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 W3VCKBAHWSA HA H30K
NPU NEYEHUE HA XPOHWUYHW BUPYCHU XENATUTH (B, B+D, C)

MOL 18 FOOAMULLHA Bb3PACT

B U3BBLHBOHNUYHATA NOMOLL




M3UCKBAHUA HA H30K
P U3OABAHE HA MNMPOTOKONW 3A NPOBEXIOAHE HA NEYEHUE HA XPOHWYHU BUPYCHU
XEMNATUTU B, B+D, C NPY BONHWU NOA 18 TOAULLHA BB3PACT

MpotokonsT ce wsflasa OT chneyuanucTu ¢ Koa Ha cneuuandHoct 52 - pgercka racrpoeHreponorus or
cneumManuiaupada xomucus B neveOHuU 3asefeHus 3a OonHMuHa nowmow, ckmwouunu gorosop ¢ H3O0K.
CrneuuanuampaHnTe KOMMCHM Ce Cb3aBaT CbC 3anoses Ha aupekTopa Ha crnieghute J13* CBANADB, rp. Codust —
Aercka ractpoenTeponorus; YMBAN ,Ceeta Mapuna”, rp. BapHa — getcka knunuka,  Apxnbagem Cuti
All Tokyaa®, rp.Codus — geTcka KInHuKa.

'EABEPHBAHE HA NMPOTOKONUTE 3A NPOBEXOAHE HA NEYEHWE HA XPOHUYEH BUPYCEH
XENATUT C UHTEP®EPOH AN®A U BE3UHTEP®EPOHOBO JIEYEHUE HA XPOHUYHA HCV
1 C ﬂMPEKT HOLOEWCTBALLUU AHTUBUPYCHM CPEQCTB& (B0AC)

HQOTOROHV! 34 3anoqBaHe Ha neveHue

= [lOMbNHEHO W NOATMCAHO KOTIMe OT npunoxexue 1 — NUCT 3a onpejensHe
. == H& KpUTepuuTe C BCUYKY Heobxoammy uscnensaHus
- «  AKTyariHa KrnuHUYHa enukpuaa ot nocneaHoto nponexasade B J1I3BI1 cbe
CNELIMATTUINPAHA Cbh3faseHa cneyuanusuparama KoMucys, npeanarawa 6onHMs 3a nedexue
KOMMCUA *  Peulenue Ha CNeUWanM3upaHa KOMWCWUA C  UHTEpNpeTauus Ha
u3CneaBaHusTa nNpes npeaxoanute 6 mMeceua v ACHA MEeOULMHCKa MOTUBaLus
33 NPEeAnaraHoTC neusHue  (3agbrkuTentHo ce  ortbenassa nwnca  Ha

Y

U3KITIOMBAaLUN KpUTEpu)
/ = “[IpoTtokon 3a npeanvcBaHe Ha nexapcTsa, sannawann ot H30K/P3OK” —
obp. M3-H30K

Komucust noun. 78, 1. 2 or 3asepka Ha npoToOKONa B
330 B LIY na H30K > P30K

FlpoTokonu 3a npopbrikaBatie Ha rneveHue

®  [loNbLNHEHO Y NOANWCAHO KOMNe OT NpuUnoxeHue 1 — nNucT 3a onpegensaHe
Ha KpUTEPUUTE C BCUMKKM HeoDXoAUMI H3cnensaHng

i 1 Pewenre Ha CHEUMANU3UPaHa KOMUCUSE C  uHTEpnpeTauus Ha
CHELMANTU3IUPAHA , V3CNEABEHUATA NPE3 NPeaxcaHuTe § Meceua U ACHA MEANLIMHCKE MOTUBaLWS
KOMMWCHUA ; 33 npeanaraHoTo  neudeHue  (3aabrkutendHo ce  otbenssea  nunca  Ha

— USKIMIOUBALLW KpuTepuu)

= “‘[IpoToKON 32 NpeanuceaHe Ha nexapcersa, sannawann o1 HIOK/PIOK ~
obp. M3-H30K

3amepxa Ha NPOTOKONA B
P30K

Komucus no4n. 78, . 2 or
330 8 LY #a H30K

2

’%‘% USNCKBAHUA HA H3OK MNPU JIEYEHUE HA XPOHUYHU BUPYCHW XENATUTY (B, B+D, C) MO 18 MOOUVLLHA BB3PACT B
. N3BBHBONHUYHATA NMOMOLL - s cuna ot 15 asryer 2020 roguna




1. B. PE[] 3A 3ABEPHABAHE HA NPOTOKONUTE 3A NPOBEXOAHE HA NEYEHUE HA XPOHWUYEH BUPYCEH B XEMNATUT
C HYKNEOTUOHW HYKNEO3UAHW AHANO3M

[poTokony 3a 3anoysaHe Ha nNeveHue
[IpOTOKONY 38 CMAKA HA NEeKapCTBeHa Tepanus

= [lOMbAHEHO U NOANUCAHO KOMMe OT npunoxenve 1 — nucT 3a onpepensye
, ;, ; Ha KpUTepunTe ¢ Boudky Heobxoaumu uscneasanus
— = AKTyanHa KmMHUYHa enukpusa ot nocrneaHoTo nponexasaxe B JI360 cwe
CNELIMATIU3NPAHA Ch3fajeHa crneyuanuzupadama koMucus, npeanarawia bonHus 3a nevenve
KOMUCHA = PelyeHue Ha CNeuuanuaMpasa  KOMUCUSt ¢ WHTepnpeTaums Ha
: : V3CMEABaHVATa NPes npeaxoaHuTe B mMeceua u ACHa MEULIMHCKE MOTUBALMS
3a  npeanaraHoTo rnedenvie (3aapmkuTento ce  otBensizga  nunca  wa

\ 4

W3KIIIOUBALW KPUTEDIAK)
= “[MpoTtokon 3a npearMceane Ha nexapcrtsa, 3annawann ot H3OK/P3O0K" -

0bp. M3-H30K
Komucun no un. 78, 7. 2 o7 .| 3apepka Ha NpoOTOKONa B
330 8 LY #a H30K 1 P30K

[IpOTOKONY 33 NPOALITKABAHE HA NEYeHue

= [IOMBNAHEHO W NOAMMCAHO KONKe OT npunoxeHne 1 — NucT 3a onpegensHe
HAa KPUTEPUUTE C BCUYKK HEODXOoAuMY K3CrenBaHus

= PeuieHue Ha CNEUMaANWIMPaHa  KOMUMCWURA  C  uHTEpnperTaums Ha
CNELUMANMUINPAHA VI3CIeBaHnsTa nNpes npeaxoaHnTe 6 Mecela u ACHa MEeWLMHCKa MOTUBaunA
KOMUCKsA 3a npeanaradoTo  neveHue (3aabmxurendo ce  orbensssa  nwnca  Ha
- : W3KITIOMBaLLN KpUTepun)

« “TipoTokon 3a NpeAnucsaHe Ha nexapcrtea, sannawanu ot H30K/P3IO0K ~
obp. M3-H30K

Y

3aeepka Ha npoTOKONa B
P30K

IIl. OBLUM MONOXKEHUSA

1. 300 nopasa noAroTEeHnTe fokymenTy B P30K, #a TeputopunaTta Ha koaTo e Hanpaawno usbop na ONN. Joxkymenture
BKIHOYBAT: .. o

1.1 3asenenve 1o JQupektopa va PBOK ~ o1 poauren/ Hactoithmnk. ,

1.2 NonbrxeHo 1 noagnucaHo npunoxenne 1. flonknea ce no CHOTBETHATA TOYKA W Ce npunara oTpaseHata B umpos nHaEKe
MEAUUMHCKE JOKYMEHTALMS, YAOCTOREDABALLE BCEKN 8INH OT KpUTepUMTE.

