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NPUNOXEHWE 2
I. NEYEBHO-GUATHOCTUYEH ANFOPUTBM

1.A. NEKAPCTBEHUW NMPOAYKTH, akmouenu B Mpunoxenve 1 Ha MNI1C, kouto H30K 3annalla B CbOTBETCTBHE C
AEHCTBAWNTE HOPMATUBHU JOKYMEHTH.

INN MKB AO3A U CXEMU HA NEYEHUE
INTERFERON ALFA-2A B18.0, B18.1, K74.0, K74.6 3 x ceamnyHo no 3MU
PEGINTERF;ERON ALFA-2A B18.0, B18.1, K74.0, K74.6 180 mcg / ceamuuHo

1.B.; IEKAPCTBEHU NPOOYKTHK, Bkntoveru 8 Npunoxenne 1 wa MINC, kouto H3OK 3annawa B cLOTBETCTBHE ©

AeHETBANTE HOPMATUBHM AOKYMEHTH.

INN MKE AO3A U CXEMM HA NEYEHME
LAMIVUDINE& B18.1, K74.0, K74.6 100 mg / axesHo
TENOFOVIR DISOPROXIL B18.1, K74.0, K74.6 245 mg / aHesHo
ENTECAVIR . ‘ B18.1, K74.0, K746 : 0.5 mg / gHeBHO
TELBIVUDINE B18.1 600 mg / aHeBHO

2. MPOCNERABAHE

Ta6nuua 1 MPOCAEASBAHE HA BOJTHW C XPOHUYEH BUPYCEH B XENATUT NPY JIEYEHWE C UHTEPOEPOH
AN®A

; fipocnepsisave
M [3m [am 5w [6m 7 [Bm [Om [ 12" [+3m [ +6M"

fono

Xemornobux v v v v v v v v v v v v
epuToLMTH v vl v v v v v v v v v v v
TleBKOUMTH v Vil v v v v v v vl v v v v
TpomGouuTyi v vl v v v v v v v v v v v
" BUOXHMUYHK - g o

ASAT v v v v '3 vl v v v v v v v v
ALAT v v v v v v v . v v v v v v v
GGTP v Y v v v v [V v v v v v v
AP v v v v v I v v v v v v v v
o6 6enTbk v v v

AnBymuH v v v

Bunupy6uH v v %

KpeaTtuHinH v v v

KpbBHA 3axap v v v

nMKoYHa KucenmHa v v v

TSH. T 4 v 7
-BUPYCONOTVMHM

HBeAg/ anti Hbe v v v v
HBV DNA v v v 7
HBsAg/ anti HBs**** v v v v v
anti HCV v

anti HDV *** v
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3abenexka: Npu 6ONHY C NUMNCa Ha paHeH BUPYCONOTMYEH OTFOBOP NEYEHNETO Ce cnupa.

* TepanusATa e ycnewHa npu gocturade Ha HBY DNA < 2 000 {U/ml n Hopmanusupane Ha ALAT. Mpu HBeAg (+) — nocturane Ha
HBeAg cepokoHBepcus.

** cneg 6-TMA Mecey OT CupaHe Ha nevYeHneTo npes 4-6 meceua ce KOHTponupaTt aMnHoTpaccepasm u npu MHAUKAUWKA —
BUPYCONOTMYHKM U3CNeaABaHNs

*** Ko-uHdbekumaTa ¢ HDV noanexw Ha neuexue ¢ nerunvpan uHTepdepoH (1dnakoH ceamuuto) 3a 12 Meceua. [lokasBaHe Ha
HDV RNA ¢ PCR meToanku.

*"** BbB BPb3Ka C HOBUTE NaHHW 3@ 3HAYEHWETO HA CEPYMHWTE HWBA Ha HBsAg sa oueHsBaHe Ha edexTa OT NpUNaraHoTo
Ne4eHNe Ce BLBEXAA KaTo KonnyecTeeHo uamepsate HBSAQ 1axoaHo, Ha 3-T v 6-T Mecew, B Kpas Ha Tepanusita u 6 Meceua
Cnep npekpavsiBaHe Ha NeveHueTo.

AKTYanHOCTTA Ha H3XOAHOTO uscneasaxe Ha HBY DNA e no 6 Meceua npean kaHanaaTcTBaHeTo.

Ta6nuu§éé NPOCNERABAHE HA EONHWU C XPOHUYEH BUPYCEH B XEMATUT NPU NTEYEHUE C HYKNEOTURHW/

HYKNEO3UARHU AHANO3W
: Tlephog, Ha NeveHne .- fipocnensisane*
. maxophu | Im. | 6m 12, + Ha BCOXM 3 M.

