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Tabnuua 2 NPOCEASABAHE HA BEOJTHU C XPOHUYEH BUPYCEH B XEMATUT NPU NIEYEHUE C HYKNEOTUAHW/
HYKIEO3MAHW AHANO3K

f MNepuoa Ha nevexnne MNpocneassane*
W3cnensanus waxogHu | 3m. [ 6m. [ 9m. [ 12m + Ha BCeku 3 M.
XEMATOINOIrM4YHU
XemornobuH v v v v v v
€pUTPOLNTH v v % v v v
NeBKOLUTH v v v % v v
TpombouunTn v v v v v v
BUOXUMUYHU
ASAT v v % v v v
ALAT v v v v v v
GGTP v v v v v %
AP v v v v v v
06w 6entbk v v v v v v
anbymuH v v v v v v
6unupybun v v v v v v
KpeaTUHUH v v 4 v v v
KpbBHa 3axap v v v v v v
NUKOYHa KUcenuHa v v v v v v
BUPYCOJTIOr'MYHU
HBeAg/ anti Hbe v v % v
HBV DNA v v v v v
HBsAg/ anti HBs v v*
anti HDV v

3abenexka: npu 6oNHM C NUNCa Ha paHeH BUPYCONOrUYEH OTTOBOP SIEYEHUETO Ce Cnupa.

* npocneassaHeTo ce M3BLPWBA Ha BCekW 3 Meceua; Ha Bceku 6 meceua ce macneasa HBeAg/ anti HBe; Ha Bceku 12 meceua ce
nacnensa HBsAg / anti HBs.

KpatkoTpaiHo .neyenue: MNpu Tepanus Ha HBeAg (+) nauneHTu B cnyuait Ha nossa Ha HBeAg-cepokoHBepcus no Bpeme Ha nevenuteto (HBeAg
(-)/anti-HBe (+) cTaryc), TepanusTa moxe Aa Gbae npekpaTeHa B creasawmre 6-12 meceya

Ko-uxdbekumara ¢ HIV HAMa KOHTpanHAUKaUMK 3a NeveHne C nepopantu NPOTUBOBUPYCHN CPeACTBa.

Mpw AoKasaHa Pe3UCTEHTHOCT/MYTaLMK KbM ONPeAEneH NekapcTBeH NPOAYKT € NPenopbYUTENHO 3a WHTepBan oT 3 Meceua Aa Ce 3acTbNAT ABa
nekapcTBeHu NpoaykTa. '

Il. OBLLU UBUCKBAHUA

1. Bb3pacToBara rpaHuLa ce U34UCMISBA B HABLPLUEHU TOAUHU - T.e. BKIIOYUTENHO KbM AataTa Ha uajaBaHe Ha NpoTokona ot
cneuvanuanpaHara KoMUCHs.

2. Mpu HasHa4yaBaHe Ha Tepanusi N0 NPOTOKON 3aAbMKUTENHO Ce Cbobpa3sBaT Bb3PACTOBUTE OFPaHNYEHWUs), CbIMacHo kpaTkata
XapaKkTepucTuka Ha CbOTBETHUA NekapcTBeH NPoAYKT, yTBbpaeHa no peaa Ha 3/IMXM.

3. H30OK He 3annalla neyeHue W3BbLH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa XxapakTepucTika Ha npoaykTa.

4. H30K He 3annalya nevyeHne ¢ A03u Haj MakCUMarnHo paspeLleHnTe no KpaTka xapakTepucTika Ha npoaykTa.

5. B cnyuailt Ha HacTbnuna Noao3vpaHa Hexenawa nekapcTBeHa peakuus, nekapsat ysegomssa WAJI no pepa Ha un. 184 ot
3NNXM. Konue ot cbobLyeHueTo ce npunara kbM MeavLMHckaTa aokymenTaums Ha 30J1 npu kaHauaaTcTBaHe 3a nevexue.

6. CNELUWMANU3UPAHATA KOMUCUA uapasa Pewenne cnen nposegeHa AmbynatopHa npoueaypa Ne 38 ,,Am6ynatopHo
HabnioaeHve U npocneasiBaHe Ha TepaneBTUYHWSI OTFOBOP NPU NALMEHTH, NoNyYaBaly CKbNOCTPYBalUM NeKapCcTBeHu
NPoAYKTU No peaa Ha un. 78, 1. 2 ot 330" Ha ocHoBaHue un. 29 u un. 171 or Pewenune Ne P[1-HC-04-24-1 ot 29 mapT 2016 .
Ha Hapsophus cbBetr Ha H30K u npepocraBena ot 30J1 meguuuHcka AokymeHTauusi. CneuwanuaupaHata Komucus
CbxpaHsBa eavH eksemnnsp ot Pewenueto. MNpu nagasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPU eK3eMnnsp Ha NpoTokona,
BCUYKN HEOBXOAUMM AOKYMEHTU 3@ U3AABAHETO My W KOMWE OT MpUMoXeHue 1 Ha HACTOSIUTE U3UCKBAHUS, NOMBLITHEHO MO
CHOTBETHATa TOYKa M MOANMCAHO OT YNIEHOBETE Ha CneuuanusnpaHsaTa KOMUCHA.