1.3 MunHusT Habop uscneasBanuA (BUsKKanty, UHCTpyMeHTanky » naboparopHi), HTPaseH B NpUIIOKeHwe 2.

1.4 ‘flporoxon 3a npepnucsade Ha nexkaporsa, sannauann or H3O0K/P3OK™ — ob6p. M3-H3OK. lMpunara ce opwuHan wa
NpoTOKONa, & NpY KaHAWAATCTBAHE 33 NPOALMKABAHE HA TepanusiTa Ce NPEeACTass OPUIMHAN Ha NPEIXONHWSI NPOTOKON ¢
OTPa3eHn BCUUKN HasHauveHns no Hero.

1.5 PeweHue Ha cneuuanusMpaHa KoMucust oT nevebHo 3aseseHue — u3nbnuuTen wa Ambynartopna npoueaypa Ne 38
LOnpesenase Ha NNad Ha NeveHve W NPocreanBaHe Ha TepaneBTUHMHUS OTIOBOP NPW MauWeHT, Nnony4yasaiiy CKbhocTpyBaly
NexapcTBEHK NPOLYKTH MO pega Ha un. 78, an. 2 380" - 65 M3-H30K Ne 13

1.6 Jexnapauus 3a untopmupano chrinacue no obpasey (npunoxexue 3) — oT poanuTern HaCTONHUK.

2. P30K npuema [OKYMEHTUTE NO TOYKa 1 cnej cnpasBka OTHOCHO 3APaBHOOCHTypuTenHus cratyc Ha 3071

3. MpBUAT ¥ BCEKK CrieiBal NPOTOKON Ce u3aasar 3a nepuog no 180 g,

UBUNCKBAHWUA HA H30K NMPU NEYEHUE HA XPOHUUHU BUPYCHU XEMATUTK (B, B+D, C) MO 18 TOAWMIUHA Bb3PACT B

@ U3BDLHBONMHNYHATA MOMOLL ~ 8 cuna o1 15 asrycr 2020 roguna




NPUNOXEHUE 1A

FIACT 3A ONPEOENSAHE HA KPUTEPUWTE MNPU NPOBEXIAHE HA NEYEHWE HA XPOHUYHU BUPYCHU B, B+D
XEMATUTU NMPU BONHK NOA 18 NOOMILUHA BB3PACT C UHTEP®EPOH ANOA

 Awe: I I N O O A N A

3abenexxa: wmeduyurckama Sokymermauusi, yOOCMOEEPABaa §CEKY OM KDUMEPUUME € 1OCOYeHa C Uudpa 6 UHOGKC U 3a0bIKUIMenHo
3 HACHIOHULOMO NPUITOXEH .

3 TENHW CEPONOTUYHI MAPKEPU 33 XPOHUYEH BUPYCEH XenaTuT ~
ane Ha BUpYCHaTa pennukauums:
4 ICV ypes konnuecTeed PCR
iBV u HDV nHpekumna ypes konuuecrsed PCR .
Or4HA aKTUBHOCT! ﬁeneam Ha wepﬁtmpaﬁm srananedne n dubposa, oueHeHa ONWCaTENHO WWunu Ypes
5 | unpekcn (Knodell/ Ischak; METAVIR) ° ~
6 Nnca Ha M3KMoUBaLLM KpUTepuu no TGQka"B (npu ‘anamMHecTVuHM gaHun no 1. 2 ot B e nHeobxogumo pa ce

NPeACcTaBy eKCIIEPTHO CTAHOBMILE OT NEeKYBAUMNA NCUXUATHLP, CHeUMANUCT MO NeYSHUE HA 3aBUCUMMOCTH)

" Ha opurnnanta 6navka oT NabopaTopus UNK 3aBEPEHO U NOANNCAHO KOMWE NDW HEAUYME HA XOCNUTANN3aLUUs Ce npunara enukpuaa ¢
womep V3. Sluncama Ha o“pyau npammu 3a uepnoapoéno gabonssare ce nomebpm?aea ¢ tscnedeanusma no mabnuya 3a npocnedsisare g
apunoxeHue 0
opurvhanes cbmu WK NOANUCEHO 1 38BEPEHD mmﬁe NPy HEODXOAMMOCT C& UBBBDILBA reHoTHNNaNpaHe Ha HCV uHexumsTa
OPUTUHANHE BAAHKA OT XUCTONOMMYHO M3CNSABAHE NIk S38BEPEHO ¥ NOANUCAND KoNVe
VAOCTOBEDABA €6 C MOANMCH HA CNEUuanucTUTE B npunowesue 1A Ha HACTOALLMTE W3KcCKBaHUA ¥ ce npunarar Heobxopanmure
W3CIEABAHNA, KOUTO A0KA3BAT NIUNCATa HA UBKIIOUBALLM KpUTEpY no noaTouku 6,7, 8,9, 1007 1. B
* 3abernemka. [lpy Hanuuwe Ha npuapyxasawiyn 3a6ONsBaHWA, KOWTO Ca KOHTpAWHAWKAUMS 3a depHonpoBua buoncusi ce
M3BLPWBA OUeHKa puck/ nonsa, OTHECeHW KbM NPOTHO3aTa Ha CbOTBETHOTO npuapyxkapauyo sabonssawe. Tasu ouexka
3a0BIKUTENHD ce sHucEa B pemeumem Ha cneumanwsmpaﬂara KOMUCHS.

5. Kpurepum 3a n amanm & ua TepanusiTa {3aABLIDKUTENTHO € HANUYKeTO U Ha [BaTa KpUTepus)

B 3agucHMMOCT OT pesyntata
1 | 33 cnupare Ha Tepanmma "
HBeAg/anti-HBe'

[BUEHNETO 1 CEPONOTUYHITE U BUPYCONOMMUHM U3CITEABAHUS CE B3EMa pelleHue
;&air;;)t},abnmaaaﬂe Ha nevedneTo 3a oule 24 cenvmuy - HCV RNA, HBV DNA,

5 | funcana CTPaHUNHY e(t)exm u uaxnmqaamﬁ KpuTepuu no Touxa B’

opmrmanax Q)mu W m,qnmcaao v 3aeepeuc konue (HBV HK ce nacnessa upes konudecrsex PCR)

y,f.xocmaepssa cec nﬁﬂ.ﬂﬁc&’f Ha cneumamcm’re B NIPUNOKEHUE 1 H3 HACTOAWNTE WINCKBAHWA U B pelledpe Ha cngyuManusupanara
KOoMucua :

B. MSKH!O‘%&AHM KPMTEPMM

1. MNowxuani sabonseanng ' : :

2. Bonuu, 3noynmpe€mama SUCTBMHO & anKoxon, Hapmmm npoaeXaealin ynotpebata Ha HAapKOTULM, KakTo 1
Takuea Be3 YUCT OT MHTORCUKALMS Nepyoa, He NO-Marbk o1 12 meceua. BOnHY Ha MeTaZ0HOBa Tepanus.

Hexomnexcnpata Uposa 1 Texky Npuapyxasaily 3ab0NaBaHns Ha CbPAEYHO-CBA0BATA U AVXaTenHaTa cucrema
. ABTOMMYHEH XenaTut

3.

4

5. Cucremuy 3abonsisaHus Ha xcbmwmenﬁam Thkan
6. HeKoHTponupaH xunep- u XunoTupecuanasm
7
8
9

. AkTusHu xpoHuiHy Bakrepuanun undekipn ;
. Heytponenus (abconiotex Bpoi Heyrpocbmn‘m <500 mm3 v tpombouwnTtonenns (< 50 000)
. HexoutponupaH 3axapen auaber
10. XBH 6e3 guanusa
11. Conprersaiya HIV npu 6poit CD4 < 200
12. BpemMeHHOCT 1 KbpMeHe
13. CucremHo Hecnassade Ha neuebHarTa cxema OT CTpaxa Ha BonHus, ¢ npexbosaHe nosede ot 3 Meceua

B OHEBHA J038 ...
OTroBapst Ha KPUTEPUUTE 33 NeYeHue C

NoANMUCH Ha YNeHOBETE HAa Crelnanm3mMpanaTa KOMUCHRL ...,

s

bt

USNCKBAHUA HA H3OK MNPW NEYEHWNE HA XPOHWYHW BUPYCHU XENATUTY (B, B+D, C) IMOL 18 MOAVLLHA Bb3IPACT B

i
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MPUNOXKEHWE 16

NUCT 3A ONPELENAHE HA KPUTEPUWUTE NPU NPOBEXAHE HA NEYHEHWE HA XPOHWUYHA HCV MHOEKLIUA C
DUPEKTHOOEUCTBALLM AHTUBUPYCHU CPELACTBA (A1AC) NTPU BOMHU MO 18 MOOWLLHA BB3PACT

| Awe: erw | [ [ 1 1 L [ [ [ [ |

3abenexka: meduyuHckama COKyMEeHMalusi, yODCMOSepAsalud 6CeKu Om KDUMEPUUME & NOCodeHa ¢ uubpa & UHOEKC U 3adbinDKumenHo npudpymasa
HacMOoRUOMO NPUNOKEHUE.

