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M3NCKBAHUA HA H30K
NPU NEYEHUE HA XPOHUYEH BUPYCEH B XEMNATUT
HAQ 18 FOAUWLHA BB3PACT

B U3AIBbHBONMHUYHATA NOMOLL



M3UCKBAHWA HA H3O0X NPU U3NABAHE HA NPOTOKCNU 3A NPOBEXJAHE HA NEYEHWE HA XPOHWYEH
BWUPYCEH B XENATUT NP B5ONHU HAQD 18 NOUILHA BB3PACT

MPOTOKON®T Ce M3AABa OT CMeUMarnucTy - racTpoeHTepono3n oT chedManusvpaHa KoMucua B nedvebHn 3aBepeHws 2a
6onHMYHA nomow, cxmouunu gorosop ¢ H30K. Cneunanunanpanute KOMKUCUM ce Cb3aaBaT ChbC 3anose] Ha AUpekTopa Ha
cnegHute N3* YMBAJ ,Anekcawaposcka® - rp. Codwms, YMBAN ,Ceetn Meopru” - rp. Mnosaus, YMBAJ .Ceeta MapuHa®™ - rp.
Bapra, YMBATN ,O-p leopru Ctpamckn” - rp. Mnesen, YMBAN Mpod. a-p CtosH Kupkosuy” - rp. Ctapa 3aropa, YMBAN "CeeTtn
WMean Punckn” - rp. Codma, YMBADN Uapuua Meanna — ICYT® - rp. Cedwa, BMA - rp Codhusa, MW — MBP — rp. Codoma, YMBAN
“Tokyga bonHuua" - rp. Codms, YB JloseHey’ - rp. Codmsa, YMBAJN .Codwmamen” — rp. Codmsa, Bropa MBAN - rp. Codng,
Apxnbagem Cvty Knuuuk' - rp. Codus, YMBADN Kacnena" - rp. Mnoeave. BMA - rp. BapHa, MBAJT .Cbpue U MO3bK* ~ Tp.
byprac, MBAJTl ,Cbpue u Mo3bk' — rp. Mnesed, YMBAN ,Ceeta Mapuna" — rp. Mnesex, YMBAN Ntnmes” — rp. Nnosaws.

*Mpu 8CAKE MPOMIHA HA CHCMABA Ha CREUUANUIUPAHUME KOMUCUU ce nNpedocmasn akmyanu3upana zanceed Ha Jupexkmopa Ha 113.

I. A. PEQ 3A 3ABEPABAHE HA NPOTOKONWUTE 3A NPOBEXOAHE HA NEYEHWE HA XPOHWYEH BUPYCEH B XEMATWUT
C OENTA AFEWT ¥ BE3 OENTA AFEHT C UHTEP®EPOH AN®A

poTokony 3a 3anoyuBaHe Ha neveHue

* MeauvuMHCKA [OOKYMEHTaUMA, MOTBLPXKAABAWA  KPUTEPUWTE MO
npunoxenne 1 U Bowdkn  HeoBbxoaumn  uv3cneasaHws.,  cbobBpasko
npUNoXeHne 2
CMEUMAITMIUPAHA *  PeweHue Ha cNeLrManuInpaHa KOMMCHA C ACHA MEAVUVMHCKE MOTUBALMA
KOMWCHKA 3a@ 3anoYBaHe Ha TepanuaTa
* “flpoTokon 3a npegnuceaHe HA NekapcTea, 3annawany or H30K/P3OK' —
0b6p. M3-H30K
Komucua noun. 78, 1. 2 ot 3aBepka Ha NpoToKONa B
330 B LIY Ha H30K 7| P30OK

MpoToxkonk 3a NpoABIMKaBaHe Ha nNeveHue

*  MepuumHcxka  AokyMeHTauus, NOTBLPXAABALIA  KPUTEpUUTE  NO
npunoxenve 1 w  Boudkm  HeobBxoaumw  w3cneaBaHus, CboBpasHo
CAEUMANTU3INPAHA > npunoxeHve 2
KOMUCHUA . Pewenne Ha cneumanuanpaHa KOMWCHA C ACHZ MEANUWHCKE MOTUBALMA
3a NPoAbMKABAHE HA TepanvaTa
/ *»  “MpoTokon 3a npegnuceaHe Ha NekapcTea, 3annauiavv ot H3OK/PIOK' —
06p. M3-H30K
Komucuanoun. 78, 1. 2 ot _{ 3aBepKa Ha npoToKona e
330 8 LY Ha H30K P30K
2
'” W3NCKBAHWA HA H30K NP NEYEHWE HA XPOHWYEH BMPYCEH B XEMATUT HA 18 FOAVIUHA Bb3PACT

‘K
@ B U3BBLHBEONHWYHATA NMOMOLLL



l. b. PEQ 3A 3ABEPABAHE HA NMPOTOKONWTE 3A NPOBEXOAHE HA NEYEHWUE HA XPOHUYEH BUPYCEH B XEAATWUT
C HYKNEOTUARW! HYKNEO3UAHW AHANO3WN