Hacmosiwume usuckeaHusi ca pa3pabomeHu Ha ocHoeaHue 4n1. 56 om HayuonaneHn pamkos dozoeop 3a meduyuHckume deliHocmu 3a 2015
200uHa (06H., 1B, 6p. 6 om 23.01.2015 2.) u Pewerue Ne P[J-HC-04-24-1 om 29 mapm 2016 2. Ha Had3opHusi cbeem Ha H30K, e uambnHeHue
Ha 4n. 54, an. 9 u yn. 59a, an. 6 om 3akoHa 3a 30pasHOMo ocuaypsieaHe (06H. []B 6p. 25 om 31.03.2016 2.), u enusam e cuna om 1 Hoemepu
2016 e., cvenacHo HAPELBA Ne 10 om 24.03.2009 2. 3a ycnosusima u peda 3a 3annawaHe Ha nekapcmeeHu npodykmu no yn. 262, an. 6, m. 1 u
m. 2 om 3akoHa 3a nekapcmeeHume nPOOYKMuU 6 xymaHHama MeouyuHa, Ha MeOUWUHCKU U30enusi u Ha OUemuYyHU XpaHu 3a creyuantu
MEOULUHCKU Uenu, KaKmo U Ha nekapcmeeHu npodykmu 3a 30paeHu deliHocmu o yn. 82, an. 2, m. 3 om 3akoHa 3a 30pasemo (rocsn. uam. u don.,
AB, 6p. 62 om 2015 2., 8 cuna om 14.08.2015 2.).

z&‘ V3NCKBAHMA HA H30K 3A NIEYEHWE HA XPOHWYEH BUPYCEH B XEMNATUT C UHTEP®EPOH ANIOA UM HYKNEOTUAHW/
HYKNEO3WAHW AHANIO3M HAL 18 FOAVLLUHA Bb3PACT B U3BbHBEONHUYHATA MOMOLL - & cuna ot 1 Hoemspy 2016 roanHa
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NPUNOXEHWE 3

OEKNAPALIMA 3A UHOOPMUPAHO CBIMTIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
JIEYEHUETO C NEKAPCTBEHUA NPOAYKT

Cnea Kkato ce 3ano3Hax C Uuanata Mu npejocTaBeHa WHGOpMauusi W Lenta Ha fIeYeHUeTo C  NeKkapcTBeHus
MIPOAYKT....... bttt edtenssissasesonsasssssssssssssnsassssssssnsssssassssassensssesssssssssssssenssssasonsesos bl 1 cnej Kato nonyynx wuadepnaTenHu OTroBOpU Ha
NoCTaBeHUTe OT MeH BbNPOCK, AeKNapupam ye:

1. Ule cnassam npenopbyaHaTa M1 cxema Ha neveHne 1 NePUOANYHOCT Ha KOHTPOMNHUTE Nnperneau.

2. PepoBHO We ce sBABAM Ha KOHTPOMHM Npernean U HsMa Aa NpOMEHsIM CaMOBONHO WAW NOA APYro BHyLIeHue
HasHayeHaTa M1 Tepanusi.

3. [pu npeycTaHoBsBaHE Ha NEYEHNETO MO MPUYNHU, HENPON3TUYALLIM OT peLeHneTo Ha Komucusta 3a ekcneptuan 8 P3OK
wimnn Komucusta no un. 78, 1.2 ot 330, we ysenomsi HezabaBHO nuuynus cu nekap u P3OK u we BbpHa B P30K
nocneAHusi NPOTOKON, NO KOWTO CbM Nony4asan/a nekapcTBeHUs NPOAYKT.

4. Tlpu HecnaspaHe Ha NOCOYEHWTE YCNOBUSI NEYEHUETO MU C yNOMEHaTUsi NeKkapcTBeH NPoAyKT Lie Gbae npekpaTeHo u

HAMa Aa umam npeteHumn kbm H30K.

[Heknaparop:.