(UK 3a nevyeHue

am € XpoHuyHa HCV vnexuun, HerekyBann unn nexyBaxi HeyenewiHo ¢ aHTHBUPYCHa Tepanus, noanexar Ha
upekTHO felicTealw aHTuBupycHu cpeacrea (JJAC), crep Hepuoa Ha npocneassane OT Haw-manko 6 meceua.
20Ke Aa ce ADAYCHe Npu o HanpeaHanure cra;mm Ha qepwcgpnﬁna yBpeXaaHe.

npm nauvenTy ¢ pubposa v KoMIeHCUpaHa uuposa, npy NALMEHTH C KIMHUYHO 3HaYVMa W3BbHUEPHOAPODHa ussea
mm?a (KFAHVMHO V3ABEHW BACKYIUTY, DASNUHHU MO TEXKECT ﬁhﬁp&qw sabonsaanva, numdomMn); NPy NaumeHT!, |
Ha npenmecmama Tepanus ¢ uHTepdepoH anda v ribavirin; Npu nauuenTy ¢ HCV uHdeKUUs 1 TPaHCINaHTupaHy |
: LAEHTH smra UMYHOCYNIpEcHBHa WNi BUoNorMsHa: Tepanis:; NPy pUcKoBN NAUVEeHT 38 pasnpocTpaxenve Ha HCV -
HIV-rong nHu miga. MNaurentute ¢ npeaxem‘ 2 3noynoTpela ¢ HapKOTUUHY BBLIBCTBA, BKITIOYMTEITHO U HA 3aMECTUTENHO
nevugHue, fsagbnmmemo npencrasaT yg:goc*roaepemde OT NPoCeAssaluns UeHTLp/Aporpava.

)
; ) @
's&a“m CEB NpOBEXAa NPY NauueHTy < ,a,examneﬁcmpaaa unpeaa ¥ kpaeH cragmn Ha OGbbpeuro 3abonssane Ha
l
|

B. Kputepuu 3a 3anousaHe Ha neuexve -

1 Hanuuue Ha HCV nudbexuus: nonoxurenyso HCV anturano; Hénmwéua HCV RNA HMBO (HMBO Ha oTKpueaHe < 25
Ulmly, HCV..tenorun;. HCV noarexoTtunose la. m b npu Ttepanus ¢ LEDIPASVIRISOFOSBUVIR,. GLECAPREVIR /
PIBRENTASVIR akryanen HCV reHoTMN 1 NOAreHOTUNOBE CNeA BCAKA NPEAXOKAALIE aHTUBUPYCHA Tepanus,

2. Ouenka Ha creneHTa Ha vepHoapobHara dubposara, KOSTO ce m%pwaa ypes:

a). YepHoapobua Buoncus ¢ XUCTONOMMYHO U3cneasaxe u cragupade no METAVIR — npu nau#enT ¢ XpoHUYeH Xenartur
C Be3 YepHOAPOBHa LUPO3a. NPV NIUICA Ha NPOTUBONOKA3AHUS 32 uspbpiBate Ha vepHoapobHaTa Buoncus
unmn : .

3:3 ympaasye(osa enacrorpacust (Tpan3ueHTHa enacrorpadms, pSWE, 2D-SWE) w/unu
fsi& FiB-4), kouTo 2 ObAaT KOHKOPAAHTHY OTHOCHO CTeneHTa Ha ¢hubposa

6). Kombutauus ot 2 me
cepymMHI Mapkepy 3a tubposa (APR]

Peaymamm m enacrcrpacbcmm mscnegeaae 3afwrmkkTenHo ce cvoblasar B kunonackany (kPa) npu IQR<30% wn ce
otbenassa BUALT U U 0 aa anapara C KoWTo & WsBbpILeHo uscneapaxeTo. Mpunara ce NpoTokon — opurvHan / sasepeHo
Konue. Enaomrpadmmm macnegsawe Ce TPOBEXAA. CTOMKTHO CbobpasHo. HauvoHankute npaBwnia 3a ynTpassykosa
enacrorpadus Ha qema Ap;}é Ha Burrapekara acoumalus 3a yntpassyk B MEAULMHATA.

Mpu ubposa F3 u F4 (enactorpadicko nscreasans), ¢ ofries, YCTaHOBSBAHe Ha BAPULM Ha XPaHOMPOBOAA, BAPULIM Ha
cToMaxa v nopransa xmnem&ﬂmgaa'raﬁ“rpcﬂamﬁce npe‘ﬂepbqaa n msshgﬁzsaue' HE TOPHA EHLOCKONNS.

3. Texect Ha qepﬂo,qpoﬁx—xa?‘a uurama Gﬁ;tc% mac W cxop; MELD ckop. Mpu panHn 3a vepHogpobua umposa e
Heoﬁxonwmo W3BBPLUIBEHE Ha ropHa EHJJ,GCKOHKQ . ;

4. MNpepwecTBawo nevexue (BU, roAnHa, OTTOBOP/BE3 OTIOBOR) U CTPAHUUHN DEaKLMK,
5. Npuppyxasauiy 3a6oNABaHKA ¥ AaHHW 33 Tepanus ¢ U3GPORBAHE HA NEKaPCTBEHUTE NPOAYKTH.

8. ﬂpea‘repaneamqaa CUEHKA Ha CbLBMECTUMOCTTa Mexay nnasupasarta BesuHtepthepoHosa Tepanus n gocera
MPOBENAAHO NEeYEHUE Ha ChiTbTCTBALLM 3abonapanus

7. Nunca Ha vsKMoYBaWK KPUTEpUn

MBNCKBAHWUA HA H3OK MPY NEYEHVE HA XPOHUYHU BUPYCHW XEMATUTY (B, B+D, C) NOJ 18 FOULLIHA BL3PACT B
N3BBHBONTHUYHATA MOMOILL, — & cuna or 15 asryer 2020 roanHa




1. KnunnuHo-nabopaTopHu nokasateny: ASAT u ALAT anbymus, TpombBoLmnti, Bunupybus, INR |

2. Bupycen cratyc: ’
»  Autn HCV axruTena

e HBsAg/antiHBc total

. HCV PHK nuBo

Tenotunuanpane Ha HCV

MoarewoTunose 1a u 1b npu Tepanum

3. XMCTQ m‘ma‘ axruprocT: Benesn Ha yepHOaPOBHO Bb3nNanexue u Qmﬁpmaa . OlieHeHa upes Metavir © unn
koMBuHal m m metoan { 2 MeToaa 3a ynTpassykosa enacmrpa@m whany cepymuu maprepu 3a ubposa ~ APRI;

fﬁémmqaaum Kpmepmw not.B”

Hsca ot na6<mampvm (3aBEPEHO U NMOANUCEHO KOMUE), NPY HANUYNE Ha XOCTIMTANU3auuUs Ce npunara enwkpusa c Homep M3

L I NOANUCAHO v 38BepeHO konue (HCV PHK £8 u3cnensa ¢ kormuecTseH PCR) - akTyanHotTTa e 40 6 Meteua Npean KaHauaaTcTsateTo
HEE OT XUGTOMOMAYHO UBCTSABAHES ~ BKTYANHOCTTS £ 80 4 FORNHE NPEAK KBHANAATCTBAHETD

€ £ noAMNe Ha crieuwanucTa s Npunoxenve 1 Ha HACTOSWMTE UINCKBARIS 1 CE NPUNaraT HEOOXOAUMUTE UACNBABAHUA 1 KOHCYITTALMA

B. Msm 'ﬁaétu,u KpuTepuu 1 caoﬁpax«iénm

iHm&a abCconioTHY KOHTPanHAUKaLMn 3a neveHne ¢ JUPEKTHO aeﬁcma&;ﬂ antusupycHn cpeactea (DAAs).

