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I. NEYEBHO-AWATHOCTUYEH ANFOPUTBM

NPUNOXEHMUE 2

1.A. IEKAPCTBEHW NMPOJYKTW, Bknioyenu B Mpunoxenue 1 Ha MIC, kouto H30K 3annawa B CbOTBETCTBUE C
AENCTBaMTE HOPMATUBHU JOKYMEHTH.

INN

MKB

AO3A U CXEMU HA NEYEHUE

INTERFERON ALFA-2A

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

3 x ceaMMyHO no 3MU

PEGINTERFERON ALFA-2A

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

180 mcg / ceamuuHo

1.B. ﬂEKAPCTBEHM NPOAYKTH, skniovenu B Mpunoxenue 1 va NIl
AeNCTBaUTE HOPMATUBHU AOKYMEHTH.

C, kouto H30K 3annawa B cLbOTBETCTBUE C

INN MKB AO3A U CXEMW HA NEYEHUE
LAMIVUDINé B18.1, K74.0, K74.6 100 mg / pHeBHO
TENOFOVIRCDISOPROXIL B18.1, K74.0, K74.6 245 mg / pHeBHO
ENTECAVIR B18.1, K74.0, K74.6 0.5 mg / aHeBHO
TELBIVUDINE B18.1 600 mg / aHeBHO

2. MPOCNEAABAHE

Ta6nuua 1 MPOCIEAABAHE HA ECHHM C XPOHWYEH BUPYCEH B XEMATUT NPU NNEYEHUE C UHTEP®EPOH
AJTOA

Tleprnox Ha nevenue *
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VBUCKBAHWMA HA H30K MPU NEYEHWE HA XPOHUYEH BWPYCEH
V3BBHEONHUYHATA NMOMOLL, - 8 cuna ot 1 anpun 2018 roguHa
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3abenexka: npv 60MHYN C NUNCa Ha paHeH BUPYCONOTMYEH OTFOBOP NIEYEHMETO ce cnupa.

* TepanusTa e ycnewHa npu gocturade Ha HBV DNA < 2 000 IU/ml n Hopmanusupade Ha ALAT. Mpu HBeAg (+) — nocturaxe Ha
HBeAg cepokoHBepcus.

** cnep 6-TMA Mecel OT cnupaHe Ha NeveHueTo npes 4-6 Meceua ce KOHTpOnupaT aMmuHoTpacdepasu U Npu MHAUKaLUN —
BUPYCOMNOTrUYHU U3CrieaABaHus

*** Ko-uHdbekumsiTa ¢ HDV nosnexu Ha nevexne ¢ nerunupan UHTEpdepoH (1cnakoH ceamuyHo) 3a 12 meceua. [loka3saHe Ha
HDV RNA c PCR meTtoauku.

**** BbB BPb3Ka C HOBUTE /laHHW 3@ 3HAYEHWETO Ha CEPYMHUTE HWBA Ha HBsAg 3a oueHsiBaHe Ha edekTa OT NpUnaraHoTo
neveHne ce BbBEXAA KaTo KonuyecTeeHo umepeaHe HBsAg u3xoaHo, Ha 3-Tu 1 6-Tu Mecel, B kpas Ha TepanusTa u 6 Meceua
cref npekpaTaBaHe Ha NeYeHneTo.

AKTyarnHocTTa Ha u3xopHoTo uscneasare Ha HBV DNA e o 6 Mecelia npeay kaHaMAaTCTBAHETo.

Tabnuua 2 MPOCNEASABAHE HA EONTHU C XPOHUYEH BUPYCEH B XEMATUT MPU NIEYEHUE C HYKNEOTUAHW/

HYKNEO3UOHWU AHANO3U
5 MNepuopa Ha neverve Mpocnepsisane*
aHus. ; mxoauu | 3m. [ 6m. [ 9m. | 12m. | +HaBceku3m.
X TONMOrMYHU
XemornobuH v v v v v v
Eputpouutu v v v v v v
JleskounTn v v v v v v
TpomGounTu v v v v v v
BUOXUMUYHU
ASAT v v v v v v
ALAT v v v v v v
GGTP v v v v v v
AP v v v v v v
06wy 6enTbk v v v v v v
AnbymuH v v v v v v
Bunupy6un v v v v v v
KpeaTuuH v v v v v v
KpbBHa 3axap v v v v v v
MUKOYHA K1cenuHa v v v v v v
[ BUPYCONOTWYHA_
HBeAg/ anti Hbe v v v v*
HBV DNA v v v v v
HBsAg/ anti HBs v v*
anti HDV v

* npocneasiBaHeTo ce M3BLPWBA Ha Beeku 3 Meceua npu NUC ¢ Hucka 6apuepa u Ha 6 meceua npu NUC c Bucoka Gapuepa; Ha Bceku 6
Meceua ce uscneasa HBeAg/anti HBe; Ha Bcekw 12 Meceua ce uscneasa HBsAg /anti HBs.