(vme, npeaume u hamunus)

,:h V3UCKBAHWUA HA H30K 3A JIEYEHWE HA XPOHWUYEH BUPYCEH B XENATUT C UHTEP®EPOH ANIGA UM HYKNEOTUAHW/
HYKNEO3WAHWN AHANO3M HAZl 18 FOANLLHA Bb3PACT B M3BbHEOSIHUYHATA MNOMOLL, - B cuna ot 1 Hoemspu 2016 roguHa
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W3NCKBAHMA HA H3OK NMPU U3OABAHE HA NMPOTOKOJIN 3A MPOBEXOAHE HA NEYEHUE HA XPOHUYEH
BUPYCEH B XEMATUT C UHTEP®EPOH ATN®A UITU HYKNEOTUAHW/ HYKNEO3UAHW AHANO3U
NPU BONHU HAA 18 TOAULLIHA BB3PACT

MpoTOKON®LT Ce u3naBa OT CMEUMANUCTM - racTPOEHTEPONIo3n OT creuyuanuampaHa KoMMCUA B revebHW 3aBefeHus 3a
6onHuyHa nomow, cknouunmu gorosop ¢ H30K. CneunannanpaHnute KOMMCUM Ce Cb3AaBaT ChC 3anoBes Ha AUPeKTopa Ha
cneawHute J13*: MacTpoeHTeponornyHa KnuHuka B YHusepcutetckute Gonuuum 8 rp. Codmsi, Mnosaus, Bapha, MNnesew, Ctapa
3aropa, BMA - rp. Cochusi, MM — MBP — rp. Cochusi, MBAI “Tokyaa Bonnuua Codous”, Y6 Jloseren’, MBAJT ,Cocdusmen” — rp.
Cocpus, Bropa MBAJT Codmsi, ,CUTU KIIMHUK YMBAN* EOOL - rp. Codpms, YMBAN ,Kacnena" EOO[ - rp. MNnoeavs.

*Mpu ecska NpomsiHa Ha CbCMaea Ha Cneyuanu3upaHume KOMUCUU ce npedocmaes akmyanu3supaxa 3anoeed Ha dupekmopa Ha /13.

I. PEQl 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha nevyeHue

= TTonbnHeHo 1 NOANUCaHO KoMMe OT NPUMOXEHNE 1 — NUCT 3a ONpeaensiHe Ha
KpUTEPUUTE C BCUYKN HEOBXOAUMM U3CneaBaHus

= ETanHa enukpu3a, BKIOYBALLA BCUYKU M3CNeABaHus 3a npeaxoxpawmre 6
Meceua no tabnuuarta 3a npocneasBaHe Ha NpUNoXeHwue 2 (npunazam ce u:
Ha opuzuHanHa bnaHka unu 3aéepeHo Konue)

= EKcnepTHO CTaHOBMLWE C ACHA MeAVLMHCKA MOTUBALMS (3aAbIKUTENHO ce
otbensssa NUNca Ha M3KNIOYBALLM KPUTEPUU (MOONUCaHO OM B8CUYKU YNIeHoee
Ha cneyuanuaupaHama KoMucusi)

= “MpoTokon 3a npeanuceaHe Ha nekapcrea, 3annawaun ot H30OK/P3OK" —
M3-H30K (nodnucaH om ecuyku uneHoee Ha crneyuanuaupaHama

CNEUWATNIU3UPAHA
KOMUcuA

/ obp.
Komucusi)

Komucus no un. 78, 1. 2 ot

330 B LY Ha H30K

3aBepka Ha npoTokona B
P30K

IMpoTOKONM 3a NPOALIKAaBaHe Ha NevYeHne

= [MoNbAHEHO U NOANUCAHO KONWe OT NpUNoXeHue 1 — NUCT 3a onpejensHe Ha
KpuTepunTe

= ETanHa enukpu3a, BK/IOYBalla BCUYKW uM3cnieABanus no Ttabnuuata 3a
npocneasBaHe Ha NpUNoXeHue 2 (npunazam ce u Ha opuzuHanHa bnaxka unu

»| 3aeepeHo konue), ambynatopeH NUCT OT NOCNEAHNS NPErnea Npyu cneumaniet

= EKCNepTHO CTaHOBMLWE C SiCHAa MEAULMHCKA MOTUBALNA (3aAbIKUTENHO ce
oT6ens3Ba nunca Ha W3KMIYBaLLM KPUTEPUN (M10ONUCAHO OM BCUYKU YeHO8e
Ha cneyuanuupaHama KoMUcus,)

/ = “MpoTokon 3a npeanucBaHe Ha nekapctea, 3annawauu ot H3OK/P30OK" —

06p.

CNEUMANU3UPAHA
KOMUcua

M3-H30K (nodnucaH om @cuyku 4neHoee Ha cneyuanuaupaHama
Komucusi)

Komucus no un. 78, 1. 2 ot
330 B LLY Ha H3OK > g;ze'fu(a Ha npoTokona B

Il. OBLLUM NONOXEHUA

1. 3011 nopasa noaroTBeHuTe AokymeHTn B P30K, Ha TepuTopusita Ha KOATO e HanpaBuno u3bop Ha OMJ. [lokymeHTUTe
BKMIOYBAT:

1.1 3assnenue o [upektopa Ha P3OK.