Sofosbuvir Tpabaa ga ce nsnonsea ¢ BHMM@Mé npu nauneHT ¢ eGFR‘% 30 mi/min/1,73 m2,

Mpu naunenTuTe ¢ xponvuHa HCV uHdekumst 1 ocobeno Tesn ¢ npuapyxasauw 3abonasanns, 33 KOWTo nonydasar
CbOTBETHATA TEPANUS, 3aAbLIKUTENHO TpsbBa Aa 6bae OBCHAGHO U OUEHEHO BIAMMOAENCTBMETO MEXAY AUPEKTHOAENCTBALUTE
SHTUBUDYCHU CPBACTRA 3a neveHie Ha xenatut ,C" v NekapCTBeHUTE NPOAYKTY 33 OTHenHuTe 3abonsBaHnta, KaKTo v BbIMOXHUTE
pUCKOBE 3a NauueHTa ot Heoueﬁeﬂm nekapcTeeH s3aumonencTens. BunpochT 33 BIaUMOAEHCTBUETD HA TE3U MEAUKAMEHTH ¢
OOAC ot tepanusta Ha HCV UHEEKLMATA € 0T KINOYOBO 3HaueHne 3a Be30nacHoCTTa Ha NekysanuTe. HeoBXOHUMO € nedeHueTo
c OOAC pa ce 3anousa cneps nogpobHa NpeABapuTernHa oLeHKa Ha MEXAyNekapCTBEHITE B3auMOAeNCTBIS, BKI. KOHCYNTaLm
ChC CLOTBETHUTE CMELIAANICTI 11 KOPEKLMA HA [D3MPOBKATA, CTIMPAHE WM CMAHE Ha NPUEMaHNTE NeKapcTBeHU NPoayKTH.

MpenopryBa ce Mpu nauMeHTW, NpU KOUTO Ce OuaKkBa HUCKA CTeneH Ha NPUObPKAHE. KbM TepanusTa, — Hal-Beue
NALMEeNTV CBE SHAYMTENHE KOHCYMAaUNS Ha ankoxon uimnu. snoynotpeba © HapkOTUYHI BEILECTBa, NPUOPUTETHO fa ce pelar
npobnemure; cmapsaau {;hc mayao*rpetia?a W A8 Ce OTNOKIA feveHueTo Ha xenatut C 4o TaXHOTO cTabunusnpane.

OtroBsaps Ha KpUTEpUMTe 3a 3anoNBaHe |

NpoabLITKaBaHe Ha NeYeHueTo ¢ s B Axeena nosa

NSUCKBAHWA HA H3OK MPW NEYEHUE HA XPOHWUYHN BUPYCHW XEMNATUTA (B, B+D, C) MO 18 TOOQNILUHA BL3PACT B
N3BBHBONHWYHATA NMOMOLUW ~ 8 cuna or 15 asryer 2020 roanHa




NPUNOXMEHUE 1B

NNCT 3A ONPELENAHE HA KPUTEPUWUTE NPU NPOBEXIAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XENATUT C
HYKINEOTUAHW HYKNEO3SWAHW AHANO3U INPU BONHKU NOQA 18 TOANLLIHA Bb3PACT

| vme: er | [ [ [ L [T [ [T [ [ ]

H

Babenexka: MeduyuHckama OokymMeHmauyus, yoocmoeepsieallla 8Cexky Om KpUMepUUme & nocouesa ¢ Uugppa 6 uHOeKe U 3albinKumenHo
npudpyxaga HacMOAWOMO NPUNONREHUE.

B
_Ha ﬁj}i‘EFEAE 012013 1) ? o
m'cﬂomueu man,uvz Ha qepaoapo(ﬁnara ubposa F3 v F4 niguesne ce npoBexaa v nNpu NO-HUCKK OT

eKGﬂQE’fHO c*raﬂosume OT NeKkyBalma HCMX a’mp cneunanucr no neqaane Ha 3aBUCUMOCTH) ‘

" wa opurdHanta bnanka o1 nabopaTopus (3aBEPEHO ¥ NOANKCAHO KONME), NPV HASMYIE HE XOCTWTANV3aLMS C8 NPWIAara enukpuaa ¢ Homep U3
2 opwrHanier il unn nogrucans 1 sasepexo xonme (HBY DNA ce uscneasa ¢ xonuuecrsed real time PCR ). Ha niguenne ¢ HykneotupHu/
HYKNEO3UZHY BHAN03K noanexar i Gornuu Ha UMYHOCYNPECUBHE TEPANNUA NIDEAN U CNEd ODIaHRa TPAHCTINAHTaLNA He3aBUCIHMO OT HusaTa Ha HBY
DNA. B Tesu, CIYyYaY KbM MEeAUIMHCKATE LOKYMEHTaUNs C8 NPeicTass enukpusa ¢ HoMep M3 0T ockillecTBeHa OpraHHa TpaHcTnaHTaums,
amﬁynaTopeH CT oT rcpeme.a npy CNeLuanucT 3a npoae;maﬂa UMyHOCYNpecusHa Tepanus
* opuruHanka BHARKE OT XUCTONOINHHO N3CNEABAHE WNW 3ABBPEHD 1 TIOLNNCAHO KOTHE ~ BKTYANHOCTTA & 4 rOANHA NDBAN KBHL WA ATCTBAHETO
YAOCTOBEPABE C& € NOATNC HA CNeunanincTa 8 NPUNOXeRUE 1 Ha HacToswmTe M3NCKBAHAS L ¢e npunarar HeoDXOAUMUTE U3CHeABaHUS, KOUTO
AOKa3BAT NUANCATE HA WIKIIOUBALIM KpUTEpUK N noaTowkm 4, 5.1 B
* Mpy Hanuuve Ha apuapyxaBaLn 3a00NABAHNA, KOWTO Ca KOHTPAWHAMKALMA 3a uepHoapobHa Buoncus ce UIBLPIUBA Olevka puck/ nonasa,
OTHECEHU KbM NPOrHoSaTa Ha CLOTEETHOTO NPUAPYXasaulo sabonssaHe. Tasu oueHKa 3aALINKUTENHO €& BAUCBE B BKCNEPTHOTO CTaHOBMLWE.
TexHudecks Heycnelwien ONUT Aa € LOKYMEHTUPaH C XUCTONOMAUYEH DesynTaT, NoKassaly HeAOCTATHUHO KONMYeCTEO 4epHoapoBHA ThbKaH 33
aJeKBATHE XUCTONOINYHE NpeLeHKa.