KparkotpaitHo .neuenue: Mpu Tepanus Ha HBeAg (+) nauuenTu B cyait Ha nosisa Ha HBeAg-cepokoHsepcus no Bpeme Ha neueHuteto (HBeAg
(-)/anti-HBe (+) craryc), TepanusTa Mmoxe 4a GbAe npekpaTeHa B cneasalute 6-12 meceua. Mpy Hanuuve Ha HBsAg-cepokoHBepcus (HBsAg (-)
HeraTuseH / anti HBs (+) nonoxuteneH) u HeiiHOTO NOTBBPXKAEHME cnea 6 Meceua, neyenneto ¢ NUC mMoxe 4a ce npekpartu.

Ko-uncpekuusta ¢ HIV HAMa KOHTpanHAMKaLMN 3a NneyeHue C nepopantn NPOTUBOBUPYCHN CPEACTBA.

Mpu pokasaHa Pe3NCTEHTHOCT/MYTaLUM KbM ONPEAEneH NeKapCTBeH NPOAYKT e NpPenopbLYUTENHO 3a UHTepBan oT 3 Meceua Aa Ce 3acTbnAT ABa
NeKapCTBEHN NPoAYKTa.

AKTyanHocTTa Ha U3XOAHOTO u3cneasaHe Ha HBV DNA e 0 6 Mecelia Npean KaHANAATCTBAHETO.
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V3UCKBAHUA HA H3OK MPU NEYEHWE HA XPOHWYEH BWPYCEH B XEMATUT HAL 18 FOOUWIHA BB3PACT B
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Il. OBLUU U3UCKBAHUA

1. BrapacTosara rpaHuLa ce U34MCnsBa B HABbPLIEHN FOAVHY - T.e. BKIIOYUTENHO KbM aTata Ha u3aasaHe Ha npoTokona ot
cneuvanuaupaHara KoMUCHs.

2. lpy HasHavaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO Ce CboBpa3sBaT Bb3PACTOBUTE OrPAHNUEHUS CHINACHO KpaTkaTa
XapaKkTepPUCTUKa Ha CbOTBETHWS NEKapCTBEH NPOAYKT, yTBbpAeHa Nno peaa Ha 3JIMXM.

3. H30K He 3annawa neyenve n3sbH ykasaHaTa Bb3pacToBa rpaHuLia v NokasaHus B kpatkata XapakTepucTuka Ha NpoaykTa.

4. H30K He 3annalya neyeHue C 4031 Haji MaKCMAaIHO paspeLLeHmTe Mo KpaTka XapakTepucTvka Ha npoaykTa.

5. B cryvait Ha HacTbNUNa NOAO3MPaHa HexXenaHa NexkapcTBeHa peakuws, nekapsT ysegomsisa VAJT no peaa Ha un. 183 ot
3NINXM. Konue 0T cbobiieHneTo ce npunara kbM MeauLMHCKaTa JoKyMeHTaLvst Ha 33001 npy KaHAWAATCTBAHE 3a NEeYeHue.

6. CMELMAIIUSUPAHATA KOMUCHS nanasa Pewenve cnen nposeaeHa AmbynatopHa npoueaypa Ne 38 ,OnpeaensHe Ha nnaH
Ha neueHve 1 NpocneAsBane Ha TepaneBTUyHUSA OTOBOP NPY NALMEHTM, NONYYaBALUM CKLNOCTPYBALLM NEKAPCTBEHN npoAyKTH no
peaa Ha un. 78, T. 2 330" Ha ocHosaHwe un. 53 u un. 303 ot HauvoHaneH PaMKOB JOroBOp 3@ MEANLIMHCKUTE AENHOCTU Mexay
Hauuoxanxata sppaeHoocuryputenHa kaca W Bbnrapcku nekapcku cbiod 3a 2018r. (o6H., [B, 6p. 28 or 29.03.2018 r.) u
npefocraseda ot 30J1 MeauuMHCKa AoKyMeHTauusi. CrieLmanuavpanata KOMUCHS ChXpaHsiBa evH ek3emnnisip oT PelueHneTo,
CbXpaHsBa BTOPU EK3EMNNAP Ha NPOTOKONa/M, BCUYKN HEOGXOAMMMN OKYMEHTH 3@ U3AaBaHETO My U KOMMe OT NMpunoxeHue 1 Ha
HaCTOALLMTE U3UCKBAHWS, MOMBITHEHO NO CLOTBETHATa TOYKA U NOAMMCAHO OT YNIEHOBETE Ha CreLManuanpaHaTa KoMUcHs.

Hacmoswume usuckeanus ca paspabomeHu Ha ocHosaHue yn. 58 om HauuoHanen pamkos 002080p 3a MeAUUUHCKUME
OeliHocmu mex0y Hauuowannama 30paeHoocuzypumenHa Kaca u bbnzapeku nekapeku. cbio3 3a 2018z. (0bH., [B, 6p. 28 om
29.03.2018 2.).
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M3BbHBEONHUYHATA MOMOLL - 8 cuna or 1 anpun 2018 roguHa




image9.jpeg
NPUNOXEHMUE 3

LEKIAPALIA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUATA 3A 3AMOYBAHE/ MPOABMKABAHE HA
JNEYEHMETO C NEKAPCTBEHUA NPOAYKT

A3 ponynoanucanusit/ara .

