha NeYeHUeTo B CpaBHeHne
C U3XO/IHOTO HUBO (PaHEeH BUPYCONOrUYeH OTrOBOP)

INunca Ha cYp#mlmu edIeKTH 1 U3KMIoYBaLM KpUTepuu no 7. B 2

T opWrARaNEn (W WA NOANMCAHO W 3aBepeno Konue (HCV PHK e n3creasa ¢ konuuecteen PCR)
YAOCTOBEPSIBA Ce C NOANKC Ha CNELMANUCTa B NPUNOKEHUE 1 Ha HACTOAWMTE MIUCKBAHWUA W CE NpunaraT HeoGXxoaMMMTe U3CneaBaHus,

KOMTO Z10Ka3BaT NIMNCATA Ha M3KNIOYBALLM KPUTEPMM NO NOATOKM 6,7, 8, 9, 10, 11 oT T. B.
3abenexka:
» Cnaa Ha HUBOTO Haa 2 log 10 B cpaBHEHME C MSXOAHOTO HUBO He Ce M3Wckea npu Gonkwu ¢ reHotun 4, 5 u 6, KouTo nonyyasar uenus 12 —
MeceueH Kype Ha feveHme.
* [IpW HaNMuMe Ha paHeH BUPYCOMNOrMYEH OTFOBOP NEYEHUETO NPOABLIKABA 6 Mec. Npy reHoTun 2 u 3 u 48 ceamuum npu redotun 1,4, 51 6.
* [pu Gonku c|Hanuune Ha HCV MH(EKUMs C NoBede OT eAwH reHoTun, GOMHUTE Ce NekysaT MO Cxemata CLOTBETHA Ha reHoTuna ¢ Haii-
HeBnaronpusTeH fepanesTUEH OTroBOp.

1. MgnxuiHm saGonssanus.
2. BQnHW, 3n0yNoTPeBsBALLIM CUCTEMHO C ankoxos, HapkoMaHW, NPOAbIKaBaLYy ynoTpebaTa Ha HapKoTHLM, kakTo 1 Takuea Ges unct
OT| MHTOKCUKALWS NEPHOA, HE MO-MANbK OT 12 Mec. BONHU Ha METa4oHOBA TEpank.

3. [lgkomnencupaHa YepHOAPOGHA LUMPO3a UNW TEXKN NPUAPYXABaLLN 3a6ONABAHNA Ha CBPAGYHO-CAOBATA U AWXaTENHATA CHCTEM.

4. AgToumyHen xenatur.

5. CycTemHu 3a6onABaHNA Ha CbEAVHNTENHATA ThKaH.

6. HekoHTponupaH xvnep- U xunoTnpeonanssm (TSH).

7. AKTvBHYM xponnuHy GakTepuantv udbekuun (MKK ¢ AKK).

8. Heyrponeus (abconioten 6poit HeyTpodunm < 500 mm3 v TpomGoyuTonenus (< 50 000) (MKK ¢ AKK).

9. XemornoGuHonaTim (Hanp. Tanacemmsi, CPNIOBMAKOKNETLYHA aHEMNUA) — 3a NpUNOXeHue Ha Ribavirin *.

10. HexoHTponupau 3axapeH auaber.

11. XBH 6e3 auanw3a (06w 6enTLK, anbyMuH, KpeaTHHuH)

12. Cenwrersawa HIV npu 6poit CD4 < 200 (anti HIV)

13. BReMeHHOCT U KbpMeHe.

14. Ninca Ha cnap va HCV PHK ¢ > 2 log 10 IU/ml B kpas Ha 3-7 MeCeL| OT HaYanoTo Ha NeYeHNeTO B CPABHEHNE C U3XOAHOTO HUBO

(nkinca Ha paeH oTrosop)

15. CycremHo HecnassaHe Ha neveGHaTa cxema OT CTpaHa Ha GonHus, ¢ npeksCceaHe noseve ot 1 meceu.

16. BKniousaHe Ha GONHUA B KNMHUYHO NPOy4BaHE™ .
* MW HanWue Ha Tanacemmsi (MUHUMANKa GoNecT Che CTOAHOCTH Ha Hb>10 g/l) ce NpoBEXaa neveHme Camo ¢ HTepdepoH-anca NPy BUCOKa GHOXMMMIHE
W BUPYCONOTMYHa AKTMBHOCT.

** KOMACWATa, KORTO @ Ha3Ha4mna neuenweTo W Habnionasa 33071, e ANLKH He3aGaBHO Na yBeaoMM KOMHCWATA 3a eKCepTH3M no un. 78 & LIY Ha H3OK.
Tean GonHM Ce JAMMCBAT B OTAENEH PETUCTLP W He TYGAT NPABOTO CH 3a NPOALIKABAHE HA NEYEHHETO CNIEA MPHKTTIOYBAHE Ha KIWHMYHKOTO NPOY YBaHe.

OTroBaps Ha KpUTEpPUUTE 3a fieYeHue C B AHeBHa fo3a

MOAMNMC Ha CNEeLMANMUCTA ...

