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N3UCKBAHUA HA H3OK 3A NPOBEXOAHE HA
JNNIEYEHUE HA BOJIHU C XPOHUYEH BUPYCEH B XEMNATUT
NPU BOJTIHU HALl 18 TOOULLHA BB3PACT

B NU3BbHBOJIHUYHATA NMOMOLL,



M3UCKBAHUA HA H3OK NMPU U3AABAHE HA NMPOTOKOJN 3A NPOBEXAAHE HA JIEYEHUE HA
XPOHWU4EH BUPYCEH B XEMATWUT NPU BONHU HAQl 18 FOAULLUHA Bb3PACT

MpoTokonsT ce U3aaBa OT CNeLUanucTyi - FaCTPOEHTEPONIO3U OT cneunanuMpaHa KOMMCUS B nevye6HU 3aBeaeHust
3a GonHuyHa nomouw, ckniouunu aorosop ¢ H30K. CneuunanusupaHutTe KOMUCUM Ce Cb3aaBaT CbC 3anoses Ha
Auvpektopa Ha cnegHute J13*: YMBAI ,AnekcanapoBcka” - rp. Cocus, YMBAN ,Ceetu Meopru* - rp. Mnoeaus, YMBAI
.CBeTta MapuHa” - rp. BapHa, YMBAN ,[1-p Meopru CtpaHcku® - rp. MneseH, YMBAJ1 ,Mpod. a-p CroaH Kupkosuy“ - rp.
Crapa 3aropa, YMBAJl "Csetn UsaH Puncku" - rp. Cocusi, YMBAN ,Liapuua WNoanHa — UCYN* - rp. Cocbusi, BMA — rp.
Codusi, MU — MBP - rp. Codus, YMBAI “Tokyaa Bonuuua” - rp. Codwmsi, Y6 ,JloseHeu” - rp. Cocus, YMBAN
~Cotdmameq” — rp. Cocpus, Bropa MBAJT - rp. Codpus, ,Amxubagem Cutn Knunuk“ - rp. Cocous, YMBAI ,Kacnena® - rp.
Mnosaus, BMA — rp. Bapra, MBAJT ,Cbpue 1 Mo3bk* — rp. Byprac, MBAT ,Cbpue u Mo3bk” — rp. MneseH, YMBAT ,CeeTa
MapuHa“ - rp. lNneseH, YMBAJ ,Mbnmen” — rp. MNnoeave.

*Tpu ecsika NPOMsiHa Ha CbCMaea Ha cneyuanu3uPaHume KOMUCUU ce npedocmaesl akmyanu3upaHa 3anoeed Ha OupeKkmopa Ha
J13.

l. A. PEQl 3A 3ABEPABAHE HA NPOTOKOJNUTE 3A NPOBEXAAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B
XEMNATUT C OENTA ATEHT U BE3 AIENTA ATEHT C UHTEP®EPOH ANO®A

MNpotokonu 3a 3anouBaHe Ha neyeHune

* MeauuuHcka  OOKyMEHTauMs, NOTBbPXZABala  KpuTepuute  no
npunoxeHme 1 ©n BCUYKM HeoOxoaWMM u3crneaBaHusi, CboBpasHo
npunoxexHue 2
gg;ﬁg‘;’;"sprHA » * PeweHune Ha cneunanusupaHa KOMUCUSA C iCHa MEAULIMHCKA MOTMBALWS
3a 3anoyBaHe Ha TepanusTa
* “[lpoTrokon 3a NnpeanucBaHe Ha nekapcTea, 3annawanu ot H30K/P30K” —
06p. M3-H30K
Komucusa no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K P30K

MpoTtokonu 3a npoabmKaBaHe Ha neveHue

= MeauuuHcka AOKYyMeHTauusA, noTebpXaasaila Kputepuute no

npunoxedne 1 u BCUUKM HeoOXxoauMM u3cneaBaHus, CLobpasHO
CNEUNANTU3UPAHA > npunoxexHue 2
KOMUCHUA * PeweHue Ha cneunanuaupaHa KOMUCHS C SiCHa MeaMLIMHCKA MOTUBaLMs

3a npoabkaBaHe Ha Tepanusita
/ * “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxn ot H3OK/P30K” —
06p. M3-H30K