Crea kato Ce 3ano3Hax C usnata MW npesocTaseHa  MHGOpPMauusi M UenTa Ha feYeHMeTo C  NekapCTBEeHUs
npoayKT. ‘ W CrieAl KaTo MOMyunx W3yepnaTtenHu OTroBOpU Ha

NoCTaBeHUTe OT MEH BBNPOCU, AeKnapupam ye:

1. Ll cnaseam npenopbyaHaTa M1 CXeMa Ha NeYEHNE 1 NEPUOANHHOCT Ha KOHTPONHUTE Nperneau.

2. PejoBHO e Ce ABABAM Ha KOHTPONHM MPErneau W HsMa [a NPOMEHSIM CaMOBOMIHO WNMM MOA APYrO BHyLLEHMe
HasHayeHaTa Mu Tepanus.

3. Tpu npeycraHoBsBaHe Ha NEYEHNETO MO MPUHMHI, HENPON3TUYALLM OT PeLUeHreTo Ha Komucusita 3a ekcnepTusu B P3OK
wvnn Komucmata no un. 78, 1.2 ot 330, we yBeaoms He3abaBHO nuyHus cv nekap u P3OK u we BbpHa B P30K
NOCAeAHNs NPOTOKON, N0 KOWTO CbM NOny4asan/a NekapcTeeHns NPOAYKT.

4. Tpu HecnaseaHe Ha MOCONEHUTE YCTOBUS SIEYEHNETO MU C YNIOMEHATUSi NEKApPCTBEH NPOAYKT LWe Gbae npekpaTeHo
HAMa Aa uMam npeTeHuum kbm H30K.

» 9
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@ W3BBbHBONIHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2018 roguHa
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HALUMOHAIHA 30PABHOOCUIYPUTENHA KACA
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NPWU NNIEYEHUE HA XPOHUYEH BUPYCEH B XEMATUT
HAQL 18 TOOULLUHA BBb3PACT

B NSBBbHBEO/THUYHATA MOMOLL
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W3UCKBAHUA HA H30K NPU U3AABAHE HA MPOTOKOJU 3A MPOBEXOAHE HA JIEYEHUE HA XPOHUYEH
BWUPYCEH B XEMATUT NMPWU BOJTHU HA 18 TOAUILUHA Bb3PACT

MpoTOKONBLT Ce M3naBa OT CMNELMUanUCTU - racTPOEHTEpOno3u OT creuuanuiupaHa KOMUCUS B nevebHM 3aBepeHus 3a
6onHuyHa nomouwy, cknouunu gorosop ¢ H30K. CneunanusmpaHTe KOMUCHUM Ce Cb3[ABaT CbC 3anOBEA HA AVPEeKTopa Ha
cnepnute N13*: YMBAJ ,Anekcanaposcka“ - rp. Cocusi, YMBAI ,Ceetn leopru - rp. Mnoeaus, YMBAJ1 ,Ceeta MapuHa” - rp.
Bapwa, YMBAN ,[-p Meopru CtpaHcku® - rp. MneseH, YMBAI ,Mpodb. a-p CtosH Kupkoeuy® - rp. Ctapa 3aropa, YMBAI "Csetn
MBaH Puncku” - rp. Cochusi, YMBAI ,Llapuua WoanHa — UCYN* - rp. Coconsi, BMA — rp. Codousi, MU — MBP — rp. Cocpusi, YMBAJ
“Tokyaa Bonnuua” - rp. Codoust, Y6 ,JloseHeu” - rp. Cocusi, YMBAI ,Cocpusimen‘ — rp. Cocms, Bropa MBAJ - rp. Cocbus,
Amxunbagem Cutv Knunuk” - rp. Cocbusi, YMBAI Kacnena“ - rp. MNnoeame.

'npll B8CsiKa NPOMsIHa Ha cbCmasea Ha crneyuanu3upaHume KOMUcuu ce npedocmaan akmyanu3upaHa 3anoeed Ha aupexmopa Ha 13.

I. A. PE[] 3A 3ABEPSIBAHE HA MPOTOKOJIUTE 3A NPOBEXAAHE HA NIEYEHME HA XPOHUYEH BUPYCEH B XEMATUT
C VHTEP®EPOH AIN®A

poTokonu 3a 3ano4BaHe Ha neyeHue

* [lonbnHeHo 1 noanucaHo Konue OT NpUNoXeHue 1 — NUCT 3a onpeaensiHe
Ha KpUTepumuTe C BCUYKM HEOBXOAUMU U3CneABaHNUs
= AKTyanHa KIMHMYHa enuKpu3a oOT nocreaHoTo nponexasaHe B J13BMM cbe
CMELMANN3MPAHA y p P
KOMUCHS 5| Cb3aaseHa creyuanusupaHama komucus, npeanaraiia 6onHus 3a neyeHve