1.2 MNonbnHeHo u noanucaxo npunoxenue 1. Monbnea ce No CboTBETHATA TOYKA W Ce Npunara oTpaseHaTa B LM(MPOB UHAEKC
MeAULIMHCKa J0OKYMEHTaLMs!, yA0CTOBEpsiBaLLA BCEKU EANH OT KpUTEpUUTE.

1.3 MbnHuaT Habop uscneasaHus (hUsnkanHu, MHCTPYMEHTanNHW U NabopaTopHu), OTpa3eH B NPUNOXeHue 2.

1.4 'MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H30OK/P30K" — o6p. M3-H3OK. Mpunara ce opuruHan Ha
npoToKONa, a npu KaHauaaTcTBaHe 3a NPOAbLIKABAHE HA TepanusiTa ce NPeACTaBs OpUrMHaN Ha NPeAXOAHWst NPOTOKON C
OTpa3eHN BCUYKM Ha3HAYEHUS MO Hero.

1.5 [leknapaums 3a uHcpopmupaHo cbrnacue no obpased (npunoxexue 3).

2. P30K npuema fokymeHTMTE No T. 1 cnea cnpaBka OTHOCHO 3[paBHOOCUIypUTeNiHUs cTaTyc Ha 30J1.

ik W3MCKBAHMA HA H30K 3A NIEYEHWE HA XPOHWYEH BUPYCEH B XEMATUT C UHTEP®EPOH ANI®A NN HYKNEOTUAHW/
HYKNEO3WAHW AHATIO3M HAZl 18 FTOAVLLIHA Bb3PACT B U3BbHEONHUYHATA NMOMOLL - & cuna ot 1 Hoemspy 2016 roauHa
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NPUNOXEHWE 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XEMATUT C
WHTEP®EPOH AlT®A HA EOJIHU HAZ 18 TOAWULLIHA Bb3PACT

[MME: IEI'H] I | | I L I I ] ]

|

3abenexka: meduyuHckama OOKyMeHmauusi, yoocmoeepsisala 6CeKu oM KPUMEPUUME € 1ocoYeHa ¢ Yugpa 8 UHOEBKC U 3a0bIKUMenHo
npudpyxaea HACMOAULOMO NPUNOKEHUE.

A. Kputepuu 3a 3anoysaHe Ha NbpBY KypC (3aABIKUTENTHO € HANMYNETO Ha BCUYKN KpUTEepUM)

1 BuoxummuyHa aktmsHoCT: noBuweH ALAT > 2 nbTW Haa ropHata pediepeHTHa rpaHuua npu noHe nse
onpesensHus B pamkuTe Ha 6 meceua '

BupycHa pennukaums upe3 konuyectseH PCR:
= HBV DNA Hapa 10000 copies/ml ( > 2 000 IU/ml), He3asucumo ot HBeAg/antiHBe cratyca (cbrnacHo
2 KoHceHcyc Ha BAMEMEAE ot 2010T.) 2

Mpu xuemonoauyeH cmaduli Ha YepHodpobHama hubposa F3 u F4 neveHue ce npoeexoa u rpu Mo-HUCKU Om MOCOYeHUMe no-
20pe Huea Ha HBV DNA.

3 XucTonoruyHa aktueBHocT: Genean Ha yepHoApobHO BbananeHue u Gubposa, o%enena onucaTtenHo u upes
vHaeken (Knodell/ Ischak; METAVIR) - xucTonornyHa aktmsHocT > A2 u gubposa > F2

4 Jlunca Ha m3kniouBawm Kputepum no T. B (Npu aHamHECTMYHW AaHHW Mo T. 2 oT B e Heobxoaumo aa ce
NpeACTaBM eKCMNepTHO CTaHOBULLE OT SIeKyBalWMA NCMXUATLP, CNELMUANTUCT NO fieYyeHne Ha 3aBUCMMOCTH)

Ha opuruHanHa Gnawka o nabopartopus (3aBepeHo U NOANUCAHO KONWE); NPY HaNWYMe Ha XOCIUTaNN3auus Ce npunara enukpuaa ¢ Homep U3
opuruHaneH Guw unm nognucaxo u 3asepero konue (HBV [IHK ce nacnepsa konudecrseH real time PCR)

OpuruHanHa 6naka oT XUCTONOrMUHO U3CNEeABaHe UMK 3aBEPEHO U NOANMCAHO KONWE — aKTyanHoCcTTa e 4 roAVHK NPeAu KaHANAaTCTBaHeTo
YAOCTOBEpPABA CE C NOANUC Ha CneuuanicTa B NpUnoxeHue 1 Ha HaCTOALIMTE U3UCKBAHUA U Ce npunaraT HeoBXOAMMUTE W3CNEABAHUSA, KOUTO
AOKa3BaT nuncara Ha U3kniouBaLm kputepum no noaToykmn 6,7, 8,9, 10,11, 1201 1. B