XEMATO]

Xemornobux v v v v v
Eputpouwtm v V. v v v
JleBkounTH v v v v v
TpomGounTi v v v v v

AOXMMUIYHA . - :

ASAT v v v 3 v v
ALAT v v v v v 3
GGTP v v v v v v
AP v v v v v v
obw Gentek v v v v g v
AnbymuH v v v v v v
Bunupybus v v v v v v
Kpeatunun v v v v v v
KpbBHa 3axap v v v v v v
fINKOYHA KUCENNHA v v v v v v
HBeAg/ anti Hbe v v v v+
HBY DNA v v v v 3
HBsAg/ anti HBs v v*
anti HDV v

* npocrniennBaneTo Ce MIBLPIRA Ha Beakn 3 Meceiia nipu NUC ¢ nucka Sapuepa u Ha 6 Meceua npu NUC ¢ Bucoka 6apuepa; Ha BCekM 6
Meceua ce uacneasa HBeAg/anti HBe; Ha Bcoku 12 meceua ce nacnieasa HBsAg /anti HBS.

KpatkoTpaitno .nederue: Mpu Tepanus na HBBAG (+) naLuenTy 8 Cryvall Ha nossa Ha HBeAg-CEpOKOHBEPCHA N BPEME Ha NEYSHUTETO (HBeAg
(-)/anti-HBe (+) cTaTyc), TepanusTa Moxe 4a Gbae npexpaTeHa 8 cneasawmte 6-12 meceua. Mpn Hanuume Ha HBsAg-cepokoHBepcus (HBsAg (-)
HeraTuseH / anti HBs (+) nonoxuTeneH) u HEAHOTO NOTBELPKAEHHE Criea 8 mécewa, neverweto ¢ NUC mMoxe 4a ce npexkparu.

Ko-uHdbekuuata ¢ HIV HAMa KOHTpanHaUKaLMK 3a NneueHve ¢ nepopanHu NPOTUBOBUPYCHMU CpeacTBa.

Tpu AOKa3aHa PEINCTEHTHOCT/MYTaLMU KbM ONPEAENEH NEKAPCTBEH NPOAYKT € NMPENopLUMTESNIHO 32 UHTEPBAN OT 3 Meceua Aa ce 3acTLNAT ABa
NeKapCTBeHM NPoAYKTa.

AKTYyanHocTTa Ha M3XOAHOTO M3cneaBaHe Ha HBY DNA e 4o 6 Meceua Npeay KaHaUAaTCTBaHETO.
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1I. OB U3UCKBAHUA

1. Bb3pacToBaTa rpaHuua ce M3UMCNABa B HABBPLUEHN TOANHM - T.€. BKNIOYUTESHO KbM 4aTaTa Ha 3LaBaHe Ha npoTokona or
cneunanisnpaHaTa KoMUcKs.

2. Mpy HasHauasaHe Ha Tepanua NO NMPOTOKON 3aALIKATENHO Ce CLOGPa3ABaT BLIPACTOBUTE OrPAHU4EHNR CBINIACHO KpaTkaTa
XapaKTEPUCTUKA Ha ChOTBETHUS NTEKAPCTBEH NPOAYKT, yTBLPAEHa no peaa Ha 3NMNXM.

3. H30K He sannawa nevenve N3BBH yKazanaTa BL3PACTOBA FPaHNLIA Y NOKA3aHUS B KpaTKaTa XapaKkTepucTuka Ha Npoaykra.

4. H30K e sannalya neuenue C 03N Hajl MAKCMMANHO Pa3peLleHTe No KPaTKa XapakTepucTvka Ha npoaykTa.

S. B cny4ai Ha HaCTBLNMNA NOJ03NPaHa HEXenawa NeKapcTBeHa Peakuus, nekapat yseaomsisa WA no pega na un. 183 ot
3MIMXM. Konue: 07 cboBlieHMeTo ce npunara Kbm MeanLMHCKaTa aokyMeHTaLus Ha 33011 ApN KAHAWOATCTBAHE 33 NeYeHune.

6. CNELIMAAUSUPAHATA KOMUCUSA uanasa Pewenme cries nposeaena AMGynatopHa npoueaypa Ne 38 ,OnpepensHe Ha nnax
Ha NeveHne U APOCNEeAABaHe Ha TepanesTUYHIA OTFOBOP NPK MauMeHTH, NOMyYaBaLy CKLMOCTPYBALYM NeKapcTBEHN NPOAYKTH Mo
peaa Ha un. 78, 7. 2 330" Ha ocHosaHne un. 53 u un. 303 oT HauwonaneH pamkos JOrOBOP 338 MEAULUHCKUTE JeHHOCTUA Mexay
HauuoHanHaTa' 3apasHOOCKTYpUTENHa kaca W Bbhrapcku nekapeku coiod sa 2018r. (o6H., B, 6p. 28 ot 29.03.2018 r) u
npegocraseda or 301 MEAULMHCKA AOKyMeHTaUMs. CneLnannaupaHaTa KOMMCMS CbXpaHsBa eguH ek3emMnnap oT PeiueHweTo,
CbXpaHsBa BTOPM eK3EMINSD Ha NPOTOKONA/M, BCUMKU HEOBXOAMMM LOKYMEHTH 38 M34aBaHeTo MY U KOMWe OT npunoxexne 1 Ha
HACTOALLUTE MIUCKBAHWRA, MOMLAHEHO NO CLOTBETHATA TOUKA U NMOANMCAHO OT YNEHOBETE Ha CrIeLMAaNN3NPAHATA KOMUCHS.