= PeweHue Ha cneuuanuauMpaHa KOMMUCUSI C UWHTepnpeTauus Ha

= ‘lpoTokon 3a npeanuceaHe Ha nekapcrtea, 3annaiwanim ot H30K/P30OK” —

n3cneasaHusTa npes npeaxoaHuTe 6 Meceua u sicHa MeAWUMHCKA MOTUBaLMSA

06p. M3-H30K

3a npeanaraHoto rneyeHWe (3aAbMKUTENHO ce oTbensssa nunca Ha
Komucusi no un. 78, 1. 2 ot

U3KITIOYBALLM KPUTEPUM)
330 B LY Ha H30K

3aBepka Ha npoTokona B
P30K

MpoTokonu 3a npoAbLMKaBaHe Ha neyYeHue

CNEUWAITU3UPAHA
KOMUCHUA

L

= [lonbnHeHo 1 NoAnNUcaHo Konue OT Npunoxexue 1 — NUCT 3a onpeaensHe
Ha KpUTepUmUTe C BCUMKN HEOBXOAUMU U3CeABaHUS

= PeweHue Ha cneuuanuaMpaHa KOMMUCUSI C WHTepnpeTauus Ha
u3cneaBaHuaTa npes nNpeaxoaHuTe 6 Meceua v icHa MeauuMHCKa MOTMBaLMS
3a npeanaraHoTo nedveHve (3aAbMKWTENHO ce oTbensisBa nunca  Ha
M3KNIOYBALLM KpUTEPUM)

= ‘“MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxu or H3OK/P30K" —
06p. M3-H30K

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

3aBepka Ha npoTokona B
P30K

% VIBUCKBAHWSI HA H30K MPU NEYEHUE HA XP

S M3BBbHBONHUYHATA MOMOLL - & cuna ot 1 anpun 2018 roguHa
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I. B. PEQ] 3A 3ABEPABAHE HA NMPOTOKONUTE 3A MPOBEXAAHE HA NNEYEHWUE HA XPOHWYEH BUPYCEH B XEMATUT
C HYKNEOTUAHW/ HYKNEO3UOHU AHANO3U

MpoTokonu 3a 3anouBaHe Ha neveHue
MpoTokonu 3a cMsiHa Ha neKapcTBeHa Tepanus

= [lonbnHeHo u noAnNuCaHo Konue OT NpunoxeHue 1 — nucr 3a onpeaensiHe
Ha KpUTEepuUTE C BCUYKU HeobXoauMu u3cneasaxns

= AKTyanHa KIMHWYHA ENUKPU3a OT NOCMIEAHOTO Nponexasare B JI3BM cbe
CNELMAITU3UPAHA »| cbananeHa creyuanuaupaHama Komucus, npeanaraila 6onHUS 3a neveHe
Kkomucua = PelleHMe Ha CheuManuavpaHa KOMMCMSI C MHTEpnpeTauus Ha

uscnejBaHusita Npes npeaxoaHuTe 6 mecela U sicHa MeauUMHCKa MOTUBaUMS
3a npeanaraHoTo rieyeHve (3aabmkuTenHo ce otbensasBa nunca  Ha

M3KIIOYBALLM KpUTEPUM)
= “lpoTokon 3a npeanuceaHe Ha nekapcTsa, 3annawanu ot H30K/P30K” —
06p. M3-H30K

Komucusi no un. 78, 1. 2 ot 3asepka Ha npoTokona B
330 B LY Ha H30K P30K

MpoTokonu 3a npoabINKaBaHe Ha nevyeHue

= [lonbnHeHo 1 NoAnUcaHo Konue OT NpunoXeHue 1 — NUCT 3a onpeaensiHe
Ha KpUTEpUUTE C BCUYKM HEOOXOAUMM U3CTeaBaHNs

= PeweHue Ha cneuuanuaMpaHa KOMMUCUSI C UWHTEpNpeTauus Ha
CMNEUWMANTU3NPAHA u3cnefBaHusTa npes npeaxogHuTe 6 meceua u sicHa MeauUMHCKa MOTUBaUus
KOMUCUA 3a MpeanaraHoTo neyeHue (3aab/MKUTENHO ce oTbenssBa nunca  Ha
M3KIIOYBALLIN KpUTEPUN)

= ‘lpoTokon 3a npeanuceaHe Ha nekapctea, 3annaiwanim ot H3OK/P30OK” —

/ 06p. M3-H30K

3aBepka Ha npoTokona B
P30K

Il. OBLUM NMONOXEHUA

1. 3011 nopasa noaroTeeHuTe AoKyMeHTH B P3OK, Ha TepuTOpMsiTa Ha KOATO € HanpaBsuno usGop Ha OMJ1. JokymeHTUuTe
BKIIOYBAT:

1.1 3asiBnexue po [upektopa Ha P30OK.

1.2 MonbnHeHo n noanucaxo npunoxehue 1. Monbrea ce N0 CbOTBETHATa TOYKA U Ce NMpunara OTPaseHaTa B LUN(POB UHAEKC
MeauuMHCka oKyMeHTauus, yA0CToBepsiBallia BCeKN eUH OT KpUTepumTe.