* MNpu Hanuune Ha npuapyxasalwy 3abonsBaHWA, KOUTO Ca KOHTPaWHAMKaLWA 3a YepHoApoBHa Guoncus ce M3BbLPLUBA OLEHKA pUcCk/ nonaa,
OTHECeHM KbM NpOrHo3aTta Ha CbOTBETHOTO NpuApyXasawjo 3aGonssade. Tasn oueHka 3aABMKUTENHO Ce BNUCBA B €KCMIEPTHOTO CTAaHOBWLE.
TexH. HeycnewleH onuT Aa € AOKYMEHTUPaH C XUCTONOrUYeH pesynTar, nokaseaiy HeAoCTaTbYHO KONU4ecTso uepHoApoﬁna TbKaH 3a ageksaTHa
XWUCTONOTMYHA MPEeLeHKa.

** MNpu cunbTCcTBaWM 3a6onsABaHUA € HeoGXOAUMO NPOBEXAAHe Ha KOHCYNTauMA CbC CNEeUManucT, NPeaun HauyanoTo Ha TepanusTa, KOATo ce
npunara KbM KOMNnekTa AOKyMeHTH. B Hes 3ajbmkuTenHo ce BNMCBa OLEHKa nonaa/puck 3a 06LIOTO CLCTOAHNE Ha NauMeHTa OT NPOBEXAaHeTo
Ha TepanusTa. CneumanucTbT, Aan eKCNepTHOTO CTAHOBULLE C& aHraXupa ¢ NpocneAsBaHeTo Ha 60NHUA No Bpeme Ha uanaTa Tepanus

T
2
3
4

B. Kputepuu 3a npoabrkaBaHe Ha TepanuaTa (3afb/MKUTENHO e HaNMYUeTo U Ha ABaTa KpUTepus)

1 Hanuuyne Ha paHeH oTroBop Ha TpeTusi mecel ¢ Hamanexue Ha HBV DNA > 1 log 10 B cpaBHeHue ¢ U3XoAHOTO
HUBO

2 Nunca Ha CTPaHNYHM eheKTH 1 UIKMIOUBALM KpUTepUK no T. B #

T opuruHanen duw unu nognucaxo u sasepero konwe (HBV AHK ce nacneasa upes konuuectseH PCR)
? yAOCTOBEPABA Ce C eTanHa enukpu3a, NOANMCAHA OT CMeLManuCcTUTe, Ha3HauUNN NEYEHNETO
3abenexka: Mpn HanUuMe Ha paHeH BUPYCONOTMYEH OTrOBOP NeYeHneTo ¢ MHTepdepoH anda npoabnxasa 48 ceamuum.

B. U3KNIOYBALLU KPUTEPUU

1. TMeuxuynun 3abonsBanus, enunencus

2. BonHu, 3noynoTpebsiBaLy CUCTEMHO C ankoxon, HapkoManu, NpoAbixkasalum ynotpebarta Ha HapkoOTULM, KakTo
1 TakuBa 6e3 YUCT OT MHTOKCUKALMA Nepuoa, He no-manbk ot 12 meceua. bonHu Ha meTagoHoBa Tepanus.

3. [ekomneHcupaHa YepHoapobHa uuposa

4. Texku npuapyxasalum 3abonsBaHus Ha CbpAeYHO-CbAOBaTa U AuxaTenHara cucrema

5. ABTOMMYHEH xenaTut

6. Ko-uncpekums ¢ HCV — obukHoBeHo ce npoeexpaa nevenne Ha HCV uHpekuusTa, CbrnacHo CbOTBETHUTE
KpuTepUn

7. CuctemHu 3abonsiBaHusi Ha CbeAVHUTENHATA ThKaH; TeXKN (DOPMM Ha NCOPUA3IUC U PeBMaTonaeH apTpuT

8. HekoHTponupaH xunep- u XunoTupeonan3bm

9. AKTVBHMW XpOHWYHW BakTepuantu uHdekLumn

10. Heytponenus (< 750) u tpombouuTonexus (< 50 000)

11. HekoHTponupaH 3axapeH auabet

12. XBH 6e3 guanusa

13. Cwunwbrersawa HIV npu 6poin CD4 < 200

14. BpemeHHOCT 1 KbpmeHe

15. Jlunca Ha cnap Ha HBV DNA ¢ > 1 log 10 IU/ml B kpas Ha 3-i MeceL| OT HayanoTo Ha NEeYeHNeTo B CPaBHEHWE C
WU3XOAHOTO HUBO (NUMNCca Ha paHeH OTroBop).