MpoTokonu 3a 3ano4vBaHe Ha neveHue
MpoToKONKM 3a CMRHA Ha NeKapCTBeHa TepanuA

- MeanunHcka AOKYMEHTALMNA, NOTBbLP¥KAABAWA KpuTepUUTE no
npunoxeHue 1 U  BCUYKM  HeoDXOAWMKM  U3cnefBaHua, CeoBpasHo
npunoxeHue 2
CNEUMAITM3NPAHA »| * PeweHue HA CNeyNaNU3NPaHaA KOMWUCHUA C ACHA MEOWLMHCKA MOTUBAUNA
KOMUCUA 3a 3anoueade Wa TepanuaTa
*  “MpoTokon 3a NpeanucBaHe Ha nekapcTea, aannawann ot H3OK/P30K™ -
/ 06p. M3-H30K
KoMucua noun. 78, 7. 2 ot 3aBepka HAa NPOTOKONA B
330 B LY Ha H30K "] P30K

MpoTokonKu 33 NpoABbANKABAHE HA NeYeHue

=  ‘Miporokon 3a npeanucsaHe Ha
CNELWANTN3NPAHA nekapcTea, aannawaHu oT . 3aBepka Ha NPOTOKCNa 8
KOMKUCHA H30K/P30K" — 06p. M3-H30K P30K

II. OBWWX NONCXEHWUA

1. E-nporokon ¢e M3A2Ba OT YeHOBE Ha CNeyManuavpann KOMUCUK B nevebHn 3aBefeHun, OKazeawM GONHUYHA MEOULIMHCKA NOMOLY
{N3BM) Ha ocHoBaHwe ,PeleHne Ha creuuanusupada komucua“ no AlMp Ne 38 OnpefensHe Ha nnaH Ha nedeHwe ¥ npocnegssaHe Ha
TepanesTUHHUA OTIOBOP NPW NALMEHTH, NONyYaBaii CKLAOCTPYBALUW NEeKapCTBEeHN NPOoAYKT# NO pefa Ha 4n. 78. 7. 2 330" B choTERETCTEME C
HacToawmTe Waucksanun Ha M30K, KaTo MepBNAT W BCEKW CNeaBaty NpoToKoN e U3AaeaT 3a nepuos 4o 180 axn.

2. 3APaBHOOCHIY PEHOTO NKILe YAOCTORBEPREA ¢ NOANKCA cW B PeweHne Ha cneumranvanparHa xomuena' no Alp Ne 38: cneanoTo: Xenan ga
My GbAe 0A0DPEHO NEYLHNE C NEKENCTBEHWA MPOAYKT, KaTo JeKnapupam, e CbM YBEAOMEH 33 ABACTBHETO HA HASHAYSHATA NEKapCTBeHa Tepanus
¥ paBaMm #HGOPMUPAHO ChrRacwe Cuuwiata Aa MM Gbge npunarana®; ,ChrnaceH/a CbM 33 M3NON3BAHE HA AINYHWTE MW AaHHW 33 LenuTe Ha
ekcnepTuzarta“; Jenas ga Guaa ysesomed/a aa pedynrtara oT excrieptuaata of P30OK no eaud ot cneprute HauuHu no e-mail, Tenedox unu Ha
MAcTo 8 P30K", \Pazpewasam ACCTLN A0 eNEKIPOHKOTO MU 34PABHO f0cue"”.

3. Mpeawn crapTupade Ha Npoueca No uaaasaHe Ha E-nporokon Ha 30N, cneunannawpanaTta KOMUCHR Cned NONyYeHo paspelueHne 3a LOCTLA oT
30N a0 enexTPOHHOTO My 34PaBHO A0CHE, NPABW CTIPABKa NO ENeKYPoHeH NbT 33 W3LAAeHU NPeAXOCAHW NPOTOKONW, NO ChlUMA Npodun Ha
sabonasane. MpouecsT no wigasaHe Ha E-NpoTokon ce peanuawpa B MEAUUWHCKW cotbTyep B HacTomwWMUTE WM3UCKBAHWA Ca NOCOUYEHM
HeoOX0aUMHUTE NOKYMEHTH 3a uaaapaHe sa E-nporoxon wa 30N

4. Kem peekuw E-npotokon, ¢ koATO & HasHAYeHa nekaperseHa Tepartus, ce npunarat HeoOxoAuMuTe AOKYMEHTW {ambynaTopHure fnucToBe,
SNUKPM3N, M3CNEABAHWA U Ap.), CNeA KOeTO ACKYMEHTHTE € W3npawaT No enekTPoHeH NuT KbM uHMOpmaunosHaTa cucTema Ha H3IOK.
AoxymeHture, konTto cvwecrsysar B HINC/undopmaumornata cuctema Ha H3OK. ce geknapupat B E-npoTokona ¢ TEXHWTE yHUKANHW HOMepa
{HPH).