1.3 MbnHUAT Habop u3cnenBaHus (hM3NKanHK, NHCTPYMEHTANHN 1 NaBOPaTOPH), OTPa3eH B NPUMNOXEHMUe 2.

1.4 “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H30K/P30K™ — 06p. M3-H3OK. MNpunara ce opuruHan Ha
npoTokona, a npu kaHAuAATCTBaHe 3a NpojbrkasaHe Ha TepanusTa Ce NPEACTaBs OPWUrMHAN Ha NPEAXOAHWS NPOTOKON C
OTpa3eHn BCUYKN Ha3HAYEHUs MO Hero.

1.5 Pewenne Ha cneumanusupaHa KOMMUCUA OT neyebHO 3aBeeHWE — M3MbAHUTEN Ha AmbynatopHa npoueaypa Ne 38
-OnpezensHe Ha NnaH Ha neyeHue U NpocneasBaHe Ha TepaneBTUYHUSI OTFOBOP npy NauneHTn, nony4asaliy CKbNOCTPYBALLW
TlekapcTBeHU NPOAYKTU No peaa Ha yn. 78, an. 2 330“ - 6n. M3-H30K Ne 13

1.6 fleknapauus 3a uHchopMMpaHo cbrnacue no obpasel| (MPUNOXeHUe 3).

2. P30K npuema fokyMeHTUTE No Touka 1 crieq cnpaBka OTHOCHO 3ApaBHOOCUrypuTenHus cratyc Ha 3001,

3
’1;," VBUCKBAHMA HA H3OK MPU NEYEHWE HA XPOHUYEH BUPYCEH B XENATUT HAO 18 TOOWLIHA BB3PACT B
w M3BBHBEONHUYHATA NMOMOLL - 8 cuna ot 1 anpun 2018 roauHa




image4.jpeg
NPUNOXEHUE 1A

JIUCT 3A ONPERENAHE HA KPUTEPUUTE NPU NPOBEXOAHE HA NIEYEHWUE HA XPOHWUYEH BUPYCEH B XEMATUT C

WHTEP®EPOH ANN®A HA BOJTHU HAL 18 FTOAMULLHA BH3PACT

Ume:

[eri] [ [ [ [ [ T T T ]

|

3abenexka: MeduyuHckama AoKyMeHmauus, ydocmosepsiealya 6CeKu Om KpUMEPUUME € MoCoYeHa C yugppa 6 UHOEKC U 3a0bIHKUMENHO
npudpyxaea HaCMOSUOMO MPUOXKEHUe.

A. Kputepuu 3a 3anoysaHe Ha MbPBY KyPC (3aALIDKUTENHO € HANMYMETO Ha BCUYKU KpUTEpUM)

Buoxumuyna aktmeHocT: nosuweH ALAT > 2 nbTu Haj ropHata pediepeHTHa rpaHuua npu noHe Ase
onpeAensHus B pamkuTe Ha 6 Meceua '

BupyconoruueH cratyc (BupycHa pennukaums upes konuyectseH PCR ):
* HBV DNA > 2000 IU/ml, HesaBucumo HBeAg/anti HBe cratyca (cbrnacHo Koncekcyc Ha BAMETEAE ot
2013r.)
*  HBsAg konuyectseH
Mpu xucTonormyeH craauit Ha yepHoapoGHata ¢ubposa F3 1 F4 neueHve ce npoBexaa v Mpu MO-HUCKK OT
nocoYeHUTe no-rope Husa Ha HBV DNA.

3

XucTonorudHa akTMBHOCT: Genesu Ha YepHOAPOGHO BbananeHue W (ubposa, oLeHeHa onucaTenHo v 4pes
nHaeken (METAVIR) - xuctonornyHa aktusHocT > A2 u ¢ubposa > F2 3

4

Iunca Ha uskniouBawm Kputepuu no T. B (Mpu aHamMHecTUYHW AaHHM Mo T. 2 oT B e Heobxoaumo aa ce
NpeACTaBy eKCNepTHO CTaHOBMLUE OT NleKyBalysi NCUXMATLP, CMEUNANIUCT MO NeyeHue Ha 3aBucumocTm)

T
2
3
4

Ha opwrwuam}'ananxa 0T nabopaTtopus (3aBepeHo ¥ NOANMCAHO KOMUE); NPU HANUYNE Ha XOCNUTanu3auvs Ce Npunara enukpuaa c Homep U3
opuruHaneH (L uin noanucaHo u sasepero konve (HBV. [HK ce uacneasa konuuectse real time PCR)
opuruHanHa Bnanka oT XUCTONOMMYHO U3CNIEABAHE N 3aBEPEHO 1 NOANUCAHO KONME — aKTYanHOCTTa € 4 FOAUHM NPEAN KaHAUAATCTBAHETO