Hacmoswume usuckeanus ca paspabomeHu Ha OCHoBaHue um. 58 om HauuowaneH pamkos 002080p 3a MeduyuHcKume
dednocmu mMewdy Hayuonannama 3dpaeHoocuzypumenta kaca u GbrzapeKu nexapesu cbios 3a 2018z. (o6H., B, 6p. 28 om
29.03.2018 2). :
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NPUNOXEHUE 3

LOEKNAPALMA 3A UHOOPMUPAHO CBIMACHE C U3UCKBAHUATA 3A 3AMOYBAHE/ NPOABLMKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NMPORYKT

A3 BONYNOAMMCAHMATIATA ..........ooooreemrernresinsmsisisiess e eeeeocoeseesee s esesteeee s ee e oo

Crief, KaTo e 3anosHax C UANATA MM NPEAOCTABEHa WH(OPMAUMR M LENTa Ha NeYeHMeTo C NeKapcTBeHMA
npoaykT X
NOCTABEHUTE-OT MEH BbPOCH, AKNAPUPaM Ye:

# cnef KaTo Monyvux n3uepnaTenHn OTrOBOPU Ha

1. llecnaseam npenopbyaHaTa Mi cxema Ha nedeHme u NepMoANYHOCT Ha KOHTPONHUTE Nperneam.

2. PepopHo e ce sBsiBaM Ha KoHTpoth Npernean v HAMa Aa NPOMEHSIM CaMOBONHO MNU NOA APYro BHYyLUEeHWe
Hasu;éweua'ra MY Tepanus. :

3. Mpu hbeycraHoaﬂaaue Ha NeYeHneTo no ;vpuquuu, HEenpoU3TUYaLLK OT pewenneTo Ha KomucunaTa 3a ekcneptusu B P3OK
wung Komucusta no un. 78, 1.2 ot 330, we ysepoms HesaGasHo nvuHns cu nekap u P30K v we sbpHa B P3OK
nocneaHust NPOTOKON, NO KOWTO CbM NOry4aBasn/a nekapcTBeHUs NPOAYKT.

4. Tpn HECNa3BaHe Ha MOCOYEHUTE YCIIOBUS JIEYEHVETO Mit C YNOMEHATUA NEKAPCTBEH NPOAYKT wie 6bae npekpateHo
HAMa 2 nMaMm npeTeHLmu kbm H30K.

Hartai...ooivieeeeeeeeras
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M3UCKBAHWUA HA H3OK NPU U3ABAHE HA MPOTOKONN 3A NPOBEXAHE HA NEYEHWE HA XPOHWYEH
BUPYCEH B XENATUT NMPU EONTHU HAL, 18 FOQULWWHA BBb3PACT

TMpoTOKON®T Ce U3naBa OT CMELUMANUCTH - raCTPOBHTEPONO3N OT cneunanuanmpaHa KoMucua B nevebHU 3aBeneHun 3a
Gontnuna nomouwi, ckmounnu gorosop ¢ H30OK. CneunanusupasuTe KOMUCHN Ce Cb3AABAT CbC 3anoseq Ha aupekTopa Ha
cnepnute J13*: YMBAN ,Anekcanaposcka’ - rp. Cocns, YMBAS ,Ceetu Meopru® - rp. Mnoeame, YMBAN ,Ceeta Mapuna” - rp.
Bapwa, YMBAN ,[-p eoprv Ctpawcku® - rp. MNnesex, YMBAJ Mpod. a-p CTosm Kupkosuy® - rp. Ctapa 3aropa, YMBATN "CeeTun
Maan Puncku” - rp. Cociun, YMBAN ,Llapuua Woanna — UCYJT* - rp. Cocus, BMA — p. Codus, MU — MBP - rp. Codpma, YMBAT
“Tokyaa Bonnuua” - rp. Codmn, Y6 Jloserey’ - rp. Coms, YMBAN ,Codusmesn’ — . Codmsa, Bropa MBAT - rp. Codms,
Amxubanem Cutn Knunnk® - rp. Cocbus, YMBAT Kacnena® - rp. MNnosave.

*Mipu 86CAKa NPOMAHA HA CHCMAsa Ha CREUUANU3UPaHUMe KOMUCUU ce NPedocmass akmyanu3upana 3anoeed Ha dupexmopa Ha 13.