WMrhopmaumnaTa, oTHOCUMa KM W3AaBane Ha E-npoToKona, KOATC € B AOKYMEHT, KOWTO HAMa enekTpoHeH hopmAaT. ce nonwnea B PewexueTo Ha
Cneuvanuanpasa KOMUCHKS ~ GCHOBAHWE 33 u3gaeare Ha E-npoTokona, uitn ce NpuRara KaTo CKAaHWPAHO Konve

§. MNpw uzpaeane Ha E-npoTokon No peaa xa ekcnepTvIaTa no un.78. 1.2 o1 330, oTnana HeoSX0ANMOCTTA A2 e NPeAOoCTaBAT U ChXpaHAsaT
npunoxeHve Ne 1 u npunoxerue Ne 3 ot HacTeAwmTe ManckeanuaTa Ha H30K". npu cneanvTe ycnoeua

- 32 npunoxeHne Ng 1 - npu HanuWumeTo Ha TexCT B CbOTBETHUA uekbokc B .PeweHwe wa cneuwanusupaHa koMmucua” no AMp Ne 38:
JMNCBaT nakmouBalyn KPUTEPUN 33 3anoyBaHe/NPOABMMABAHe Ha nevenne ¢ NN,

- 3a npvnoxenve N 3 - npu HanuuMeTo Ha TekcT B PelweHWe Ha cneynannaupana xomucus' no AFlp Ne 38 MKenas ga mu 6bae oaofipeHo
NIEUEHNE C JIEKAPCTBEHUA NMPOAYKT, KaTO AEKNapupam, Y& CbM yBEeJOMEeH 3a JEeACTBMETO Ha HA3HAWMEHATA NEeKapCTBeHA Tepanua U Aasam
WHIOPMUPAHO Chrnacue chilata Aa Mu Dbae npunaraHa”.

h,'% M3NCKBAHIA HA H3OK NP NEYEHWE HA XPOHWYEH BUPYCEH B XEMATWT HAL 18 TOAVLLHA BL3PACT
B M3BBLHBEONHUYHATA NOMOLY,



NPUNOXEHVE 1A

NHUCT 3A ONPEAENAHE HA KPUTEPUWTE NPU NPOBEXOAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XENATUT C
MHTEPOQEPOH ANN®A HA BONHW HAL 18 TOOWLWLHA BB3PACT

A. KpuTepuu 3a 3anousaHe Ha NLPBY KYPC (3a4bNAUTENHO € HANUYUETO H3 BCUYKK KpUTepru)

1 BMOXWUMMYHA aKTMBHOCT: noeuweH ALAT > 2 nubTh Wap ropHaTa ped)epeHTHA rpaHvua npu noHe Ase
onpeaensiHvA B paMkuTe Ha 6 meceua ' 2

Bupyconoruuen cratyc (BupycHa pennukauusi upes konuvecteed PCR )’
=  HBV DNA > 2 000 |U/ml, HeaaBucumo HBeAg/anti HBe cratyca (Gernacuo Koncencys va BAFEFEAE oF
2 2043-+)
=  HBsAg konuuecTeeH
Mpi *UCTORGFMIEH CTaaui Ha uepHoapobHaTa ¢ubposa F3 w1 F4 nedyewmue ce npoeexaa W Npu NO-HUCKW OT
NOCOYeHUTE No-rope Huea Ha HBYV DNA.

Momm—mmp%%m%"

Ouenxa Ha cTenenTa Ha vepHoapoGHaTa GubpozaTa, KOATO Ce U3BLPLIRA Ypes:

a). HeuHBaanaeH METO] 3& M3MepBaHe Ha YephoapobHa NNbLTHOCT (yNTpaseykosa enacrorpadvA) B8 KOMBUHALMA
ChC cepymeH mapxep 3a ¢pubposa (APRIwnu FIB-4),

3a peaynTatiTe OT enactorpadickoTo M3CNenBaHe 3agbmKMTENHO ce OTEENA3Ba BUALT M MMETO Ha anapara, C
3 KOWTO € W3IBbPLIeHD nacneasaHeTo. MNpunara ce NpoToKon ~ OpurWHAnN / 3aBEPEHO KONWE, C OTPE3eH pe3ynTar B
kPa u ¢ oueHka Ha wbposara (F), npu IQR < 30%.

6) XuCTONOrMyHO Macnegeane u cragupaHe no METAVIR npu nNauveHTn C XpOHWUEH XenaTWT Ce WIBbLPLIBA &
CnyJyaure C HesAcHa OuarHo3a / HeACHa cTened Ha uepHoapobHO yBpexaade ¥ Npu crueTaHo yBpeXaaHe
(coueTanue ¢ Apymv eThonorvuny GakTopu - aBTOUMYHHA YepHoapoBHa BonecT, cTeaToaHa HonecT, MeTabonuTHY
saBonseanua u ap.).

4 Nwnca Ha WM3KMOYBAWK KPUTEPHUK No Touka B (Npu aHamHecTuuxw gamHM no T. 2 ot B e HeoBxogumo aa ce
NPeACTaBY eKCNEPTHO CTAHOBULLE OT NEKYBAWMWA NCUMXHATBLP, CNEUWANMCT NO NeYeHue Ha 3aBUCHMocTm) 2

'peweHne va cheuranusnpana KoMucHa no Alp Ne 38
2 MBAMLMHCKA ROKYMEHTALIA, NOTBLPXKAABALLA KPHTEPUATE MO NPUNOXeHKUe 1 1 BCAUKI HEODXOANMU NICNEABAHNA, CLOBPAa3HO NpUNoKeHue 2

" FPA-HEAWIHE—HE-APHAPYKABILIM-3I00RABAHWAKOWTO- CA KONTDAWHAMKILUA 33 YEPHOAPOGHA DUONGWA CO WIBLPWISA CUEHKA PHUCKLAOR3S;
OTHOCOH - KbM—HPOTHIBATE—HI—CLOTEOTHOTG —NPUAPYXABIILD 3abonABane Tadw oueHka 3JFALIKUTENNO GO - BANGBA B DOLIGHUE - Ha
GW“&WMWWW GO AOKYMEHTIDE C XUCTONOIMIEH DBAYATAT. NOKAIBAL| HBAGCTATLYHO KORWIECTEO