YAOCTOBEpSiBa C€ € MOANMCY Ha CNeunanvucTuTe B NPUIoXKEHNe 1 Ha HaCTOALLMTE U3NCKBAHUS U Ce npunarat HEOBXOAMMUTE U3CNEABAHUSA, KOUTO
AOKa3Bar nuncara Ha uskniousalyym Kputepun no noaToyku 6, 7, 8,9, 10, 11, 12or1. B
* Mpu Hanuune Ha npuapyxasaly 3abonsBaHWA, KOUTO Ca KOHTPaUHAMKALMA 3a YepHOAPOBHa Gvoncus ce M3BbPLIBa OLEHKa puck/ nonaa,
OTHECEeHM KbM MpOrHO3aTa Ha CbOTBETHOTO NpuapykaBawo 3abonseaHe. Ta3u OUEHKA 3aAbLMKATENHO Ce BMUCBA B pELIEHME Ha
cneumnanusmupataTa KomMucusi. TEXHUHECKN HeYCNIeLeH ONUT Aa Ce AOKYMEHTUPA C XUCTONOTMYEH Pe3ynTaT, NoKa3Ball HEAOCTATLYHO KONMYECTBO
4epHOAPOGHa TbkaH 3a afekBaTHa XUCTONOMMYHA NPeLEeHKa.
** MNpu cenbTCTBAWM 3a60NABaHNA € HEOBXOAMMO NPOBEXAAHE Ha KOHCYNTauMs CbC CREUMAnuCT, NMPeAN HauyanoTo Ha TepanusTa, KOSTO ce
npunara KbM KOMNIEKTa AOKYMEHTN. B Hes 3afbmkuTenHo ce Bnucsa oLeHka nonsa/puck 3a oBLIOTO CbCTOSHUE HA MAUMEeHTa OT NPOBEXAAHETO
Ha TepanusTa.

B. Kpurepuu 3a npoab/mkaBaHe Ha TepanusTa (3aALIMKUTENHO € HaNMYMETO M Ha ABaTa KpUTepusl)

Mpu HBeAg (-) naumMeHTH: HanuuMe Ha paHeH OTrOBOP Ha TPeTUs Mecey ¢ Hamaneuune Ha HBV DNA > 2 log 10 B
CpaBHEHME C U3XOAHOTO HMBO U Cnaj Ha TUTbpa Ha HBsAg

1 Mpu HBeAg (+) naumenTu: peaykuws Ha HBSAQ Ha TpeTUs Mecel OT fieYeHUeTo, Kakto u cnag Ha HBsAg <
20 000 IU/mL Ha wecTus Mecell oT TepanvsTa.
2 Jlunca Ha cTpaHnYHM echeKTH U U3KIMI0YBaLWM KpUTepumn no 7. B 2

T opurnHaneH uLL MK NOANMCAHO 1 3aBepeHo konve (HBV [HK ce nacnessa upes KonnecTseH PCR)
2 yAocToBepsBa Ce C NOANUCHA Ha CNeunanucTuTe B NPUNoXeHne 1 Ha HaCTOALLUTE U3UCKBAHUS U B peleHue Ha cneyvanusnpaHdara kKomucus
3abenexka: [pu Hanuuue Ha paHeH BUPYCONOrMYEH OTFOBOP NIEYEHUETO C MHTEPGEPOH andia npoabIkasa 48 ceamuum

B. U3KIIOYBALLU KPUTEPUW
Meuxuynn 3abonsiBanus, enunencus
BonHu, 3noynoTpebasaily CUCTEMHO C ankoxor, HapkomMaHu, NpoAbIkaBally ynoTpedara Ha HapkoTULW, KaKTO 1 Takuea
663 UNCT OT MHTOKCUKALMA NEPUOA, HE MO-Manbk oT 12 Meceua. BorHu Ha METaaoHOBa Tepanus.
[lexomneHcupaHa YepHozapobHa Luposa
Texkn npuapyxasaliy 3a60nsBaHNsA Ha CbpAEYHO-CbAOBATA U AUXaTenHaTa cuctema
ABTONMYHEH xenaTut :
Ko-uxchexums ¢ HCV — obukHOBEHO e npoBexa neveHre Ha HCV MHpekunsTa, CbrnacHo CbOTBETHUTE KpUTEPUN
Cuctemun sabonsisaHus Ha CbeAVHUTENHATA ThKaH; TEXKU (hOPMU Ha NCOPUASIC N PEBMATONAEH apTpUT
HekoHTponupaH xunep- 1 XunoTMPEOoUAN3bM
AKTUBHU XPOHUYHY BakTepuantin uHdekumn

. Heytponenus (< 750) u TpomGouuTonenus (< 50 000)

. HekoHTponupaH 3axapeH anabet

12. XBH 6e3 ananusa

13. Cenbrerawa HIV npu 6pon CD4 < 200

14. BpeMEeHHOCT U KbpMeHe

15. Jlunca Ha paHeH oTroBOp (CbrMacHo KpUTepUMTE NOCoYeHM B T.6 1).

OTroBaps Ha KpUTepUUTE 3a NeyYeHue ¢

@ VBUCKBAHMA HA H3OK MPU NEYEHWE HA XPOHWYEH BWPYCEH B XEMATWT HAL 18 TFOOUWHA BBL3PACT B

. Hucka BupycHa pennukauus HBV DNA < 2000 IU/ml).
. CucremHo HecnassaHe Ha neveGHaTta cxema OT CTpaHa Ha BONHMS, C NpekbCBaHe noBeye oT 1 Mecel