I. A. PEQ 3A WEPHBAHE HA NPOTOKONUTE 3A NPOBEXAAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XEMATUT
C UHTEP®EPOH AN®A

MpoTokonu 3a 3anoysate Ha nevexue

= [onbnHeHo 1 NoanucaHo Konue ot npunoxexune 1 — NUCT 3a onpeaensaHe
Ha KpUTEepUNTE C BCUYKU HeOBXOoUMIN U3CNeaABaHUA

* AKTyanHa KNuHWYHA eNUKPU3a OT NocneaHoTo nponexasae B J136M cbe
CNEUMAINU3UPAHA Cb3AaaeHa crneyuanu3upanama KOMUCUs, Npeanarawa 60NHWA 3a neueHue
komucua * Pewenve Ha CcneunanuaMpaHa KOMWUCMA C wHTEprpeTauua Ha

uscneasaHusTa nNpes nNpeaxogHuTe 6 MeceLa M sicHa MeauUWHCKa MOTUBALUS!
3a npeanaraHoto neveHve (3agbnxutenHo ce ovbenAsBa nunca  Ha

V3KNIOYBALLW KPUTEPUW)
/ * “[lpoTokon 3a npeanuceaHe Ha nekapcraa, sannawadn ot H30K/P3OK" —

06p. M3-H30K
Komucua no un. 78, 1. 2 ot 3aBepka Ha npoToKona B
330 B LY na H30K » P30K

Mpotokonu 3a nNpoAbLSHKaBaHe Ha NeyeHwe

* [MonbaHeHo 1 MoANMCaHo Konue oT npunoxexne 1 — NUCT 3a onpegensxe
Ha KpUTEepuATE C BCU4KM HeoBxoaumu uscneaBanus
* Pewexue Ha cneuuManu3npaHa KOMWCHS C UWHTepApetauus Ha

CNELMANU3UPAHA p| /3CNIEABAHUATA NPE3 NPEAXOAHUTE 6 MECELa i ACHA MEAVUMHCK MOTMBALMA
KOMUCUA 3a npepnaraHoTo NeveHue (3apbikuTenHo ce  oTfenassa nunca  Ha
M3KNIOUBALUY KPUTEPUM)
= “Mpotokon 3a npeanvcBaHe Ha nekapctea, sannawadm ot H3OK/P30OK —
/ oBp. M3-H30K
Komucus no un. 78, 1. 2 ot 3asepka Ha npoToxona B
330 B HY Ha H30K P30K

2
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l. B. PEQ] 3A 3ABEPSIBAHE HA NPOTOKOINUTE 3A NPOBEXAAHE HA IEYEHWE HA XPOHWUYEH BUPYCEH B XENATUAT
C HYKNEOTWAHW HYKNEO3UOHW AHANO3N

MpoTokom 3a 3anouBaHe Ha NevYeHHe
MpoTokony 3a cMsaKa Ha neKapcrBeHa Tepanua

= [onbLnHEeHO ¥ NOANUCAHO Konue oT npunoxexue 1 — nCT 3a onpegensiHe
Ha KpUTEPUUTE C BCUUKKU HEOOXOAUMU U3CTIeABaHUA

* AKTyanHa KNMHW4HA @NUKPU3a OT NOCNEAHOTO nponexasare e S13BM cbe
CMEUMANU3UPAHA »| Cb3aaaeHa crneyuanu3upanama KoMucus, npeanaraila 6onHUs 3a neyeHve
KOMUCHA * Pewenue Ha cneuwanusupaHa KOMUCMA C uHTepNpeTauus Ha

v3cneaBaHusTa npes npeaxoaHuTe 6 mMeceua M AicHa MEAMUMHCKA MOTMBALMS
3a rpeanaraHoTo neuyeHve (3aABNKUTENHO ce oTbensssa nunca Ha

W3KNIOYBALLIN KpUTEpUM)
= “MpoTokon 3a npeanucsaHe Ha nekapcTea, sannawawm ot H30K/P30OK —
0o6p. M3-H30K

Komucua noun. 78, 1. 2 or 3aBepka Ha npoTOKONa B
330 B L{Y Ha H30K P30K

Npovokonu 3a npoaLIDKaBaHe Ha feveHne

* [onbnHEHo 1 NoANKCaHO KOMKMe OT NpUnoXeHue 1 — NUCT 3a onpeaenaHe
Ha KpUTEepuATE C BCUYKA Heobxoaumu uscneasanus

= Pewenve Ha cneunanusMpaHa KOMWCMS C UHTEpnpeTauva Ha
CNELUANUIUPAHA n3cneaBaHuATa npes npeaxoaHUTe 6 meceua M sicHa MeauUMHCKa MOoTUBauus
KOMUCUs 3a npeanaraHoTo nedveHne (3aabnkuTenHo ce oTbensassa nunca Ha
M3KNIOYBALLY KpUTEPUK)

= ‘lMpoTtokon 3a npesnwuceBaHe Ha NekapcTsa, sannawadu ot H30K/P30K™ -

/ 06p. M3-H30K

3aBepka Ha npoToKona B
P30K

II. OB NONOXEHNS

1. 3011 nopasa noaroTeeHuTe AoKyMeHTH B P30K, Ha TepuTOpMATa Ha KOATO € Hanpasuno uabop na OMII. HokymeHTuTe
BKNIOYBAT:

1.1 3asenenne ao upexropa Ha P30OK.

1.2 lMonwnHero u noanucaHo npunoxekue 1. Monunisa ce N0 ChOTBETHATA TOUKA U Ce NpUnara oTpaseHaTa B UMPOB MHAEKS
MeaMLMHCKa BOKYMEHTALMA, YAOCTOBEPABALLE BCEKN ANH.OT KPUTEPUNTE.