* I'lpu canb"rcraauqu 3360nnaamm e Heoﬁxonuuo npoaemaue HA KOHCYNTaLMA ChC GNEUMAnUCT, NPEAV HaYanoTo Ha TepanuaTa,.. B-nes Kkaro
33ALNKATENHO CE BAMCBA OLEHKA NON3A/PUCK 32 0OLIOTC CLETOAHKE Ha NAUMEHTA OT NPOBENAHETO HA TepanuATa

B. Kputepum 33 NpOALITKABAHE HA TEPANMATA (I3[ LMKMTENHO € HANUYMETO U Ha BaTa KPUTEPUA)

Npwv HBeAg (-} NAUMEHTMH: HAMWUNE HE PAHEH OTrOBOP HA TPETHMA Mecel ¢ Hamaneuue Ha HBV DNA > 2 leg 10 8
1 CpaBHeHWe ¢ M3XOAHOTO HUBO' W chiag Ha TUTbpa Ha HBsAg ' 2

Mpu HBeAg (+) nauneHTH: peaykuus Ha HBSAgG Ha TPETUS Mecey OT NEeUEHWETO. KAKTO W cnag Ha HBsAg <
20 000 1U/mL Ha wecTust Meced ot Tepannara, * 2

2 Nunca Ha cTpaHUyYHN eheKTH ¥ UZKNIOYBALLW KPUTEPUW NO TOYka B 17

'pelenue Ha CNEUNaNK3NPaHa KOMUCHA o Alp Ne 38
2 MEAMUMHCKA AOKYMEHTAUNS, NOTELPHIABALLA KPUTEPUUTE NO NPUIIOKEHUE 1 1 BCUUKU HEOBX0AvMU M3CNesBaHuA. Cvobpasne npunoxerne 2

3abenexxa: [py HaNnuMe Ha paHeH BUPYCONOTUUEH OTTOBOP NEYEHWNETO C MHTEPGEPOH andha nponknxasa 48 ceamuun

B. N3KNIOYBALLM KPUTEPUK

1. Mcuxnynu 3abonseaHna, enunencus

Bonwn, 3noynotpeSaBawm CCTEMHO € ankoxorl, HAPKOMaHK. NPOALIKARALLN YNOTPEBATA HA HAPKOTUUM, KaKTO W TAKMBA
6e3 YMCT 0T MHTOKCHMKAUMS Nepuos, He No-Manbk oT 12 Meceua, BonHW Ha MeTanoHoRa Tepanvsa.

3. [HexomneHcupaHa yepHogpoGHa urpo3a
4. Texkm Nnpuapyxasawm 3a60NABAHNA Ha ChPAEYHO-CHA0BATA U AUXATENHATA CUCTEMA
5. ABTOMMYHEH xenaTtuT
4
"'i' M3WCKBAHWA HA H3OK NP NEYEHWE HA XPOHWUEH BUPYCEH B XEMATUT HAL 18 roanllHA BB3PACT
N B M3BBHBONMHWUYHATA MOMOLL,



6. Ko-wHcekumna c HCV - obukHoeERO ce nposexga neveHne Ha HCV vndekumaTa. ChrmacHO CbOTBETHUTE KpUTepUn
7. Cuctemun 3a00NABAHWA HA CHEOVHUTENHATA THKaH, TEXKW (POPMU HA NCOPWA3NC U PEBMATOWAEH apTpuT
8. HexkoHnTponupax xunep- U XMNOTUPEeonan3bMm

9. AKTMBHM XpOHWYHW BakTepuanHit nHdekuum

10. HeytponeHusa (< 750) n TpombBountonenns (< 50 000)

11. HekoHTponupaH 3axapeH anabet

12. XBbH 6ez gnanwaa

13. CunurcTRawa HIV npu Gpoin CD4 < 200

14. BpeMeHHOCT U KbpMeHe

15. Jlunca Ha paHeH oTroBop (CLINACHD KpUTEPUUTE NOCoUeHW B 1.6 1),

16. Hucka supycHa pennukauus HBY DNA < 2000 1U/ml}

17. CucremHO Hecnaapake Ha nevebHaTa cxema OT cTpaHa Ha HonHus, C Npekbceave noseye 0T 1 Mmecel

"‘E,_' U3NCKBAHWA HA H3OK NP NEYEHWE HA XPORUYEH BUPYCEH B XEMATUT HAZ 18 FOAVUWIHA Bb3PACT
L% B M3BBLHBOMHUYHATA NOMOL



APUNOXEHWUE 1B

JINCT 3A ONPELENAHE HA KPUTEPUATE NPU NPOBEXAAHE HA NEYEHWUE HA XPOHWYEH BUPYCEH B XENATUT C
HYKNEOTUOHW/ HYKNEO3WOHW AHANO3W HA BONHWU HAL 18 TOAULWHA Bb3PACT

H3O0K He 3annawa nevyeHwe ¢ KOMBUHUPaAHa TEPaNUA HYKNEOTHAHN! HYKMNEOINOHN AHANO3U M UHTEPhEepOH.