B. Kpurepuu za o on&nméaé” e aa TePanusiTa (3a4bIDKATENCHO € HATMYMEeTO U Ha ABaTa KpUTepus)
1 | Hanuune Ha panen o1roBop Ha perus Mecew| ¢ Hamanenme Ha HBV DNA > 1 log 10 B cpaBHeHne ¢ U3XOAHOTO HUBO |
2 | NMocneasaiuo ﬁm&ééfaae ¥ 3a}::.‘§nx;f%mhﬁo ripocnenseare Ha HBV DNA npes nHtepsan o1 6 meceua™
3 | Nunca aa mpaﬁmﬁu eci}exm " ma:mmqaamn Kputepuunot. B :
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opwrwﬁaneH i nam m;mﬁcaﬁa # 38BEPEHO KOTE (HBY DNA ce nscneasa ¢ konuuectses PCR)

% yaocTosepasa 8 ¢ NOATMC Ha CRSUMATMICTA B NPUNOKEHUE 1 HE HACTORUINTE USUCKBAHUS |
* MPOABIKUTENHOCTTA HA IBHEHUETO Ce onpefens OT BUDYCONOIMUHUS OTTOBOP U TEXECTTE Ha qeps«smpsﬁaa‘ra Gonecr, cnep ofobpenue oT |
EKCREPTHA KOMWUCHA, |
** Mpu Hanwume Ha ampyc&mmqew npcﬁ%s ce Hanara uaebsamaane HE UBCNEABAHE 3a MYTALAW 1 10K33BaHE HA peaucTedTHOCT. pu gokassare
UM Ce NPeMUHaBa Ha TEePanus C ADPYT EK3PCTBEH NPOAYKT, CHIMTACHO npheTus Koncencye Ha BAM 2013 ¢,

B. UBKMIOUBALLA KPWTEPﬁH
1. Bonuu, snoynotpebasatin CUCTEMHO C ankoxon, Haﬁxcmaam npomanmaaamm ynotpebarta Ha HapKOTULM, KakTo
v Takuea 6e3 YMCT OT VHTOKCUKALIMA Nepuos, He No-Mankk ot 6 Meceua
2. Kowurdbextvpanu naumedTty ¢ xenamit C aupyc [HCV] whn xenatut D supye [HDV))
3. Junca Ha paned OTrOBOD B KPas HE TPETUR MECel, T. funca Ha Hamansisane Ha HBV DNA ¢ > 11log 10 8
CPaBHEHWUE C U3XOAHOTO HNBO,

4. CwucremHo HecnassaHe Ha nevebHaTa cxema ro BuHa Ha SonHus, ¢ npeKscBaHe noseve o1 3 meceua

B AHeBHa 403a ... ...
{'}Trosaps Ha KpUTepuuTe 3a nevyeHune ¢

NOANUCH Ha YNEeHOBETE Ha CNeUMANMIUPAHATA KOMMCURI ..ot

’Eﬁ‘@ MBNCKBAHUA HA H3OK MPU NIEYEHVE HA XPOHUYHW BUPYCHU XEMATUTY (B, B+D, C) IO/ 18 FTOOWLLIHA Bb3PACT B
. N3BBLHBONMHUYHATA NMOMOUL - & cuna ot 15 asryct 2020 roauna




NPUNOXEHUE 2A

. NEYEBHO-OAMATHOCTUYEH ANTOPUTBHM MPU TPOBEXIOAHE HA TNEYEHME HA BOfIHK NOMO 18 TOOMIUHA
BBL3PACT C XPOHUYHY BUPYCHU B, B+D XENATUTY C UHTEPOEPOH ANOA

1. nEKAPCTBEHM NMPOAYKTU, sxmwovenn B [lpunoxenue 1 na NJIC, xoure H3O0K zannawa B cLOTBETCTBUE C
BefCcTBAMTE HOPMATUBHIN DOKYMEHTY.

Tabnuua
MKB JO3A U CXEMA HA NEYEHUE
- B18.0 = [Jloaupahe npu neaua‘rpﬁ%w TIBLMEHTY CaMOCTOSITENHO Unn B komBunupaHa
PEGINTE RON ALFA- B18.1 _..Tepanus. c.pubasupud - cefmudHa fo3a (Ug) ce onpeaens cwobpasHo
2A - B18.2 TenecHa rnoespxHoOCcT (BSA) (m2)
K74.0
K74.6
2. NPOCTIEASIBAHE NP1 NEYEHVUE HA XPOHUYEH BUPYCEH B, B+D, C XEMATUT C UHTEPOEPOH ANOA

| Npocrepssare
A % 3

XEMOTTIOBUH : : v v v v v v v v v v v v
epuT. ; , v v v v v v v v v e v v
NEBKOUNTY ‘ v v v v v v v v v v v v
TPOMB. v o v v v v v v v v v v
ASAT v v v v v v v v v
ALAT v v v v v v v v
GGTP v v v v v
AP v v v v v
obuy Bentek v
anbymmH v
SurpyBuH . ; v ;
KpbBHA 3axap . v i ‘}'

v 1 ——un 10
HCV RNA / HBV DNA 7 -- P P
(KONUYECTBEHO) ;
HCV renorun v

3abenexxa:

® Cboﬁpaaﬁo ApeACTaBeHATA NO-rope CXeMa, B 3aBNCUMOCT OT pesyntata ot nposejerns PCR ce siema pellerue 3a CnupaKde Ha TepannaTa unw 3a
NPOABLIDKABAHE HA NEYSHNETO 32 olle 24 cegmuLim,

% Cnej wectus mecey oT CIUPAHETO Ha NEJYeHUeTo npes 4-8 meceua ce KOHTDOMUPAT amMuHoTpancpepasuTe 1 npu NoKasaHns ce U3BbLPLIBET
BUDYCOMOTUMHN U3CNeABaHNUA,

VIBNCKBAHWA HA H3OK MPU NEYEHWE HA XPOHUMHW BUPYCHW XEMATUTY (B, B+D, C) MO 18 MOOVLLIHA Bb3PACT B
U3BBLHBONHVYHATA NMOMOLL ~ 8 cuna ot 15 asryer 2020 rogusa




NPUNOXEHWUE 26

L. NEMEBHO-IIMATHOCTUYEH ANTOPUTHM 1MPU MPOBEXOAHE HA NEYEHWE HA BOMHU NO4 18 FOLULLIHA
BBH3PACT C XPOHUYEH BUPYCEH C XEMATUT C AUPEKTHOOENCTBALLM AHTUBUPYCHU CPELACTBA (AC)

1. NEKAPCTBEHWU NPOOYKTW, srkmwuenun 8 [punoxenue 1 wna THIC, kouro H3OK zannawa B cwnortBercreue ¢
AencTBaliiTe HOPMATUBHYU JOKYMEHTH.

MKB BOBA U CXEMA HA NEYEHUE
B18.2; K74.0; s 1 rvabn. [uesso

K746
B1 8}'{2_;4}(?‘0; s 3 T1abn. ﬂﬁéﬁﬂo
B18.2; K74.0 : :

K74‘§ - »  Tlpubnusurenna gHeeHa aoza - 15mgikg

2. TEPA BTW’!HVI CXEMMU npu pasnuuHure kéﬁéfnncse Ha HCV undexumara

ﬂpyf‘?zf:maaaoocurypeﬂu nuua ¢ xpornudna HCV undexums, npénﬁmﬂrenﬁomm Ha nexkapciBeHaTa Tepanus e
cBLobpazHo yKkasaHuTe CPOKOBE B KpaTKkarTa XapaKrepucTuka Ha niexapeTBesuTe npopykTu (KXMN) u 3asucu ot cranus Ha
qepnoupoﬁﬂam YBPERAAHE, HUBO Ha BUPYCHA pemnuxaum {(HCV RNA} u mﬁamnlcyﬁreuomn Ha HCV undpekuunTa.

Mpn mpaaaogcnrypew mua ¢ xpeuwma HCV' undrexumsn, c ,yapemamn Ha YEpHUA gpo6 no cragun Ha
KOMIMEHCUPaHa LMpO3a, KOrato € NPUIOKMMO — Hanuue ¢a ChLOTBETHM AOKa3aHNA Mo KPAaTKa XapakTepucTuka Ha
NEeKapCTHEHUA DPOAYKT 3a reYeHue Ha XpoHuuHa HCV vHbeKUKUA, NeKapcTBeHATA Tepanusa € ¢ npopsrkuTenHocT 12
ceamuuy. Tpu NaUMEHTU ¢ AEKOMNEHCUPaHa LUMPO3a Y reHOTUN 3 NPOABLIDKUTENHOCTTA Ha TepanuATa MoXe fa e ao 24
cenmMmLn. .