1.3 IMbnHuaT Habop u3cnenBaHNA (PM3VKANHK, UHCTPYMEHTAIHY U nabopaTopHu), OTPa3seH B NPUNOXeHne 2.

1.4 “NpoTokon 3a NpeanucBaHe Ha NekapcTea, 3annawanu ot H30OK/P30K' — 06p. M3-H3OK. Mpunara ce opuruHan Ha
NpoTOKONa, @ NpN KaHAWAATCTBAHe 3a MPOALIIKABAHE HA TepanuaTa Ce MPeACTaBs OPUTWMHAN Ha NPEAXOAHMS NPOTOKON C
OTpa3seHn BCUYKM HA3HAYEHNS NO Hero.

1.5 PelleHne Ha cneunanmavwpaHa KOMUCHMs OT fevebHO 3aBEAEHUE — W3MBAHWTEN Ha AmbynaTtopHa npouegypa Ne 38
,OnpeaensHe Ha NNaH Ha NeYeHVe W NPOCNEeAsBaHe HA TepaneBTIMHUA OTFOBOP NPU NALMEHTW, NONyYaBaw CKLNOCTPYBAaLUN
NekapcTeeHu NPoAYKTV NO pega Ha urn. 78, an. 2 330° - 6n. M3-H30K Ne 13

1.6 Nleknapauma 3a MHOPMUPaHO cbrnacue no obpasel| {npunoxetue 3).

2. P30K npuema RoKyMeHTUTE Nno Touka 1 cnef cnpaBka OTHOCHO 34paBHOOCUrypUTENHUA cTatyc Ha 30/.

3
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NPUNOXEHUE 1A

NUCT 3A ONPENENAHE HA KPUTEPMNTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XENATUT C
WHTEP®EPOH AN®A HA EONHW HAAl 18 TOQULUHA BB3PACT

Ume: [erh] [ [T [ T T 11 L ]

3abenexxa: meluyurckama GoKymeHmayus, yoocmosepsieaua 6ceKu Om KpUMEpPUUMe € 10CONEHa C Uubpa 6 UHOBKC U 3a0LAKUMenHo
npudpyxasa HACMOAWOMO NPUIOXeHUe.

A. Kputepun 3a 3anousaHe Ha NbpBu Kype (3aABLMKUTENHO € HANMYMETO Ha BCHUYKM KpuTepuu)

1 Buoxumuuna aktueHocT: noBuwen ALAT > 2 muTu Hag roprata pedepeHTHa rpaHMua npu noHe ase
onpefensiHuA B paMkuTe Ha 6 Mecea '

Bupyconormsien cratyc (BupycHa pennmkauus upes KonuvectseH PCR ):
* HBV DNA > 2000 IU/ml, Hesasucumo HBeAg/anti HBe ctatyca (cbrnacHo Koncencyc Ha BAFEMEAE ot
2013r.)
2 ® .- HBsAg konuuectseH
Tpu xucronomueH cTapnin Ha uepHoapobHaTa dubposa F3 u F4 fnevenve ce NpoBeXAa U Mpu No-HUCKU OT
nocoyexnre no-rope HUea Ha HBV DNA.

3 Xuctonormuna akTMBHOCT: Gernesn Ha uepHoApobHO Ebananenue W PuUBPO3a, OLEHEHA ONMCATENHO M ypes
vuaekcn (METAVIR) - xuctonoruuna aktusHocT > A2 u dubposa > F2 *

4 Nunca Ha maxnouBawm xpuvepun no 1. B (NPp¥ aHaMHeCTUYHK AaHHM No T. 2 oT B e Heobxoaumo aa ce
NPEJETaBY @XCNEePTHO CTAHOBMILE OT NIEKYBAWMA NCHXMATLP, CNELWANUCT MO NeveHWe Ha 3aBucumoctH) *

Ha OpuruHanHa Gnanka ot nabopatopun (3aBEPEHO U NOANMCAHO KOMME); NPU HaNWuWe Ha XOCTUTANMSALMA CE NPUNara envkpuaa c romep U3
opurMHaneH ML #AM IOANWCAHO U 3asepeHo konue (HBV AHK ce wacnesBsa konuuectseH real time PCR)

OpurHanta GNaHKa OT XUCTONOTUUHO U3CEABAHE NN 33BEPEHO M NOAMMCANG KOMWE — AKTYANHOCTTA @ 4 FOfMHU NPEAM KAHAMAATCTBAHETO
YAOCTOBEPSBE CR ¢ NOANUCUA HA CRELNANVCTUTE B NPUIIKEHUE 1 HA HACTOALIMTE UBNCKBAHMSA U CE NPUNAraT HEOBXORUMUTE UICNEABAHNS, KOUTO
AOKa3BaT NUNCATE KA U3KNIOUBALM KpUTEPUM 1o noaTo4kKk 6, 7, 8,8, 10, 11,1207 1. B

* Mpn HanuuWe: Ha npuapyxasawy 3aBonsBaHns, KOWTo KOHTPAUHAWKALMA 33 YepPHOAPOOHa GUONCUR Ce W3BbPLWBA OUEHKA PUCK/ NoN3a,
OTHECEHU KbM- fIDOMHO3aTa Ha CLOTBETHOTO npuapykasawo sabonssaHe. Tajw OUEHKA 33ABLMKWTENHO CE BNUCBA B pelleHWe Ha
Crneunanuaupaiara KoMUCHs. TeXHUYECKH HEYCNeWEH ONUT A3 C8 ACKYMEHTMPA C XHGTOAOIWMEH PE3YATAT, NOKA3Ball HEAO0CTATBYHO KONUUECTBO
4eproApobHa TokaH 3a aieKBATHA XUCTONOTAYHA NPELEHKa.