A. KpuTepuu 3a 3anousaHe Ha NMbPBW KYPC (3aALNKUTENEHO € HANTMYMETO Ha BCUYKM KpUTepuu)

BuoXMMHUYHA akTMBHOCT: noBuMweH ALAT > 2 NbTv HaA ropHaTa pecbepeHTHa rpauuua npu nouve ape
1 onpedensaHuA B paMkuTe Ha 6 Meceua. TIpu XMGTOROFMNHE- AKTUBHOGT ctagui Ha d¢wbposa > F2 payuweHTuTe
NOANGXaT Ha NeYeHne He3aBUCUMO OT HUBOTO Ha ALAT ' 2

Bupycornornyen cratyc (BupycHa pennukauus): ' -
s  HBV DNA > 2 000 IU/ml, Hesasucumo HBeAg/anti HBe cratyca (ewrnacrHoKorncenoye va BAFEFEAE oF
2 2043 1)
*  HBsAg konuyecTteeH
Mpu xueFoRoFMMaH CTAAWN Ha JepHoppobHaTa ¢wmbpoza F3 v F4 neveHwe ce npoBexaa WM Npu NO-HUCKA OT
NoOCOMEHUTE no-rope HuBa Ha HBY DNA.

OueHka Ha creneHTa Ha YepHoapobHaTa ¢pubpoaara, KDATO Ce W3BLPLLBA Ypes:

a). HeuveasneeH MeToq 32 U3MepBaHe Ha YepHoapobHa NNBTHOCT (YNTPa3rykoBa enactorpadiva) B KOMOUHALMA
Cbe cepymed mapkep 3a thubposa (APRI unn FIB-4).

3a pesynratute oT enacTorpadiCkOTe MacneaBaHe 3aabikuTentso ce oTbennsBa BWALT W MMETO Ha anapaTa, ¢
3 KOWTO € M3BLPWeHO wacneasadeTo. MNpunara ce NpOTOKON — OpUruHan / 3asepexo Konwe, C OTpa3eH peaynTtaT B
kPa wu ¢ otleHka Ha gmbposzaTa (F), npu IQR < 30%.

6) XucTtonorwyHo wacneaeaHe v ctagupadHe no METAVIR npw nauvenTW ¢ XpOHWYeH XenaTuT ce U3BbLpliea B
CnyManTe C HeACHA AMArHo3a / HescHa creneH Ha JepHoapobHO yBpeXaaHe W Npu CbYeTaHO yBpemaaHe
(cBHeTaHWEe C APYTH eTHONOMMYHY haKTOpK - aBTOMMYHHA YepHoapobHa BanecT, eTeaTosHa Bonect, meTabonuTHu
3abonapaHuA v ap.).

4 | [wnca na nakmousaun kpuTepun no Touka B (MPW aHAMHECTASHN [@HHW MO T. 2 OT B e HeoBxoanmo aa ce
NpecTaBy eKCNEPTHO CTAHOBMLLS OT NeKyBaLLWA NCUXUATBP, CAELNANUCT NO NEYEHNE HA 3aBUCHMMOCTH) ' 2

'pewenue Ha CrioLUANUIUPaAHA KOMIWCHA No ATID N 38
2 meauumMHcka AOKYMEHTALMA, NOTELPXAABALIA KPMTEPUMTE N0 NpUnoxenne 1 1 Bcuukn HeobxoauMu MacneaBaHua. cbobpasHo NpunoweHue 2

* Fpu-—Hanuine - auMA- 33 YOPHOADOGHE BHONGUA-GE HIBLPIBA OUEHKD PUGCK.- ADAZA:
m%m—mmm—na—emo—npmpmamm T34 - OUBHKA -3BALIPKUTEANS— G8  PAWGEA--B - POLHEHNETO—HA
CRGHUARUBUPIHATI-KOMUGHA—TBXHILBCKH-HOYCROIEH-ORVT-AS-E8-A0KYMEHTHPAH G XHGTOROINYEH PEIYATAT ROKEIBAL HOAOGTATLHHO KORNHEGTEO
YEPHOAPOBHI THKAH-38-SROKBETHI XNCTOROFMMHE- RPEHBHKS:

Mpn AeKoMNeHCHUPAHA UMPO3a (BApMUM, ACUMT, UKTEp) ce npoBexaa neuverwe ¢ pamusyamH NUC, HesaeucuMo OT Hueo Ha HBY
DNA 1 BaBHOCTTA H3 XHCTONOMAMLIHOTO- MIGROHBAHS.

B. KpuTepuu 2a NPOABIMKABAHE HA TOPANHUATA (3aAB/MKMTENEHO @ HANMUMHMETO U Ha ABaTa KpUTepun)

] Mocrensalle MIMepBaHe W 3BALIKWTENHO npocneassaHe Ha HBY DNA npes wwtepsan oT 3-6 meceua™, v
konudecTaeHo onpenened HBsAg/ anti HBs TuTup Ha nHTepsan ot 12 meceua™™” o
2 Nunca Ha cTpaHWUYHU edeKTH U M3KNYBALLU KPMTEPHUKU No To4Ka B

* MpoaABMXWTENHOCTTA HA MIEYEHNETO CE ONPedenA OT BUPYCONOrUYHAA GTIOBOP W TeXecTta Ha deprogpobuata Gonect, cnep opofpenue or
SKCNEPTHA KOMUCHA.