24 f:xemwfa Ha neqeﬁne n ‘w;naqmem-u ¢ xpouuyna HCV undexunsn, no 6e3 yepHonpobra LnMpo3a, HENeKyBaHmn

WIY NIeKYBAHKM Npeau, HO He U ¢ ﬂﬁAC ea ChC CBOTBETHU nekapcTsenn npoaykry ¢ 1NN, nocoueny B tabnuuyara, Kakro
cnepsa: ;

HCV ‘ npexamm;ne%me G¥ecapreviri Pibrentasvir Sofosbuvir/ Ledipasvir
reHoTIn . . ,
Fenorun 1a enexy 8 ceam. ' 8% 12 cenm.
fexysann . 12 cepm. + RBV wwm 24 ceam. Bes
Fenorun 1b | Henexyeauun 8*-12 cenm.
NekyBanu 12 cenm.
Tenotun 2 HereKyBaHu 1 NexyeaHn He
Fenorun 3 Henexysanu 8cenm He
Nexypanu 16 cenm.
Flenorun 4 Henexkysanu 8 cenm. 12 cenm.
JekyBanu He
(enorun § Henexysanu 8 ceam. 12 cegm.
Jlekypanu He
Mexorun 6 Henexysanu 8 cenm. 12 ceam,
Jlexkysanun He

* epraacto KXIT - Nevenvero ¢ Sofosbuvir/ Ledipasvir moxe na Bbae CkbceHo 10 8 celtmuLys Npu HenexyBany nauuenTts ¢ HCV renotun 1 urcbexuus B3 Lmposa,
aKO HUBOTO Ha TaxHaTa HCV RNA e nog 6 munuona 1U/mil v yeprogpobuara dubposa e £ F2

VBUCKBAHUA HA H3OK MPY NEYEHWE HA XPOHIYHA BUPYCHW XENATUTH (B, B+D, C) MO 18 FOOWLUHA Bb3PACT B
U3BBLHBOJTHUYHATA MOMOLL - s cuna ot 15 aeryer 2020 roguna
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2.2 CxemuTe Ha nevyenue npu naumenty ¢ HCV uHdekumns ¢ xomnencupana (Child-Pugh A) yepropapobxa unposa,
HENeKYBaHu UNKu NexysaHu npenn, Ho He u ¢ [I1AC ca:

HCV Mpexoxnawo neyenve Glecaprevir / Pibrentasvir Sofosbuvir/ Ledipasvir
FeHOTHN
Fexorun 1a Henexkysanu 8 cenm. 12 ceam.
Nexysann 12 cepm. 12 ceam. + RBV unu 24 cenm. Bes
RBV
FenoTun 1 HenexyBaHu 8 cenm. 12 cenm.

Jekysanu 12 cepm.

| HenekyeaHu 8 cegm. He
| nekysann 12 cenm. ;
Henewysanu 8 ceam. o 24 cegm. + RBV
nekypanu 16 cegm.
| Henexyeatu 8 ceam. : o 12 ceam. + RBV unm 24 ceam. Hes

niekyBann | 12 ceam. L RBV

b 8 cepm. . 12 cegm. + RBV unu 24 cenm. Bes
12 cenm. o RBY
8 cepnm. 12:ceam. + RBV unu 24 cenm. Ges

12 ceam. RBV

qerme Ha NaumeHTu C AEKOMHEHCWPRHG YeprogpobHa uuposa

um@ﬂm C AeKOMIeHCUpPaHa LumMposa, 6e3 HCC n ¢ MELD ckop < 18-20 undpextupani ¢ HCV renotunose 1, 3, 4, 5 u 6
Tpsibea ga GuaaT nexysann cbe Sofosbuvir u Ledipasvir .aa 12 cenmuum ¢ szavsrm Havuanuara posa Ha Ribavirin B8 Tesu cnyuan
e 600 mg AHEBHO ¢ NOCNEABAILO HANACBaHE B 3aBUCUMOET OT NGHOCHMOCTTa

ﬂaumemw C AEKOMNSHCUPAHA LnD03a U KOHTPAVHANKALWY 38 msnoﬁssaae Ha Ribavirin (xemornobux s 85 g/ly Tpsbea na
nonyyar 24 cegmuun nedenve oo Sofosbuvir n Lek pasvn" Ges RBVY. ~

[aunenTuTe ¢ gekomneHcupaHa Lmpoaa u VHAMKaLMK 38 tsepHoapsﬁaa TpancnnanTauna ¢ MELD ckope = 18-20 tpsbear
nepeo Ag BLAAT TPACHNEHTMPAHW W Chel TOBA NeKyBaHk. AKO BPEeMEeTO 33 YakaHe Ha JOoHOp € noBede OT 6 Meceua, Teau
naLmeHT MoraT Aa BBt SekyBaHy NPeay TPaHCNNAHTAUMATA NO ONUCaHaTa ND-rope cxema.

24 TNeyenue na AAUMeHTH C NOCTTPAHCIINAHTAUMOHEH peunaus Ha HCV uHdexumsita

Bousikn naumenty ¢ noctipa

OCThp XOnecratuien xer:
roAuHa Criej TpaHchnadTauuarta n
AHTUBUPYCHO fleMeHue,

Maupentnre c mcwpaﬁcnnamaumo%a peunpus Ha HCOV renotun 1, 4, 5 wnu 6 urdexuns 6e3 unposa, © KoMneHcupaHa
uuposa (Child-Pugh A) vinw ¢ nexomnencupana unposa (Child-Pugh B unu C) creg Tpascrnantauus, Tpabea fa Buaar nexysanu
¢ komBuHauusaTa ¢ cimxcmpana [03a Ha Sofosbuvir u Ledipasvirsa 12 cepmuuu ¢ aHesHa Aosa Ribavirin 6asupada Ha TenecHoTo
Terno {1 000 mg urin 1 200 mg ceoTBeTHO NPV HaLmMenT < 75 kg unn 2 75 kg) Ges aa e Heoﬁxmmmc AMYHOCYNPecuBHO
afantupane Ha NeKapeIBeHata fo3a (C BE3MOXHO Uskniovenve 3a Everolimus).

{losaTa Ha Tacrolimus Tpsbea na ce Kopurvpa 1o 0,5 my seaHbx ceammuHo uni 0.2 md Ha Bceku 3 aun, AoKaTo Jo3ara
#a Cyclosporin A tpsfiea na Ce KopuIrpa No eAHa NeTa oT AHeBHaTa 4038, NonyYeHa npeaw nevenneTo Ha HCV BeaHbx OHERHO.
Paspelwena e yﬂorpeﬁaw“a Ra Pfedmsan B ,a,(}std <5 mgfaeﬁ HO msnanaaaaem Ha mTOR w«sxuﬁmo;m HE Ce npenopbusa.

antayuoreH peunans Ha HCV undbexuus Tpabea Ja ce umaTt npeasns 3a Tepanus,
Y HENWIUEeTOo Ha ymepena [0 obwnpra dubposa vunv NoPTanya XunepToxns eiHa
xasaa Supaa nporpecust Ha sabonsisadeTo v saryBa Ha NPUCAAKATA U M3NCKBA CNeLLHo

2.5 Nevenue ¢ .anc npvc crseuuanan rpynu or ﬁauﬁeﬂm.;

Mauventure ¢ HCV u HBY xos«mcbexum Tpﬂﬁsa ga ce n@xysa‘r cbe cuimte DAAS pexviMu 3a epaaukauus Ha HCV,
CRejBaiky ChiyuTe NPaBuna, KaKTo npu nadverture ¢ HCV moHouHdekuna. ColiecTsyBa NOTEHLMANEH PUCK OT PeakTusauua Ha
HBV uubexumnTa no speme v cnej ycnewHa epagvkaums Ha HCV, KoeTo npaen 3agbrBKUTENHa CbibTBALa HYKNeosuaHa/
HykneotugHa tepanust npu HCV u HBV koundekums. Maumentnte ¢ xponnuna HCV unbexumnst nokasanu sa DAAs Tepanus
TpabBa fa ce nscneasar sa HBsAg u anti-HBC total ¥ npu nonoxurenen pesyntat Ha anti-HBc total ce uacnessar antiHBs TuTbp
v HBV DNA. MNpu HBY undekunsi € HanomuTerHo 3anousaqe HWa HykneoswaHa Teparms sa HBV(conwrteawa Tasm ¢ DAAS).
fleuenneTo Ha axTueHata xenatuT B BupycHa vHMEKUMS NPOABLINKABA NOHE ©4HA rOAWHA CNEN CHUPAHETO Ha NeYeHWeTo Ha
xenarut C supycHa nHdekuus.