4
V3BBbHBONHNUYHATA NMOMOLL, - & cuna ot 1 anpun 2018 roauta




image5.jpeg
NPUNOXEHUE 1B

TIACT 3A OMPEAENSIHE HA KPUTEPUUTE NPV NPOBEXTAHE HA IEYEHME HA XPOHUYEH BUPYCEH B XENATUT C
HYKNEOTUAHM HYKIEO3WHM AHANO3Y HA EOJIHM MO/ 18 FOULLUIHA Bb3PACT
[ Mve: [ErH] | [ T T T T T[]

3abenexka: meduyuHckama GoKyMeHmayusi, yoocmosepsieala 6ceku om Kpumepuume e rocoyeHa ¢ yughpa 8 UHOEKC U 3a0bIHKUMENHO
npudpyxaea HacCMOSAUOMO NPUITOKEHUE.

H30K He 3annawa neyenue ¢ KoM6UHMpaHa Tepanus HykneotuaHu/ HYKINEeOo3UaHU aHano3m U UHTepepoH.

A. Kputepum 3a 3anouyBaHe Ha MbPBU KypC (3aAB/MKUTENEHO € HAaNN4YUeTO Ha BCUYKU KpuTepuum)
BuoxumuyHa akTueHOCT: noBuweH ALAT > 2 nbTW Haj ropHata pedepeHTHa rpanuLa npu noxHe ase
1 onpefensiHua B pamkuTe Ha 6 Mmeceva. Mpu xucTonornyHa akTMBHOCT > F2 nauveHTUTE noanexar Ha neyeHue
HE3aBMCMMO OT H1BOTO Ha ALAT '
BupyconoruyeH cratyc (BupycHa pennukaums):
- HBV DNA > 2 000 IU/ml, Hesasucumo HBeAg/anti HBe cratyca (cwrnacHo KoHcencyc Ha BAMEMEAE ot
2 = 2013 1)
*  HBsAg konuyecTBeH
lMpu xuctonorwyeH craauit Ha YepHoapoGHaTa. ubposa F3 n F4 neyenne ce nposexaa u Npu Mo-HUCKM OT
nocoYeHuTe no-rope Huea Ha HBV DNA.
3 * Xuctonoruyxa ax‘ruauoc‘r 6enesn Ha YepHoapoBHO Bb3naneHue u ¢ubposa, oueHeHa OnMcaTenHo W upes
VHOEKCH (METAVIR)
4 funca Ha maknouBaWM KpuTepuu no T. B (Mpu aHaMHECTWYHW AaHHM No T. 2 OT B e Heobxoaumo Aa ce
NPEACTaBY eKCMEepTHO CTAHOBULLE OT NIEKYBALMst NCUXMATBLP, CNELMAnICT Mo NevyeHue Ha 3aBUCUMOCTH)
T Ha OpuriHanHa Gnanka ot 1abopaTopyis (3aBEPEHO U OANMCAHO KOMME); MPH HANWYME Ha XOCTMTANN3aLus ce Npunara enukpuaa c Homep U3
2 opuruHaneH UL UNU NOANUCAHO U 3aBEPEHO Konue (HBV DNA ce n3cnezsa c konuyectseH real time PCR ). Ha neuenve ¢ HykneoTugHw/
HYKNEOo3uAHN aHanosu noanexar v 60NHM Ha MMYHOCYNPECUBHA Tepanus NPeAu 1 crej OpraHHa TPaHCNNaHTauus He3aBUCUMO OT HuBaTa Ha HBV
DNA. B Tesau criyuau KbM MeAMUMHCKATA AOKYMEHTALMsA Ce MPeACTaBss envkpusa C HOMep U3 oT ocblyecTseHa opraHHa TPaHCMNaHTauus,
amGynaTopeH AIUCT OT Npernes Npy CNeLManucT 3a NPOBeXAaHa MMYHOCYNPECUBHA TEPanKs
opuriuHanHa Bnaxka OT XUCTONOMUYHO U3CNEeABAHE N 3aBEPEHO U NOANIMCAHO KONUE — aKTYanHOCTTa € 4 FOAWHN NPeAV KaHANAATCTBAHETO
YAOCTOBEpSBA CE C NOANMCU Ha CNeLNanucTUTe B NPUNoXeHue 1 Ha HACTORLLUTE UUCKBAHWMSA U Ce NpUnaraT HeOBXOAUMUTE U3CNEABAHNUS, KOUTO
[AOKa3BaT NUNCaTa Ha U3KIIYBALUM KPUTEPUU N0 NOATOYKK 4,5 T. B
* Mpu Hanuuve Ha npuapyxasaum 3aGonsBaHUs, KOUTO Ca KOHTPaWHAMKALMS 3a YEPHOAPOBHa Buoncvs ce M3BBPWBA OueHka puck/ nonsa,
OTHECEHM KbM MPOTHO3aTa Ha CLOTBETHOTO MNPUAPYXaBaWo 3aGonssaHe. Ta3W OLEHKA 33ABMKUTENHO CE BMWCBA B PELUEHUETO Ha
creunanuanpaHaTa KoMucus. TexHuuecku HeycneleH onuT Aa € AOKYMEHTUPaH C XUCTOMOrMYEH PesynTat, NoKasBall HeAOCTaTbYHO KONMYECTBO
YepHoApoGHa ThKaH 33 aAeKBaTHa XUCTONOMMYHa NpeLeHka
Mpu AekoMNeHcUpaHa uMpo3a (Bapuum, acuuT, UKTep) Ce NPOBEXAA NeveHne ¢ NaMUBYAUH, He3aBUCUMO OT HUBO Ha HBV DNA u
[AaBHOCTTa Ha XMCTOMNOMMYHOTO M3CneaBaHe.