** WMacneaeaxeto wa HBY DNA npes 6 meceua npu TEPANUA C TEHOMOBKMP W eHTeKaBup [pK Tepanusa ¢ NamMUBYAVH W TENGHBYAWH NICNEABAHETO
3aABMKUTENHO G2 W3BBLPLWBA NP2 MHTepean ot 3 Meceua!

*** MpW HaNWYWe Ha BUPYCONCruueH Npobue Cce HARAra NPENOPLYBA U2BLPLWBAHE Ha WICNEABAHE 33 MYTAaUWW W 4OKAIBAHE HA PE3UCTEHTHOCT.
Mpw AckazpaHe UM Ce NPEMUHABA HA TEpPanWA C ADYT NeKapCcTBeH NPOAYKT. CefNacHo npueTua Koxcensys na BAF 2013 1.

B. U3KNIO4YBALLK KPUTEPUW

1. Nwua nog 18 roguuHa Bx3pacT
2.  KownthextupaHu nauweHTh ¢ xenatut D supyc [HDV]. npu Hanuume Ha HWBD Ha HDV RNA

. M3NCKBAHUSA HA H30K MPK NEYEHWE HA XPOHWYEH BUPYGEH B XEMATWT HAQ 18 TOOQULIHA BH3PACT
k.:’ B U3BBHBOMHUYHATA MOMOLL|



BonHk, 3noynoTtpefapaiun CMCTEMHO C ankoxoMn, HAPKOMaHRW, NPOALNKASALUM ynoTpeBara Ha HAPKOTUUW, KAKTO U TAKMBA
6e3 YACT OT MHTOKCUKAUWA NEPUOA, HE NO-MantK oT 6 meceua

BpemeHHOCTTa He € NPOTUBONOKA3aHWe 3a neueHue ¢ TeHodoewp. Mpu 3adpemMensBaHe B XOA2 HA NPOTMBOBMPYCHO
neyexne C TEHODOBWP, NOCNEAHWAT He ChefBa Aa Ce Cnupa. AKe OPEMEHHOCTTAa HACThAM NO BPEME Ha APYr BUA
BUpycTaTk GonHata cnegea fa NpemMuHe HA NedeHue ¢ TeHodosup

Bpemennn B |Il-Th TpumecTbp Ha Opemennoctta ¢ HBY DNA = 200 000 1U/ml morat aa 6vaat nexyBaHu npy npeueHka
Ha pUCK/ NoNaa, B Te3W CNyvawn ce npeactasa amBynaTopeH NUCT OT MPernes npu ruHekonor

CucremHo HechaseaHe Ha nevebHaTa cxema no BUHa Ha BoMHKMA, C NpekbceaHe nopeye oT 3 Meceua

W3NCKBAHWA HA H3OK NPKU NEYEHWE HA XPOHWYEH BUWPYCEH B XEMATUT HAN 18 TOAMILHA BL3PACT
B W3BBHBONMHWYHATA NCMOLY



I. NEYEBHO-AWATHOCTUYEH ANFOPUTDBM

NPUNOXEHWUE 2

1.A. NEKAPCTBEHW NPOJYKTH, srnwouenn B Npunoxenre 1 Ha MNNC, kowto H30K 3annawa B CLOTBETCTBME C
AeWCTBALMTE HOPMATHBHY JOKYMEHTH.

INN

MKBE

PEGINTERFERON ALFA-2A

B18.0.B18.1, K74.0, K746

]
|

180 meg / cegmniHo

AO3A U CXEMU HA NEMEHUE

1.5. NEKAPCTBEH NPOAYKTW, BkniouyeHn B Mpunoxernue 1 wa NNC, kowtro H3OK 3annawa B cbOTBETCTBME ¢

OSWCTBALMNTE HOPMATMBHA OOKYMEHTH.

MKE

LAMIVUDINE

B18.1, K74.0. K746

TENOFOVIR DISOPROXIL

B18.1, K74.0, K74 6

ENTECAVIR

B18.1, K74.0, K74.6

2. NPOCREAABAHE

_ 100 mg/ aHesHo

___ 245 mg / gHeaHo

AO3A U CXEMW HA NEMEHWE

0.5mg / aveano

NPOCNERABAHE HA EONHW C XPOHWUYEH BUPYCEH B XENATWT NPWU NEYEHWUE C UHTEP®EPOH ANDA

TaGnuua 1

MepHon Ha nevenne *

Npocnegreaxe
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HBeAg/ anti Hbe
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\
Y

HBY DNA

\

HBsAg/ anti HBs****

<

AN
=<

anti HCV

anti HDV ***

ANENEENENEN

anti-HIV

v

3abenenka: npyu BONHKU C NWNCA HA PAHeH BAPYCONOrMYEH OTFOBOP NeYeHueTo ce cnupa.

* YepanuATa @ ycnewHa npu aocturaHe Ha HBV DNA < 2 000 IU/ml u nopmanuaupaHe Ha ALAT Mpw HBeAg {+) — nocturaHe Ha HBeAg

CEPOKOHBEPCHUA.

* cnep, 6-TMA MeceL, 0T CTIMPaHe Ha NeYeHUeTo Npe3 4-6 MECEUA Ce KOHTPONMPAaT aMHHOTPACKHEePaIn ¥ NPU WHANKALWK ~ BHPYCONOTNYHN

HacnegBaHUA

*** ko-uHpekunaTa ¢ HDV noamexu Ha NeYeHWe C NerMAUpaH uHTepdepoH {1nakoH ceamuano) 3a 12 meceua foxasBaHe Ha HOV RNA ¢ PCR

MEeTOAMUKN.