U W3UCKBAHUA HA H30K MPU U3JABAHE HA MPOTOKOJIN 3A NPOBEXIAHE HA NIEYEHWE HA BONHW C XPOHWUYEH
BUPYGEH XENATUT C NPU BONHW HAZ 18 FOAULIHA Bb3PACT
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1. NEKAPCTBEHM NPOAYKTW, Bknioyenu B MMpunoxenue 1 Ha MINIC, kouto H3O0K 3annawa B cbOTBETCTBME C

AEUCTBALUMTE HOPMATUBHU AOKYMEHTH.
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v

HbsAg
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anti-HIV
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* 3a GonHu

ipekTupanu ¢ HCV reHotun 2 m 3
** 32 GonHM HcpexTMpany ¢ HCV renotun 1

*** 33 GonHuTe ¢ HeraTeHa HCV PHK Ha 6 — TR Mece criea cniupare Ha NeveHveTo, chlyata ce U3CneaBa u Ha 24 — Tia mecel (2 roauHy)

CrieA CMpaKe Ha neyeHneTo

#+4+'KaT0 ONIYUA - KONMIECTBEHO UsMepBaKe HCV PHK B kpasi Ha 4-Ta CeAMMULA NPU reHOTUN 1 1 3, C Uen 0TAMDEPEHUMPaKe Ha naunenTuTe
€ 63 BUPYEONOTMIEH OTFOBOP.

II. OBLUM U3UCKBAHUA

1. KomBunmpaHp nedenue c Peginterferon+Ribavirin e npenopbuntenHo: npn HenekysaHu 6onHn Ao 60 roanHy, Npu HeoTroBOPUNM
Ha nevenueTo (a0 45 roavHW, Npu peuuaus Ha sabonsieaHeto A0 50 roauun (Cbrn. Kowcewcyc wa BAMETEAE ot 2008 r.)
BbapacrtosaTa fpaHilia Ce U3YNCNsiBA B HABBLPLUGHN FOAVHY - T.e. BKMIOUMTENHO KbM AaTata Ha M3jasaHe Ha npotokona ot

cneuuanusvpaHaTa KOMUCHS.

2. Mpyu HasHauaBaHe Ha TEPANus MO NPOTOKON 3aABLIMKMTENHO Ce CboBPassBaT BL3PACTOBUTE OFPaHUYEHNs, Cbrnacko kpatkata

XapaKTepUCTUKA Ha CLOTBETHUS NIEKAPCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3J1MXM.
3. H30K He 3arnatya neyeHne W3BLH ykasaHata Bb3pacToBa rpaHuLIa B Kparkara xapakTepucTika Ha npoaykTa.
4. H30OK He 3arnaiya neyeHue C 403N HaA MaKCUMarHo paspeLleHuTe Mo kpaTka xapakTepucTika Ha npoaykTa.

5. B cnyvail Ha HacTbnuna NOAO3VPaHa HeXenaHa nekapcTeeHa peakuws, nekapsT ysepomssa WAJT no peaa Ha un. 183 ot

3NINXM. Konue|oT cboblyeHneTo ce npunara kbM MEAULMHCKATA AoKyMeHTauus Ha 330J1 npu kaHaMAATCTBaHE 3a NeYeHme.

6. Ha aHTMBMpYCHO neveHue noanexat n 330J1, HEOTFOBOPUNM Ha NPEAXOXAALLO aHTMBMPYCHO NEYEHNE, KakTo 1 Te3n C peuuavs

Ha GonectTa,
HenekyBaHute

MHA.

pu noHe 6-MeceyHo npocrieasBaHe Cnej CnupaHe Ha nevenveTo. MHaukauuuTe ca CbluUTe Kakto U npu

7. NPU CMNEUWANUCTA, cbrn. un. 152, B, T. 1 ot HP[] 3a meauumnHckute aeinHoctu 2012 r. (06H. B 4B 6p. 3 ot 10.01.2012

r.), Ha 3307,
Heobxoaumu

a KOWTO Ca M34aBaHW NPOTOKOMW MO Peaa Ha HAaCTOAWMTE U3UCKBaHWA, CrieaBa Aa ce npunarat BCUYKW
OKyMEHTM KaTo: amGynaTopHUTe NMCTOBE OT M3BbPLUEHWTE Nperneau, BTOPUST eK3emnnsap OT u3faaeHuTe

NPOTOKONM, KOMUS OT eNUKPWU3M, eKCMIEPTHU CTAHOBULIA M APYTV [OKYMEHTM, KOWTO Ca OCHOBaHWe 3a u3aaBaHe Ha npoTokon,
BCUYKM M3NCKBALLW CEe W3CNEABaHMs, KOMWe OT npunoxexue 1 Ha HacTOSWMTE M3NCKBAHUS MOMBIHEHO MO CbOTBETHaTa
TouKa, NOANMCAHO OT CrieuManucTa, u3zan npoTokona.

Hacmosujume Y3uckeaHus ca paspabomeHu Ha ocHoeawue 4. 55 om HPL 3a meduyurckume deliHocmu 2012 2oduHa (06H. € B
6p. 3/10.01.2012 2.). u enuzam e cuna om 01.10.2012 2., cbanacHo yn1. 10 va Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima
u peda 3a 3annawave Ha nekapcmeeHu npodykmu no un. 262, an. 4, m. 1 om 3aKoHa 3anekapcmeeHume npoOyKMuU &
XymaHHama MePuyuHa, Ha MeOUUUHCKU u3denus u Ha OUeMUYHU XpaHu 3a cneyuanHu MeduuuHcku uenu (o6H. [B, 6p. 24 om

2009 2.).

@ WN3UCKBAHMA HA H30K NPU M3ABAHE HA MPOTOKONM 3A NMPOBEXXOAHE HA NEYEHWE HA BONTHW C XPOHUYEH
BWUPYQEH XEMATUT C NPV BONHW HAZl 18 TOAVLWHA Bb3PACT
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REKNAPALIUA 3A UHOOPMUPAHO CBITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
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@ VBUCKBAHMA HA H30K NPU U3AABAHE HA MPOTOKON 3A NPOBEXXAAHE HA NNEYEHWUE HA BOMHM C XPOHWYEH
BUPYCEH XENATUT C NPU BOMHW HAL 18 FOAWLLIHA BB3PACT