** Mpn conbTeTBALM 3a60NABaHIS € HEOBXOAMMO NPOBEXAAHE HA KOHCYNTAUMA CbG CNELMBIMCT, MPEAN HAYANOTo Ha TePanuATa, KOATO ce
npunara KeM KOMRNEKTd AOKYMEHTH. B HeA 3afbNXUTENHO C8 BNUCBA OLEHKA NON3a/PUCK 3a OBLLOTO CLCTORHUE Ha NALMEHTA OT NPOBEX/aHETO
Ha TepanuATa. B

T
2
3
4

B. Kputepuu 3a npoabikasaHe Ha TepanuaTa (3aAbIKMTESNIHO € HANMYMETO U Ha ABaTa KpuTepMs)

Mpu HBeAg {-} nauneHTH: Hanwuve Ha paHeH OTTOBOP Ha TPETHA Mecel C HamaneHue Ha HBY DNA > 2 log 10 B
CpaBHEeHMe C U3XOAHOTO HUBO' M CNaj Ha TTLPa Ha HBSAgQ

Npu-HBeAg (+) naumenTn: pegykuns Ha HBSAg Ha TpeTus Mecely OT neveHWeTo, KakTo u cnag Ha HBsAg <
20 000 IU/mL Ha wecns mecetiy 0T TepanuaTa.

2 | Nunca Ha CTPAHNYHY echHeKTH # HAKITIOUBAILLM KPATEPUH Mo T. B 2

T opuruHaneH (il MW NOANMCAHO |t 3aBEPEHD KonWe {HBV HK ce uscnepsa upe3s konuyectseH PCR)
? YAOCTOBEPABA CE C NOATIACH HA CHELMANMCTATE B NPUIIOKEHWE 1 HA HACTOSLMTE MINCKBHUA 1 B peleHNe Ha Creunann3upaHaTa KoMncus
3abenexka: Mpu Hanwune Ha paneH BUPYCONOTMYEH OTTOBOP NeYeHneTo ¢ uHTepdepox anda npoabrxkasa 48 ceamuum.

B. U3KITIOUBALLM KPUTEPUN

. Tevxvunn saBonssanus, enunencun
Bonky, 3noynoTpeGsBaLii CUCTEMHO C aNKOXON, HAPKOMAHW, NPOALIDKABALIW ynotpebara Ha HapKoTVLW, KaKTO U Takuea
6€3 YACT OT URTOKCHKALMA NEPUOH, HE NO-MaIThK OT 12 Meceua. BOonHK Ha MeTaZIoHOBa Tepanus.

3. [lekomneHcupana yepHoApobHa Liuposa

4. Texku npuapyxasauw 3abonsBaius Ha CbPAGYHO-CHAOBATA W AVXATENHATa cHcTemMa

5. ABTOUMYHEH xenatvr :

6. Ko-undexuma c HCV - o6ukHoBeHO ce npoBexaa nevenue Ha HCV MHEKUMSATA, CINACHO CbOTBETHUTE KPUTEPUM

7

8

je]

N

Cuctemun 3a6onsBanna Ha CbeAUHUTENHATA ThKaH; TEXKW (GOPMM Ha NCOPUAINC M PEBMATONACH ApTPUT
HekoHTponupaH xvnep- ¥ XUnoTHPeouanaLm
. AKTUBHU XPOHWU4HM BakTepuarniu nHgekumm

10. HeyTponenus (< 750)  TpomBouuTonexus (< 50 000)

11. HekoHTponupaH 3axapeH anabet

12. XBH 6e3 ananusa

13. CobnbrerBawa HIV npu 6poil CD4 < 200

14. BpeMEHHOCT U KbpMeHe

15. Jlunca Ha paHeH 0TroBOP (CbINACHO KPUTEPUUTE NOCOYEHM B T.5 1).

16. Hucka BupycHa pennukauus HBV DNA < 2000 1U/ml).

17. CucTemHo HecnassaHe Ha nevebHaTa Cxema OT cTpaHa Ha BoNHWA, ¢ NpekLCBaHe noseye oT 1 mecey

OTroBaps Ha KpUTepUUTE 3a NeYeHHe ¢

4
”i,‘ VBUCKBAHWA HA H30K MPU NEYEHWE HA XPOHWYEH BWPYCEH B XEMATUT HAL 18 TOAMUHA BB3PACT B
w WU3BBHEONHUYHATA NOMOLL, - 8 cuna ot 1 anpun 2018 roauna
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NPUNOXEHWUE 1B