16. Hucka BupycHa pennukauus HBV DNA < 1000 copies/ml (< 200 [U/ml).

17. CuctemHo HecnassaHe Ha neyebHaTa cxema oT cTpaHa Ha GonHus, C npekbeBaHe noseye ot 1 mecey

18. BkniouBaHe Ha 60NHWA B KNUHUYHO NpoyyYBaHe*

* Kommncunra, kosaTo e HasHauuna neyenneto u Habnioaasa 30/, e AnbxHa He3abaBHO Aa yBeaomn Komucusita 3a eKcnepTvam no un. 78
7.2 o1 330 B LIY Ha H30K. Te3n GonHu ce 3anucBaT B OTAENEH PErucTbp U He ryGAT NPaBoTO €M 3a NPOALIKABAHEe Ha NIeYeHNeTo crnea
NPUKNIOYBaHE Ha KITMHUYHOTO Npoy4BaHe.

OTroaapn Ha KpuTepuuTe 3a neveHue ¢ BAHEBHa po3a  ..................

i&‘ VISNCKBAHWA HA H30K 3A JIEYEHWE HA XPOHWYEH BUPYCEH B XENATUT C UHTEPOEPOH ANGA NN HYKNEOTUAHW/
HYKNEO3UAHN AHANO3M HALL 18 TOAULLHA BB3PACT B U3BBHBEONIHUYHATA MOMOLL, - B cuna oT 1 Hoemepy 2016 roanHa
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NPUNOXEHWE 16

NCT 3A ONPEAENAHE HA KPUTEPUWUTE NPU NPOBEXAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XEMNATUT C
HYKNEOTUAHW/ HYKNEO3WAHU AHANO3WU HA BONHU HAJl 18 TOAMULLHA Bb3PACT

[Vve: [eri] [ [ T T T [ T [ T ]

3abenexka: meduyuHckama OOKyMeHmayusi, ydocmosepsisawa 6ceku Om KPUMEePUUMe e focoveHa C yugpa 6 UHOEKC U 3a0bKUMenHo
npudpyxaea HaCMosOMO NPUNOKEHUE.
H30K He 3annawa neyenne ¢ KOMGMHUPaHa Tepanusi HyKNeoTUAHMU HYKNEeo3UAHN aHaNo3U M MHTEPEPOH.

A. Kputepuu 3a 3anoyBaHe Ha MbPBY KyPC (3a4b/NKMTENEHO € HANMYMETO HA BCUYKN KpUTepum)
Buoxumuyna aktmeHocT: nosuweH ALAT > 2 nbT Haa ropHata pedepeHTHa rpaHuLua npu noHe age
1 onpeensHus B pamkute Ha 6 meceua. Mpwn xucTonormyna akTBHOCT > F2 nauveHTUTe noanexar Ha neyexve
HE3aBMCMMO OT HMBOTO Ha ALAT '
BupycHa pennukauyms:

* HBV DNA > 10 000 copies/ml ( > 2 000 IU/ml), HesaBucumo HBeAg/anti HBe cratyca (cbrnacHo
2 KoHcencyc Ha BAMEMEAE ot 2009 r. )
Mpn xucTonoruyeH crapuit Ha YepHopapoGHaTa ¢nbposa F3 1 F4 neuyenne ce nposexaa W Npu NO-HUCKW OT
nocoyexuTe no-rope HuBa Ha HBV DNA.
* XMCTONOrMYHa akTMBHOCT: 6ene3u Ha YepHoApobHO Bb3naneHue u ubposa, oLeHeHa ONUCATENHO WK Ypes
vHaekcu (Knodell/ Ischak; METAVIR)
Nunca Ha musknioyBawm kputepun no 1. B (Mpu aHamHecTU4HW AaHHM no T. 2 oT B e Heobxoaumo aa ce
NpeACTaBy eKCNepTHO CTAHOBMLLE OT NEKyBaLUs NCUXUATHLP, CNELMUATNIUCT MO fieYeHne Ha 3aBUCUMOCTH)
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4

' Ha opuruHanHa 6nakka oT N1aGopaTopUs (3aBEPEHO M NOANUCAHO KOMME); NPU HANWYME HA XOCMTANU3ALMS Ce NPUNara enukpuaa ¢ Homep U3
? opuruHaneH cuw unm noanucaro u 3asepero konue (HBV DNA ce nacneasa ¢ konudectse real time PCR ). Ha neveHue c HykneoTuaHw/
HYKIIEO3MAHN @aHano3n noAnexar v 6onHM Ha UMyHOCYNPECUBHA TepPanua NPeAu U Cnej OpraHHa TpaHCNNaHTaUWA He3aBUCMMO OT HuBaTa Ha HBV
DNA. B Tesn cnyyan KbM MeAWUMHCKAaTa AOKYMEHTaUWs Ce NpejcTassi enukpusa ¢ Homep M3 oT ocbliecTBeHa opraHHa TpaHcnnaHTauus,
aM6ynaTopen TICT OT NperneA Npu CNeuUanicT 3a NPoBeXAaHa UMyHOCYNpecuBHa Tepanus