B. Kputepuu 3a npoabmxaBaHe Ha TepanuaTa (3aALIMKUTENEHO e HaNIM4YMETO U Ha ABaTa KpUTepHs)

1 Mocnezsalio u3aMepBaHe U 3aAbiKUTENHO npocneassaHe Ha HBV DNA npes uHTepean ot 3-6 meceua™, un
Konu4yecTeeHo onpeaener HBsAg/ anti HBs Tutbp Ha uHTepBan ot 12 meceua***

2 Tunca Ha cTpaHuyHM ehekTH 1 M3KITIoYBAWM KpuTepum no 7. B 2

opurunanen v unu noanucaHo u 3asepeHo konue (HBV DNA ce uacnepsa c konuuectseH PCR)

? yaocTosepsisa ce ¢ MOANMCY Ha CIELMAnNVCTITE B NPUNOXEHHE 1 Ha HACTOALLMTE USUCKBAHWUA Y B PELUBHWE Ha CnieumnanuaupaHaTa KoMucus
* MPOABLMKUTENHOCTTA Ha JIEYEHNETO Ce ONpeaens OT BUPYCONMOMYHUS OTTOBOP W TEXECTTa Ha uepHoapobHata Gonect, cnes oaobpenve ot
€eKcnepTHa KOMUCHS.
** Wscneasareto Ha HBV DNA npe3 6 meceuia npu Tepaniis ¢ TeHohosmp v eHTekasup. Mpy Tepanis ¢ NaMUBYAUH 1 TeNBUBYAMH M3CNEABaHETO
3abMKUTENHO Ce U3BLPLUBA NPes uHTepean or 3 Meceua!
*** Mpu Hanuyne Ha BUPYCONOruYeH Npobue ce Hanara USBLPLIBaHE Ha U3CNEeABaHe 3a MyTaUWUy U A0Ka3BaHe Ha Pe3ncTeHTHOCT. Mpyu Aoka3saHe
MM Ce npemuHaBa Ha Tepanus C Apyr NekapcTBEH NPOAYKT, CbriiacHo npuetus Koxcencyc Ha BAT 2013 r.

B. U3KNOYBALLU KPUTEPUU

1. Jlvua noa 18 roguiiHa Bb3pact

2. KowuHdektnpanm naumeHTu ¢ xenatut D Bupyc [HDV], npu Hannume Ha HuBo Ha HDV RNA

3. BonHu, 3noynoTpebsiBalLLM CUCTEMHO C anKOXOM, HapPKOMaHu, NPoAbIKasawym ynotpebarta Ha HAapKOTULM, KaKTO U Takuea
6e3 YMCT OT MHTOKCUKALMSA NEPUOA, He No-ManbK oT 6 MeceLia

4. DBpemeHHOCTTa He e NPOTUBOMOKa3aHWe 3a nedeHne C TeHodosup, MNpu 3abpemeHsBaHe B xoaa Ha NPOTUBOBMPYCHO
neyeHue C TEHOOBUP, NOCNEAHWAT He cneasa fAa ce cnupa. AKO GPeMEeHHOCTTa HaCTbMU Mo BpPeme Ha Apyr BuA
Bupyctatuk 6onHata cnejsa Aa NnpeMuHe Ha neyveHne ¢ TeHooBmp

5. BpemeHHu B Ill-Tn TpumecTbp Ha 6pemenHocTTa ¢ HBV DNA > 200 000 IU/ml morat aa 6baaT nekysaHu npu npeueHka
Ha pUCK/ Non3a, B Te3u Cryuan ce npeacTass amGynaTopeH NUCT OT Npernes npyu rMHeKonor

6. CwuctemHo HecnassaHe Ha neyebHaTa cxema no BuHa Ha 60MHUA, C NpekbCBaHe NoBeye oT 3 Meceua

OrtroBaps Ha KpuTepuuTe 3a nevyeHue ¢ B AHEeBHa Oo3a

noAnuMcU Ha YneHoBeTe Ha CneuManm3npaHaTa KOMMCHUS:..........o.cooeieeeiiiieeeiiiieeen,

5
¢ VISVICKBAHWA HA H3OK MPU JNIEYEHME HA XPOHWYEH BWPYCEH B XENATUT HAQ 18 FOOVIIHA BB3PACT B
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