Komucus no un. 78, 1. 2 ot .| 3aBepka Ha npoTokona B

330 B LlY Ha H30K P30K
yi'(‘ WU3NCKBAHUA HA H3OK NPU NEYEHWE HA XPOHWYEH BUPYCEH B XENATUT HAQL 18 TOAULLHA BB3PACT
N\

B U3BBLHBOIHNYHATA NOMOLL




I. B. PEQl 3A 3ABEPABAHE HA NPOTOKONUTE 3A NPOBEXAAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B
XENATUT C HYKNEOTUAHW HYKNEO3UAHU AHANIO3U

MpoTokonu 3a 3anoyBaHe Ha neYeHue
MpoToKonu 3a CMsIHAa Ha NeKapcTBeHa Tepanus

= MeamumHCcKa [OKyMeHTauus, MOTBbpXAABalla KpUTepuute Mo
npunoxeHne 1 ©“ BCUMYKM HeoOXOAUMM um3cneaBaHus, CbODOpasHo
npunoxexHue 2
CNEUWATIU3NPAHA »| = PeweHue Ha cneuuanmMpaHa KOMUCHUS C iCHa MEAULIMHCKA MOTMBaLUSA
KOMUCUA 3a 3ano4BaHe Ha TepanuaTa
= “[lporokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK” —
/ 06p. M3-H30K
Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LIY Ha H30K P30K

MpoTokonu 3a NnpoAbLMKaBaHe Ha neYeHue

* “llpotokon 3a npeanucBaHe Ha
CNEUUANTU3INPAHA nekapcrea, 3annatyaHsu oT _ 3aBepka Ha npoTokona B
KOMUcua i H3OK/P30K” — 06p. M3-H30K P30K

Il. OBLLU NONOXEHUA

1. E-npoTokon ce M3nasa OT YNeHOBE Ha crneuuanu3npaHn KOMUCUM B nevye6GHN 3aBefileHUs, OKa3BalM 6ONHUYHA
meauumncka nomouwy (N13BMM) Ha ocHoBaHue ,Pewenne Ha cneuuanusvpana komucus“ no Alp Ne 38 ,OnpepensHe Ha
nnaH Ha neyeHue u npocneassaHe Ha TEpaneBTUYHMA OTrOBOP NPU NaUMEHTU, NONyYaBalluy CKbNOCTPYBALUW NEeKapCTBEHM
npoaykTh no peaa Ha un. 78, 1. 2 330 B cvoTBeTCTBME C HacToswwmTe Usuckeauus Ha H3OK, kaTo NbpBUST M BCeku
cneasall NpoToKon ce usaaear 3a nepuoa 4o 180 axu.

2. 3npaBHOOCHIYPEHOTO NKLE YAOCTOBEPABa C MOANMUCA CU B ,PelueHne Ha crneuuanuaupala KoMucus“ no Alp Ne 38:
cnepHoto: ,JKenas Aa mu 6bae oaobpeHo neveHue ¢ nNekapcTBEHUs NPOAYKT, KaTo AeKnapupam, Ye CbM yBEIOMEH 3a
AEWCTBMETO Ha Ha3HaYeHaTa nekapcTeeHa Tepanus U AasaMm WHCOPMUPAHO Cbinacue Cbluata Aa Mu Gbae npunaraHa®;
~Cbrnacen/a cbm 3a U3NON3BaHe Ha NIUYHUTE MU AaHHW 3a LENWUTe Ha ekcnepTusata®; ,)Kenas ga 6baa yBeJoMmeH/a 3a
pesyntata ot ekcneptusata ot P3OK no eauH OT cneaHuTe HauuHu: no e-mail, TenecoH unu Ha msicto B P30OK“
»PaspeluaBam 4OCTBLN A0 ENEKTPOHHOTO MU 34PaBHO AOCKeE". :

3. MNpeau craptupaHe Ha npoueca no usnasaHe Ha E-npotokon Ha 30J1, cneunanusupaHaTta KoMUCHs criea nony4yeHo
paspeuwerue 3a goctbn ot 30J1 A0 eNneKTPOHHOTO My 3ApaBHO AOCUE, NPaBW CNpaBka NO €NEKTPOHEH MbT 3a U3AAAEeHM
NPEAXoAHN NpOTOKONM, No Cblus npodun Ha 3abonseaxe. MpouechT no uspaeaHe Ha E-npotokon ce peanusvpa B
MeanUMHCKN codTyep. B HacToswMTe M3MCKBaHMA Ca NOCOYEHU HeoBXOAUMMTE AOKYMEHTM 3a M3nasaHe Ha E-
npoTokon Ha 30J1.