* opuruHanHa Gnaxka oT XUCTONOTMYHO UICNEABAHE N 3aBEPEHO U NOANMCAHO KONME — aKTYaNHOCTTa € 4 FOAUHN NPEAN KAHAWAATCTBAaHETO

YAOCTOBEPSBA Ce C NOANMUC HA CneuuanucTa B NpunoXeHue 1 Ha HacTOALMTE MIUCKBAHUA U Ce npunarat HeoGXOAUMUTE UICNEABAHNSA, KOUTO
AOKa3Bar funcara Ha u3knioyBawy KpuTepum no noatoukn 4, 5 1. B
* Mpu Hanuuve Ha npuapyxasalm 3a6onABaHUA, KOUTO Ca KOHTPaUHAMKALMA 33 YepHOApobHa Guoncus ce M3BLPLUBA OLEHKA puUck/ nonaa,
OTHECEHM KbM NPOrHo3aTta Ha CbOTBETHOTO NpuUApPyXasawjo 3abonssaHe. Tasu OLEHKA 3aABLIKUTENHO Ce BNUCBA B EKCNEPTHOTO CTAHOBULLE.
TexHuiecku HeycneweH OnuT Aa e AOKYMEHTMPaH C XWUCTONOrUMEeH pesynTaT, nokassali HeAOCTaTbYHO KONMUYECTBO YepHOAPOGHa TbkaH 3a
ajeKBaTHa XMCToNoru4yHa npeueHka.

Mpu nekoMneHcUpaHa UMpo3a (Bapuum, acumuT, UKTep) - NneveHue ¢ NaMUBYAWH, HE3aBUCUMO OT HMBO Ha HBV DNA w naBHocTTa

Ha XUCTOSOrMYHOTO M3crneasaHe.

B. Kputepuu 3a npoabmkaBaHe Ha TepanuaTa (3aAb/HKUTENeHo e HaNMYUeTo U Ha ABaTa KpUTepus)

Hanuuve Ha paHeH 0TroBop Ha Tpetus mecel ¢ Hamanexue Ha HBV DNA > 1 log 10 B cpaBHeHue C N3xoaHOTO
Hmeo '

Mocneppao namepsaHe n 3aabmkuTenHo npocneassaxe Ha HBV DNA npes uxtepean ot 3 meceua**

Jlunca Ha cTpaHW4HKu eheKTU 1 N3KNYBalK KpuTepum no 7. B ?

opwrunanen huw unn noanucaHo u 3asepeHo konue (HBV DNA ce uscneasa c konudyectsen PCR)

yaocmsepnsa Ce C NoANUC Ha cneyunanucra B NpunoxeHne 1 Ha HaCTOALLNTE N3UCKBAHUA
* MpOoABMKUTENHOCTTA Ha NEYEHNETO Ce OonpeAens OT BUPYCOMOIMYHUA OTrOBOP W TeXecTTa Ha yepHoapoGHaTa Gonect, cnea opoGpeHue ot
eKkcnepTHa komucusa
** Ipu Hanuuve Ha BUPYCONOrMYEH NPoGMB Ce Hanara M3BbLPLUBAHE HAa W3CNeABaHe 3a MyTaLMK U AoKa3BaHe Ha PeancTeHTHOCT. Mpy AokassaHe
MM Ce NpeMuHaBa Ha Tepanus ¢ Apyr NekapcTeeH NPoAYKT, cbrnacHo npuetus Koncexcyc wa BAM 2013 r.

B. VI3KJ1IO‘-IBALI.IM KPUTEPUU
Nuua nog 18 roguwHa Bb3pacT

2. Bonku, 3noynoTtpebsBalyn CUCTEMHO C ankoxon, HapkoMaHu, NpoAbnxkasalm ynotpebara Ha HapKOTULW, KaKTo
1 TakmBa 6e3 YNCT OT MHTOKCUKALIMA NepUoA, He no-manbk oT 6 meceua

3. KouHcbektupanu naumenTu ¢ xenatut C supyc [HCV] unu xenatut D supyc [HDV])

4. bBpemeHHOCT 1 kbpmeHe (BpemeHHu B IIl-Tn TpumecTbp Ha 6epemenHocTTa ¢ HBV DNA > 100 000 000 cp/ml (>
20 000 000 IU/ml morat ga 6baaT nekysaHu npu npeueHka Ha puck/ nonsa, B Tesu cnydaw ce npeacrass
ambynaTopeH nuCT OT Npernez npu rMHeKonor)

5. Jlunca Ha paHeH OTroBOp B Kpas Ha TpeTus mecel, T.e nunca Ha HamanssaHe Ha HBV DNA ¢ > 1 log 10 8
CpaBHEHUE C U3XOAHOTO HUBO.