NUCT 3A ONPEAESTSIHE HA KPUTEPUUTE 1P NPOBEXAAHE HA NNEYEHUE HA XPOHWUYEH BUPYCEH B XEMATUT C
HYKNEOTUAHW HYKNEO3UAHU AHANO3WU HA 5OMHK NOA 18 FOAWULIHA BBL3PACT

[Hwe: [EMH] | LT T T T 7]

|

3abenexka: mMeduuyurckama GokymeHmauusi, ydocmosepsiealua ecexu om Kpumepuume e 1ocoyeHa ¢ yuhpa @ uHOEKC u 3adbImKumentHo
npudpymaea HaCMOAUOMO NPUNOXEHUE.

H30K He 3annauia nevenne ¢ kKOMBUHNPaHA TEPANUR HYKNEOTUANM! HYKIIGOIMAHM AHANO3N U MHTEPHEPOH.,

A. Kputepum 3a 3anousane Ha NbPBU KyPC (33ALIKMUTENEHO e HATIMYMETO Ha BCUKA KPUTEpUM)

Buoxumuuna aktueHocT: noeuuien ALAT > 2 nbT# Haa ropHata pediepenTHa rpaHiLa npu roWe age
1 OnpPeAeNaHuA'B pamkuTe Ha 6 M1eceua. Mpy xucTonorvuHa akTUBHOCT > F2 NauneHTUTe NOANEXaT Ha NeveHue
HE3IABMCUMO OT HMBOTO Ha ALAT

Bupyconoruuen cratyc (Bupycha pennukaums):

*.. HBV DNA > 2 000 IU/ml, neaaBucumo HBeAg/anti HBe cratyca (ckrnacHo Koncencyc Ha BATEFEAE ot
2 Lo 2018r)

% HBsAg xonuiecTeeH
IMput xucTonoruuen cragui Ha yepHoapoGHaTa ubposa F3 v F4 nevenwe ce NpoBexaa v Npu NO-HUCKM OT
NocoNEHNTE no-rope Huea Ha HBY DNA.

3 * XHCTONOTWYHA aKTMBHOCT: Benesn Ha uepHoApobHO Bhananenue n UGPO3a, OLEHEHA ONMCATENHO M upes
uhaekcu (METAVIR) *

4 Nurica Ha u3KNIOYBaWM KPUTEPUU MO T. B (NpU aHaMHECTUWHU AaHHW Mo T. 2 OT B € HEOBXOAUMO Aa ce
NPEACTasN EKCNEPTHO CTAHOBHLLE OT NeKYBalNs NCUXMATLP, CNELNANMUCT NO JNIeYEHNE Ha 3aBUCMMOCTH) *

T Ha opuruHanna-Bnanka oT 1aBopaTopUA (3aBEPEHO K NOATIMCANC KOMWE); NPM HANWINE HA XOGRWTANNILMA Ce NpAnara enunkpusa ¢ Homep U3
? opuruHaneH iw unn noanucaHo n 3asepeno konue (HBV DNA ce nacneapa ¢ konuuectsen real time PCR ). Ha neueHue ¢ HykneoTugHw/
HYKNGO3MAHKM BHANOIM NOANEXAT W GOMTHM Ha UMYHOCYNPECHBHA T@PanUs NPeAu U Crie OPraHHA TPAHCNAAHTALNA HE3ABUCUMO OT HUBaTa Ha HBV
DNA. B Teau Gifyvau KbM MeAWLMHCKATA JOKYMEHTALMN C8 APEeACTaBS ennKkpuaa C HoMep W3 OT OCbLUECTBEHa OpraHHa TPAHCINaHTauus,
ambBynaTopeH AKCT OT NperneA Npu CNEUNAnICT 3a NPOBEKAAHA UMYHOCYNPECHBHA Tepanma
OpiruHanHa Gnaxka oT XMCTONOFUUHO U3CNEABAHE MM 3ABEPEHO # NOANMCAHO KONUE ~ KTYANHOCTTA € 4 FOANHI NPEAN KaHAMAATCTBAHETO

* yAoCTOBEPABA Ce C NOANACH HA CNELMAMMCTATE B NPUNOKEHWE T Ha HACTORLLATE MIHCKBAHWA U C& npwnaraT HeoGX0AUMUTE WICTIEABAHNS, KOUTO
AOKa3BaT NUNCATA Ha MIKNIQUBALUM KpUTEPKKM Mo NogToukm 4,5 1. B
* Mpyu Hanuuve Ha npuapyXasawm 3aGONABAHUA, KOUTO CA KOHTPAMHAMKAUMS 3a YEPHOADOOHa Buoncus ce MIBBLPWBA OLUEHKA PUCK NON3a,
OTHECEHW KbM NPOFHO3aTa Ha CLOTBETHOTO NpuAPyXaBawo 3abonasaHe. Tasn oOueHK3 3aABL/KUTENHO CE BMUCBA B pPELUEHNETO Ha
CneLManuaupaHaTa KoMucus. TeXHWUECKM HeyCnewweH ONUT A3 € AOKYMEHTUPaH C XUCTORMOTUYGH PE3YATaT, NOKA3BALY HEAOCTATHYHO KONMYECTBO
YEPHOAPODHA THKAH 33 SAIBKBATHA XMCTONOTMYHA NPeLeHKa.