Maunenture c HCV-cebpsan HCC vecto umar HanpeaHana yepHoapobra hubposa v Tpsbsa Aa NofyyaT aHTUBUpYCcHa
Tepanus,
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M3NCKBAHUA HA H3OK INPKU NEYEHWE HA XPOHUYHY BUPYCHU XENATUTY (B, B+D, C) 1NOL 18 FOOMLLIHA BL3PACT B
N3BBLHBONHNYHATA MOMOLL - s cuna ot 15 asryct 2020 roguna




3. MonuTopupate Ha epbeKTUBHOCTTA Ha TepanusaTa npu naumexTn, nexysanuu ¢ AAC

3.1, Mpocnepasane Ha naumenTy, nexysaun ¢ JIAC, HCV PHK 1tpsbea aa ce uzmepsa B HA4anoTo Ha NevyeHneTo, Ha 4-1a
ceaAMMLA 1 B Kpas Ha neveruneTo (CboTBETHO 12 nnn 24 ceamuua), KakTo v Ha 12 u/ unu 24 ceivmnua Cnep Kpas Ha NedeHneTo.

Tabrnya 2
Wacnensanun MNepuopn Ha nevenne Mpocneaspane
; . 24c | Max. | 2¢ | 4 | e 12¢ | 24c +12¢ | +24c
XEMATONOTMYHK
XEMOornoby v v v v v v v v
v v ' o v v v v
v v 'd W v’ v v v
v v v v v v v v
v v v v v v v v v
v v v v v v v v v
v v v v v v v v v
v v v’ v’ ~a’ . v v v v
'd v v v v v v v
v v v v v v v v
v v v v v v v v
v o Vv v v v v v v
v o v v v v v ' v
v v v 7 v v v v
Tuk. Kmenmaa v v v v v v v v
BUPYCONOFUYHNA ! :
Anti-HCY v
HCVRNA v v v v v v
HCV renotun/ noarenorun v
HBsAg/ anti-HBc total v
Anti-HIV v
Chiid * v v v v v
MELD* v v v ¥ v
MHCT?YME&TABHH
Exerpadms; ¢ gonnep Ly v e e v
ore* . 4
OPYITU e
TSH o v v v v
anti HBs Tutsp ** v
HBYV DNA** v

*“Tlou dannu 32 vﬁﬁﬁﬂ)@ﬁt}ﬁﬂa yupoza
¥* Mpu nonoxumenes pﬁsyﬁmam Ha am‘:‘h’ﬂc total

3.2 ﬁpocnenﬂaaﬂe‘ ; fai.’inéam'tnea nocTUraHe Ha TpaeH BupyconoruyeH otrosop (TBO)

Hauuemme 6&3 um“qsa (gm Fz B } ne TBG A}‘iAT u HCV ?HK Tpsbea na 6baT NOBTOPHO M3CHEABANM Ha 48-MaTa
CeaMuULa Crej Kpas Ha NeueHneTo.

MNauyuenTy ¢ LKpPo3a {F#) nrTesmc Haﬁpef,wana c{mﬁpesa (F3) n TBO Tpabea ga ce nabmopasar 3a xenarouenynapeH
kapuurom (XLK v HCC) wa scexn 6 Meceua &zpes aﬁgﬂwmanwa exorpadun, KaKTO ¥ 3@ YCHOXHEMR Ha noprandara
XUNEePTOHUA.

Mpu naumenTuTe C Tekyiua ynsm&ﬁa Ha aapxcmuvs W npy MBKE, KOWTO VIMAT CEKCYaITHi KOHTaKTW C MbXe C TeKyllo
puckoso nosefeHve, cneg TBO cneasa Aa ce npepnpuweMe npocnepssane 3a nosropHa HCV uHbeKkuus 4ypes exerogHo
nacnensave Ha HCV PHK.

3aBenexka: Creunanmn3upannuTe KOMUCHY NepruoauYHo (Ha 6 Meceua) nanpawat kem Komucunra B LY Ha H30K otyeTH © noumeHeH
CHACHLK HA BCUYKK NEKYBAHA NAUWMEHTH, C OTHETEHN PERYNITATH OT NEUYEHNETD - TPAEH BUPYCONOTNYEH OTroBop. TPy NauneHTH, NeKYBaHW
¢ QOAC, HCV PHK rpabea na ce nsmepsa B Ha4anoTo HAa FEHEHWMETO W B KPas Ha NEYEHUETO, ChOTBeTHO 8, 12 nnun 24 cepmuua
{BUpyCOnOruveH OTIOBOP B Kpam Ha nevenneTo ). To-HATaTLK NPOCNEAABAHETO Ce MaBLPWRa Ha 12 wunn 24 cepmMuua cnep Kpas Ha
NEeYEHUETO (TpaeH BUPYCONOTUYEH OTIOBOP).

Maunenture G6e3 umposa ( go F2 Bkn.) u ¢ TBO, HCV PHK tpsbea fa 6bae wacnensaHa Ha 48-MaTta ceMuua cneps kpas Ha
rreYeHneTo.

fMaunenture ¢ unposa (F4) n Tean ¢ HanpenHana ¢mbposa (F3) u TBO rpabea fa ce Habnoaasar 3a XeNaTouenynaped
kapumnom (XLIK unu HCC) Ha Boermn 6 meceua upes abAOMMHAINHA eXorpadins, KaKTo v 3a YCNOXKHEHWA Ha NOPTArtHaTa XUNePTOHMA.

B xkpas na kanewpapHata roamHa e Heobxonumo fa ce uanpawa obul AOKNAn ¢ BCAYKM NEKYBAHW NAUMEHTH, C OTHEeTeHW
PEe3yriTaTH OT TepannaTa.
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NPUNOXEHWUE 2B

. NEYEBHO-AMATHOCTUYEH ANTOPUTHBM NPU MNPOBEXIOAHE HA JIEYEHME HA BONHW NOo4 18 FOOQULLHA
BB3PACT C XPOHWUYEH BUPYCEH B XENATUT C HYKNEOTUOHW HYKINEO3WAHW AHANO3U

1. NIEKAPCTBEHW TPOOYKTWU, srmovenu B lNpunoxexue 1 wma TIC, kouro H3O0K s3annawia B CLOTBETCTEBUE ©
Aeﬁcreamme HOPMaTUBHM [JOKYMEHTH.

'l'aﬁ:'wu.ta_,’“Skfi .