6. CuctemHo HecnassaHe Ha nevebHaTta cxema no BuHa Ha GoNHMA, C NpekbCBaHe noeeve ot 3 Meceua

7. BkniousaHe Ha GONHWA B KNMHWYHO NpoyyBaHe*

Komucusita, kosiTo e HasHauuna nevexneto u Habnionasa 30J1, e AnbxHa He3ab6aBHO Aa yBeaOMM KomucusiTa 3a ekcnepTuan no un. 78
7.2 o1 330 8 LIY Ha H30K. Te3an 6onHu ce 3anucBaT B OTAENEH PErMCTLP U He ryGAT NPaBOTO CU 3a NPOALIIKABAHEe Ha NeYeHneTo crnea
npuKnYysane Ha KITMHUYHOTO npoyusaxe.

OTroBaps Ha KpUTepuUTE 3a NeveHue ¢ B AHeBHa no3a
NoANMUC Ha CNELMANMCTAL. .........ooooiiiiiiiiiiiiiieaees

ik VN3NCKBAHMA HA H3OK 3A JIEYEHWE HA XPOHWYEH BUPYCEH B XEMATUT C UHTEPOEPOH ANGA WU HYKNEOTUAHW/
HYKNEO3WUAHN AHANO3N HA/L 18 TOAULLHA BB3PACT B U3BBHBONIHUYHATA MOMOLL, - B cuna oT 1 Hoemepy 2016 roauHa
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I. NEYEBHO-ANATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHMW MPOAYKTH, Bknioyenn B Mpunoxenue 1 Ha MNIIC, kouto H3OK 3annawa B cLoTBETCTBME C
AeNCTBaWMTE HOPMATUBHU [OKYMEHTH.

INN MKB 0O3A U CXEMU HA NEYEHUE
INTERFERON ALFA-2A B18.0, B18.1, K74.0, K74.6 1 6p / cepmnyHo
PEGINTERFERON ALFA-2A B18.0, B18.1, K74.0, K74.6 1 6p / ceammnyHo
LAMIVUDINE B18.1, K74.0, K74.6 100 mg / aHeBHO
TENOFOVIR DISOPROXIL 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 / pHeBHO

2. MPOCNEAABAHE
3abenexka: akTyanHocTTa Ha U3X0AHOTO u3cneasaHe Ha HBV DNA e 10 6 Meceua npeav kaHanaaTcTBaHeTo.

Ta6nuua 1 MPOCEAABAHE HA EOJTHA C XPOHUYEH BUPYCEH B XENATUT MNPU NNEYEHUE C UHTEP®EPOH ANI®A
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3abenexka: npu 60NHKM C NUNCa Ha paHeH BUPYCONOrUYeH OTFOBOP NEYEHUETO ce cnupa.

* Tepanusita e ycnewna npu gocturade Ha HBV DNA < 100 000 cp/ml u HopmanuavpaHe Ha ALAT. Mpu HBeAg (+) — nocturaxe Ha HBeAg
CepOKOHBEPCHA.

** cnep 6-TUA Mecel| OT CMPaHe Ha NeYeHNeTo npes 4-6 Meceua ce KOHTPONMPAT aMUHOTPacdepasn U NPU MHAMKALUM — BUPYCONOTrUUHI
nacneaBaHus

*** ko-uHpekumnTa ¢ HDV nognexm Ha nevenne c uHTepdepoH B 403a 6 MIU 3 x CeAMUYHO UM nerunupan nHTEepdepoH (1¢hnakoH cesmuyHo)
3a 12 meceua. flokazsave Ha HDV RNA ¢ PCR metoauku.

**** BbB BPb3Ka C HOBUTE AaHHM 33 3HAYEHMETO Ha CepymMHUTe HuBa Ha HBSAQ 3a oueHsBaHe Ha edeKTa OT NPUNaraHoTo NeyeHue ce BLBexAa
KaTo onuusa konuyecTeeHo namepsaHe Ha HBsAg Ha onpegenenuTe etanu

5
i i'« W3NCKBAHWUA HA H3OK 3A JIEYEHWE HA XPOHWUYEH BUPYCEH B XEMATUT C UHTEP®EPOH ANIGA MW HYKNEOTUAHW/
HYKNEO3WAHWN AHANIO3W HAJl 18 FOAIVLUHA B3PACT B U3BbHEOIHWYHATA MOMOLL - B cuna ot 1 Hoemepu 2016 roanHa