Npu pekoMnencupana uupo3a (BapuLK, aCLKHT, UKTEP) CE MPOBEXAA NEYEHNE & NAMUBYANH, HE3aBHCHMO OT HUBO Ha HBV DNA u
AABHOCTTa Ha XHCTOROTWYHOTO M3CNeAsaHe.

B. KpuTepnm 3a npoab/kaBaHe Ha TepanuaTa (3aabIIKUTENEHO @ HANMYKETO U HA ABaTa KPUTepUs)

Mocneasawo vamepBare ¥ 3aABIDKUTENHO Npocneaseane Ha HBV DNA npes wdTepsan oT 3-6 Meceua™, u

! xonudectsero onpeaenien HBsAg/ anti HBs TuTep Ha uHTepsan ot 12 meceua™* !

2 Nunca Ha cTpanuuHKN eekTH M HIKMOYBAILM KpUTepUH no 7. B 2

T opuraHaneH huw unn nognMcaHo u 3asepeno konue (HBV DNA ce uacnegga ¢ konuiectsen PCR)

? YAOCTOBEPABA C& C NOATIACH Ha CIEUMANNCTUTE B NIDUIOXEHNE 1 HA HACTOSILMTE M3UCKBAHUA U 8 peLlieHe Ha CNeLManM3upaHaTa KOMUCHS

* MpoABNKMTENHOCTTA Ha IEYEHHBTS Ce ONPEAEnA OF BUPYCONOrUUHUA OTFOBOP M TEXECTTa Ha uepHogpoGHarTa Gonect, cnea ofobpenue oT
©KCIIepTHa KOMUCKS. .

** Uacnegeaneto Ha HBV DNA Npes 6 Meceyd npu TEpanun ¢ TeHoOoBHP M eHTekasup. MPu Tepanust ¢ NEMUBYAUN 1 TENBUBYAUH M3CNIERBAHETO
334 BMKMTEIHO CE U3BLPLLBA NPe3 WHTepeas aT 3 Meceua!

*** Mpu Hanuune Ha BUPYCGIOTWUEN NPOGKHE Ce Hanara U3BLPLIBAHE Ha UCNEABAHS 33 MyTaLui 4 A0KaIBARE Ha pesucTeHTHOCT. MNpu gokasBaHe
WM Ce NpeMuHaBa Ha Tepanis C ApYr fEKapcTBEH NPOAYKTY, Cbrnacko npuetun Koncexcyc va BAT 2013 1.

B. U3KMNIOYBALLW KPUTEPUUN

1. Nuua noa 18 roanwna svapact

2. Kowndbextupanm naumenTy ¢ xenarvr D supyc [HDV], npu nannume ua vmso Ha HDV RNA

3. BOnHu, 3n0ynoTpebaBaLM CUCTEMHO C aNKOXOR, HAPKOMaHH, MPOAbIKasalm ynoTpebaTa Ha HaPKOTULM, KAKTO U Takuea
03 YMCT OT MHTOKCHKALIMA NEPUOA, HE NO-MANLK OT 6 MeceLa

4. BpemeHHOCTTa He e NPOTMBONOKasaHWe 3a Nevenne ¢ TeHodosup, (pn sabpemensBane B X04a Ha NPOTUBOBUPYCHO
neuenre C TeHO(OBMP, NOCNEAHUST He cregsa Aa Ce Cnupa. Ako BPEMEHHOCTTa HaCTbAM NO BpeMe Ha APYr BuA
aupyctatnk 6onnata cnesiBa Aa NPeMUHe Ha NeveHne ¢ TeHohoBMp

5. Bpemennn 8 Ill-Tn TpumecTbp Ha GpemenHocTTa ¢ HBV DNA > 200 000 IU/ml morar aa 6baat NeKyBaHU NPY nNpeueHka
Ha pUCK/ NON3a, B TE3N CNyHan ce NpeacTass amBynatoper NMCT OT Nperie Npu TMHEKoNor

6. CucremHo HecnassaHe Ha neueBHaTa cxema no BUHa Ha BONHUS, C NpeKLCBaHE NoBeYe OT 3 Meceua

OTroBaps Ha KpUTEpUUTE 3a NEYEHNe ¢ B AHEBHa no3a

NOAMNUCH Ha 4YneHoBeTe Ha cNeunanuIMpaHaTa KOMUCKUS: ..

5
M3UCKBAHWUA HA H3OK MPW JIEYEHWE HA XPOHWYEH BWUPYCEH B XEMATWT HAL 18 rFOAUWIHA BBL3PACT B
V3BBHBEOIHUYHATA NOMOL - B cvna ot 1 anpun 2018 roauna