NN MKB : 1 [O3A 1 CXEMU HA NEYEHVE

:}3{3930)(11. B18.1, K74.0, K74.6 . ‘T Flpu Terno > 35 kr. - 245 mg / gHeBHO

B18.1, K74.0, K746 Mpu terno > 32,6 kr. - 0.5 mg / gHesHO

XEMOTTIObUH o v
epuT. ~ ‘ v
v
v

NEBKOLWUTIA
TpOME,

SNENENEN
SNENANE
SNENAVAN
NENENAN
SNENES B
ANENENRN
ANENANES

' RNESENAN

ASAT :
ALAT o
GGTP ~ ;
*___._.._....,_«_.TWAP e
obuy Bentuk :
anbymux
BunupyBus
KEEATUHUH
KpbBHa 3axap

xonecrepon

SSENENEN
ANENANEN

AN EE LN RN AN ANANENEN
5 =NANENANANENENENAS

“HBeAg/ anti Hbe
HBV DNA
HBsAg/ anti HBs

anti-Hiv

* NPOCrieAABaHeTo Ce M3IBLPWBa ¢ ulcnensaHe Ha HBV DNA wa Bceku 6 meceua npu NUC ¢ sucoka Gapuepa, Ha BCeku 6 meceua ce
nzcneasa HBeAg/anti HBe; wa Bcexun 12 meceua ce nacnensa HBsA( /anti HBs.
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KpatkoTtpaiHo nederue: MNpn Tepanus na HBeAg (+) naunentn B cnyyait Ha nosea Ha HBeAg-cepokoHBepcus no Bpeme Ha nedenntero (HBeAg
(-Yanti-HBe (+) cTaryc), TepanuaTa Moxe Aa 6bAe NpeKpaTeHa B cnejBawmTe 6-12 Meceua. Mpu nanuuve Ha HBsAg-cepokoHsepcns (HBsAQ (—)
HeraTusenr / anti HBs (+) nonoxutenen) u HeRHOTO noTebPXAEHUE Cnea 6 Meceua, neuerneto ¢ NUC Moxe 4a ce npexpaT.

Ko-undekuusta ¢ HIV HaMa KOHTPaUHAUKALWKA 33 NEUYEHNe C NEpOpanint NPOTUEOBUPYCHY CPeACTEA.

Mpu pokaszava PEIUCTEHTHOCT/MYTALN KbM onpejengy NexapcTBeHd NPOAYKT & NpenopbYuTenHO 3a UHTepBsarn ot 3 Meceua 4a ¢e 3acTuhaT 48a
nexapcrTeeHn NpoAYKTA.

AKTYanHocTTa Ha M3XOAHOTO nicnensane Ha HBV DNA e 1o 6 meceua npeau KasaubaTcTBaHeTo.
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V3NCKBAHWA HA H3OK MPY NEYEHNE HA XPOHUUHW BUPYCHI XENATUTHA (B, B+D. C) NOG 18 FOMILHA Bb3PACT B
M3BBHBONTHNYHATA MOMOLL ~ & cuna ot 15 asryct 2020 roguka




. OBLLN U3NCKBAHUA

1. BwrapacTtoBaTta rpanHnuya ce UsYuCnsBa B HABLPLEHY FOAMHY - T.€. BKIHOUATENHO KbM [ATATa Ha U3jaBaHe Ha npoToxkona ot
CNeunanuaupaHaTa KoMUcHs,

2. Mpwv HasHavasaHe Ha Tepanus ne NpoTOoKON 3aAbINKUTENHO Ce ChoDPa3ABaT Bb3PACTOBATE OrpaHyensl, CbINIACHO KpaTKkaTta
XapakTepucTuka Ha ChOTBETHUS NEKapCTBEH NPOSYKT, YTBLPAEHA 1o pena Ha 3NMXM.

3. H3OK ne sannawia neveHne U3BLH YKa3aHaTa BbL3PACTOBA PAHLE B KPATKATE XapakTepucTUKa Ha NposyKTa.

NI8lLA NeYeHnEe C 1031 Hal MAKCUMAanHO PaspeLieHnTe no KpaTka XapakTepucTika Ha NpoayKTa.

a HacTbnuna noAo3MpaHa HeXenaHa nexkapcTBeHa peakuust, nekapst yesepomsisa MAJ no pepa Ha wn. 184 or
ve or coobugenneto o WAJ ce npunara kbM MeOMUMHCKaTa gokymentaums va 3071 npw KaHouasTcTBaHe 3a

SUPAHATA KOMUCUS uspasa Pewenne cnepn nposenena AMBynatopHa npouenypa Ne 38 Onpeaensine Ha
CHUE W MPOCTIENnBAHe HA TEPaneBTUYHNR OTIOBOD NPY NALMeHTH, NONYYaBayn CKLNOCTPYBALUN NeKapCTBeHu
pena Ha un. 78, 1.2 330 Ha ockosanne un.53,.an.1,.1.3.1 4n.309 o1 HALIMOHATNEH PAMKOB [JJOrOBOP Ne Pf-HC-
exemepy 2019 . 33 MEAVLMHCKUTE NelHOCTH Mexay HauvoHanuara sapasHooCUIypUTenHa Kaca U Dbrrapckus
103 33 2020 ~ 2022 r. (06w., [B, 6p.7 o7 24.1.2020 r.) u npepocrasena or 301 MeAMUMHCKA AOKYMEHTALMSA.
CneunanuanpaHara komucus CbxpaHsBa equH eksemnnsip oT Pewenneto. [lpn usgasare Ha npotokon Ha 30J1, cbxpanssa
MITISD Ha NPOTOKONA, BCUYKM HEOBXOAUMY AOKYMEHTY 38 U3AABAHETO MY W KOTIAE OT npunoxenue 1 Ha HacToswmMTe
ONBAHEHO MO CHLOTBETHATA TOUKA U MOAMNNCAHO OT YNEHOBETE Ha CMNeLUanN3upPaHaTa KOMUCHS.

e usuckeaHus ca paspabomeny Ha ocHosaHue 458 om HALIMOHATIEH PAMKOB [JOMOBOP Ne PO-HC-01-4 om
/ 2019 e. 3a meduuuHckume dedHociu mexty Hauuonannama 30pasHoocyeypumenta Kkaca u Buneapekus nekapeku
Cbi03 33 2020 2022 2. (06H., [IB, 6p.7 om 24.1.2020 2.), enuzam & cuna om 15 agaycm 2020z. Ha ocHosaHue pewerue Ne P[]-
HC-04-74/27.07.20202. u ommensm Oelicmeawiume usuckeanus 6 cuna om 15 wonu 20192, ymewpdenu ¢ pewenue Ne PI-HC-
04-59/05.07 2019z, L

V3WNCKBAHUA HA H3OK 1PY NEYEHNE HA XPOHUUHN BUPYCHM XEMATUTU (B, B+D, C) NOJ 18 FrOAMUIHA BL3PACT B
M3BBHEONHUYHATA MOMOLL - & cuna ot 15 asryer 2020 roguHa




NPUNOXEHUE 3

NEKNAPALIUA 3A MHOOPMUPAHO CBITIACUE C USUCKBAHUATA 3A 3ANMOYBAHE/ MPOABITKABAHE HA
NEMEHUETO C NEKAPCTBEHUA NPOLYKT

cnen xa’i \6 BanosHax - Cc  usnara mun HDEAOCTE!BEHEQ i/THdDOpMaLi%ﬂ S oHenTa Ha NeudeHueTo ¢ nekapcrseHns

: m aﬂaﬁ; KATO NOMYuYUX U3YepraTenHy OTroBopu Ha
OT MEH BBIPOCH, JSKNapupam ye:

LHe cnassam npenopbyYaHaTa MY .CXEMa Ha NEHEHUE 1 NePUOANYHOCT Ha KOHTPONHUTE nperneiu.

. PenosHo we ce siBsBam Ha Kompenﬁm npernenn v HAMa 4a NPOMEHSM CaMOBONHG WK 1104 APYro BHYLSHWS

HaZHaUEHAaTa MU TEPANUS. ,

Tipu npeycranosnsane Ha NEUYEHUETO N0 NPUHMHIA, HENPOU3TUUALLK OT pelleHneTo Ha KomucnsTa 3a
sexcneptusn 8 PSOK u/mnu Komucuata no un. 78, 7.2 o1 330, we ysenoms HesabaBHO nudHua cn nekap u P3OK

7 v we sbpHa B P3OK nocriegHns npoTOKOr, 110 KOATO CbM neﬁwasanfa NeKapCTBEHWUS NPOAYKT.
4. Tpu HecnassaHe Ha NOCOYEHWUTE YCITOBUA FIEMEHNETO MU C YIIOMEHATIR NeKapcTBEH NPOAYKT e Gbae
{ NpeKpaTeHo 1 HAME Aa Mam npeTeHumy kem H30K,

LI BKNMAPDATOD oo i i et e et et cen e e
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