**** Bpg BPL3IKA C HOBNTE AaHHW 33 3HAYEHWeTO Ha CepyMHUTE HwBa Ha HBSAg 3a cuenmsaHe Ha edekTa OT NPUNATaHOTO NeveHke ce BLBeXna
kaTo KonudecteeHo wamepeare HBSAG naxoano, Ha 3-Tv 1 B-Tu Mecey, B KPaR HAa Tepanuata v B Mecelua cneg NpexKpaTABaHe Ha NeYeHneTo.
AKTYanHoCTTa Ha MIXOOHOTO MicneaBane Ha HBY DNA e 40 6 MeCELa Npean KasAMAATCTBAHETO 33 Nevenne

V3IVNCKBAHWA HA H3OK NP NEYMEHWE HA XPOHWYEH BUPYCEH B XEFATUT HAL 18 TOQWUWHA BL3PACT
B W3BBLHBONMHWYHATA MOMOLL



NPUNOXEHWUE 2

NPOCNEQABAHE HA BONMHA C XPOHWUYEH BUPYCEH B XENATWUT NPU NEYEHWE C HYKNEOTUAHW/ HYKNEQ3UOHW
AHANO3K

Tabnwuua 2
AR =
Nepuog Ha nevenue Mpocneasisane”

INEE]

o s T uaxopim | 3m. | Bm. | om. | 12m. + Ha BCOKK 3 M.
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Xemornobun
EputpounTtu
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BUHOXUMUYHK
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Q6w 6enTbk
AnGymuH
Bunupy6ud
KpeaTUHWUH
Kprexa 3axap
MuKovHa KnCenuHa
BUPYCONOIMYHU
HBeAg/ anti Hbe
HBV DNA
HBsAg/ anti HBs
anti HDV
anti HCV
anti-HIV
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* NpocnenfeaHeTo ceé H3BLPWBA Ha Bcekw 3 Maceua npu NUC ¢ Hucka Gapwepa v Ha 6 meceua npu NUC ¢ aucoka Gapuepa, Ha Bceku 6
meceua ce uacreasa HBeAg/anti HBe, Ha Bceku 12 meceua ce nacneasa HBsAg /anti HBs.

KpaTkoTpaiHo nevewne: Mpu Tepanua Ha HBeAg (+) nauneHTy B cnyyaw Ha nosea Ha HBeAQ-CepoKoHBEPCUR No BpeMe Ha neveHnTeTo (HBeAg
{-Vanti-HBe (+) craryc). TepanuaTa moxe aa Gbae npekpatexa & cneasaumTe 6-12 meceya. NMew Hamvuue Ha HBsAg-cepokoHaepcun (HBsAg (-
) weraTusen / anti HBs (+) nonoxwTenaH) u HeHOTO NoTebpxaeHue cned 6 Meceua. nedenneto ¢ NUC moxe pa ce npexpatu.

Ko-uHchekunaTa ¢ HIV HAMA KOHTPaUHAWKALMK 38 NeveHne C Nepopantiu NpOTUBOBUPYCHY CPeACTBa

Mpu AOKA3aHa PE3IUCTEHTHOCT/MYTALMK KbM ONpeaeneH nekapcTBeH NPOAYKT € NPENopBUNTENHE 33 KTEPBANR 0T 3 Meceua Aa ce 3aCTLNAT 483
nNexkapcTBeHn NpoayKTa.

AKTYanHocTTa Ha M3XOAQHOTO Wacrnieasaxe Ha HBV DNA e po 6 meceua Npeau KaHAWAATCTBAHETO 33 Neyexue.

Il. OBLLUWU U3UCKBARUA

1. Bb3pacTosara rpaHMilh C& W3YWCNABA B HABBPLIEHW TOAMHAW - T& BKMIQUMTENHO KbM A[ATaTa Ha WilasaHe Ha npoTokona of
CNELWANU3INPAHaTa KOMUCHA.

2. Npn HazHavaBaHe Ha TEPAaNnuA MO NPOTOKON 33 LMKUTERHO G CLobpasnBaT BLIPACTOBUTE OrPaHMYEHNA, CBIMACHD KPATKATA XAPAKTePMCTHKA
Ha CLOTBETHWA NEKAPCTBEH NPOAYKT, YTRLPASHA NG peaa va 3NAXM.

3. H3OK ve 3annawa neveHne U3BLH YKA3aHaTa Bb3PacToBa rpaHuua B KpaTkaTa XapakTepUCTUKa Ha NPoAyKTa.

4. H3OK He zannawa neveHne C 403N HAA MAKCUMANHO PaspeuweHnTe N0 KPaTKa XapakTepucTuka Ha npoaykTa.

5. B cnyyail Ha HacTLNUNa NOAO3MPAHA HEXENAHA NEKapCTEEHa Peakuwn, nekapat yeeaomnasa WAN no peaa wa wn 184 or 3NMNXM. Konwe oT
cbOBLISHMETO Ce NpUNara/onueea KbM/B MEAHLIMHCKETA AOKYMEHTALMA Ha 30J1 npy kaHanaaTCTBaNE 23 NeveHue

6. Beexu -NPOTOKON Ceé M30a8a Bh3 OCHOBA HA MIZAGEH MO WLUMHCKM AOKYMEBHT. Cneunanuiupasa komucws B 13BN Ha ocHosaHue Allp Ne 38
Onpegensne Ha NNaH Ha NEUYEHUE W NPOCNEAABaHe Ha TePanesTUYHMA OTTOB0P IPKW NAUMEHTH. NCMNY4YABAWM CKBNOCTPYBALLN NEeKapCTBEHK
APOAYKTW NO peAa Ha 4N, 78, T. 2 330"

Exkaemnnsp Ha xapTeH Hocuren o1 AMp Ne 38 .OnpepensiHe Ha NnaH Ha NeueHue ¥ NPOCNEAsBane Ha TepanesTUYHWA OTTOBCP NPU NAUWeHTW,
nony<asaww CKLNOCTPYBALUIM NeKapCTBEHU NPCAYKTY NO pega Ha un. 78, 1.2 330", koWTO & OCHOBaHWe 33 U3AABAHE Ha NPOTOKON, NoANWCAH OF
cneuvanmaupana komucks U 3001, ce Boan No pea. onpegenex oT neuebHoTO 3aBeAeHUe 1 Ce ChxpaHABa B KaDUHETA HA KOMUCUATZ.

7. Npwn wagasare na E-npoToKon N peAa Ha ekcnepTisata no un78, 7.2 o7 330, otnaga HeobxoAMMOCTTa Aa C& NpefoCTasAT W CbxpaHaear
npvnoxexwe Ne1 u npunoxexune Ne3 ot HacToAwwmTe WauckeaHna Ha H3OK"

8. V3gaeaHeTo Ha E-NpoToKCM Ce OCLUWECTERBa B ChOTBETCTBNE CbC CLBMECTHW ,YKa3aHusa 33 paboTa ¢ NogaaeH no enexkTpoHeH NbT NpoTokon
IA/IB/IC (e-npoTokon)’, memay HauuoHanHaTa 34paBHOOCHIYPUTENHA Kaca U Bbirapcku nekapcky chbio3 3a npunarade Ha HauwoHanuwa pamkos
AOFOBOP 338 MEAWUMHCKMTE JeWHOCTH.

Hacmostume usuckeadua ca ymaspdexu om ynpasumens Ha H30K cned Pewenue Ne P-HC-04-66/31.07.20252. wa
HadzopHus cveem Ha H30K u npedeapumenno cbenacyeare ¢ bI1C, Ha ocHosanue yi 51 an. 10 ebe 8p. ¢ an.8 om [Ipasuntuxa
3a yempoticmeomo u dedHocmma Ha HauuoxanHama 3dpasHoocuzypumenna kaca. Mauckeanusma enulan e cufla om darmama
Ha oBHapodaademo uM @ Jrpxased eecmnuk” u omMeHsm detcmaatyume niuckaants. e cuna om 19.04.2024z2. wa ocHogaHue
pewerue Ne PO-HC-04-34/22.03.2024z2.

Fa

M3NCKBAHWA HA H30K NP NEYEHWE HA XPOHWYEH BMPYCEH B XEMNATUT HAL 18 TOQWLLIHA BL3PACT
B W3BDBHBEONMHUYHATA NOMOLL

@



APUNOXEHWUE 3

DEKNAPALUWA 3A MHOOPMUPAHO CBIIMACUE C UBUCKBAHWUATA 3A 3ANOYBAHE/ MPOABINKABAHE HA
NEYEHWETO C NEKAPCTBEHMA NPOAYKT

cnep Kato Ce 3ano3dax ¢ usnata MW npesoctaseda  uHcopMauyms W Uenta Ha JeYeHUeTo C NEeKapcTBEeHWA
TIDOAYKT . ....coooveeeseseaeeese s ee et eees sttt mb et A CMER KATO NOMYHNX M34YEpnaTenHW OTFoBOpM Ha
NOCTABEHUTE OT MEeH BBNPOCU, AeKnapupam Je:
1. llle cnaseam NpenopbYaHaTa MU CXeMa Ha NeyveHne M NePUOAN4HOCT Ha KOHTPONHWTE npernean.
2. PeaoeHO L Ce ABRABAM Ha KOHTPONHA NPerfiean W HAMa A3 NPOMEHAM CaMOBONHO WNKU nold 4pYro BHylleHue
Ha3HaueHaTa MU Tepanus.
3. [pu NPeycTaHOBARAHE Ha NEYEHNETO NO NPWIKMHU, HENPOUSTUYALLM OT peleHreTo Ha KomueusTa sa ekcneptnan 8 P30K
w/iunu KommewaTta no un. 78, 1.2 ot 330, we yseaoMA He3abaBHO NUYHWUA CY NeKap.
4. [pu HecnaspaHe Ha MOCOYEHMTE YCMOBMUS NEYEHWETO MU C YNOMEHATUA NekapcTBeH NPOAYKT e Obae npekpaTeHo u

HAMa Aa UMaM npeTeHuun Kem H30K.

10

e 4

7' M3NCKBAHWS HA H30K NPU IEYEHWE HA XPOHWYEH BUPYCEH B XENATWT HAL 18 FOQUWHA Bb3PACT
B U3BBLHBECNHWUYHATA NOMOLU
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