4. Kem Bceku E-NpoTOKOn, C KOWTO € Ha3HayeHa nekapcTBeHa Tepanus, ce npunarat HeobxoaumuTe DOKYMEHTU
(ambynaTopHuTe NUCTOBE, €NMKPU3N, M3CNIEABAHNS U Ap.), CNEA KOETO AOKYMEHTUTE Ce M3NpaluaT no €NEeKTPOHEH NbT KbM
uHopmaumorHaTta cuctema Ha H3OK. [lokymeHTuTe, KouTo chluecTsysaT B H3MC/MHdOpMaUmMoHHaTa cucTema Ha H3O0K,
ce feknapupat B E-npoTokona ¢ TexHuTe yHukaniu Homepa (HPH).

UndopmauusTa, oTHOCMMa KbM u3naBaHe Ha E-npoTokona, KOSTO € B AOKYMEHT, KOWTO HsiMa eneKkTpoHeH cbopmar, ce
nonbrea B PelleHNeTo Ha cneunanuanpaHa KOMUCHUS - OCHOBaHWe 3a M3faBaHe Ha E-npoTokona, unu ce npunara kaTo
CKaHMpaHo Konue.

5. Mpun nspasave Ha E-npoTtokon no peaa Ha ekcnepTtusata no un.78, T.2 oT 330, ornaga Heo6xoaumocTTa Aa ce
NpenocTaBsAT U CbxpaHssar npunoxexue Ne 1 n npunoxexne Ne 3 ot HacToswwmTe ,M3ucksanmaTa Ha H3OK*, npu
cneaHuTe yCrnoBus:

- 32 npunoxexue Ne 1 - Npn HaNUYMETO Ha TEKCT B CLOTBETHUSA YeKBOKC B ,PelueHne Ha cneuvanuanpaHa komucus“ no
Alp Ne 38: ,Jlunceat usknioysalLy KpUTEPUM 3a 3anouBaHe/npoAbIKaBaHe Ha neveHue ¢ NN

- 3a npunoxexue Ne 3 - npu HanuuueTo Ha TekcT B ,PelleHne Ha cneuuanuanpaHa komucus“ no Allp Ne 38: XKenas aa mu
6bae opobpeHo neyeHne C nekapcTBEHUs NPOAYKT, KaTo AEKNapuUpaM, Ye CbM YBEOMEH 3a AEHCTBMETO Ha HasHauyeHaTa
nekapcTeeHa Tepanus U jasam UH(OPMUPAHO Cbrnacue cblyaTta Aa My 6bae npunaraHa®.

h 2% M3UCKBAHUS HA H3OK NPU NEYEHUE HA XPOHWYEH BUPYCEH B XEMATUT HAZ 18 FOAMILHA Bb3PACT
k\}, B U3BbHBEONHUYHATA MOMOLL,



NPUNOXEHUE 1A

NnUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHME HA XPOHUYEH BUPYCEH B XENATUT C

WHTEP®EPOH ANT®A HA BOJTHU HAQl 18 TOAULLHA BB3PACT

A. Kputepum 3a 3anouBaHe Ha NbPBU KypC (3aabIMKUTENHO € HaNU4YUETO Ha BCUYKU KpUTEpuM)

BuoxuMuyHa akTMBHOCT: noBuweH ALAT > 2 nbTM Hap ropHata pedepeHTHa rpaHuua npu nNoHe Age

. onpegensHus B pamkuTe Ha 6 Meceua -2
BupyconoruueH cratyc (BupycHa pennukaums ypes konuyectseH PCR ): -2
= HBV DNA > 2 000 IU/ml, HesaBucumo HBeAg/anti HBe craTtyca
2 =  HBsAg konuuyecTseH
Mpu cTapuin Ha YepHoapobHaTta hubposa F3 u F4 neyeHne ce npoBexaa U NpU NO-HUCKU OT NOCOYEHUTE No-rope
Huea Ha HBV DNA.
OueHKa Ha cTeneHTa Ha yepHoapobHaTa ¢pmubpo3sara, KOSTO Ce U3BbPLLBA Ypes:
a). HenmHBasuBeH MeToA, 3a M3MepBaHe Ha YepHOApOOHa NABLTHOCT (YNTpa3sykoBa enacrtorpacus) B KOMGuHaums
CbC cepymeH mapkep 3a ¢ubposa (APRI unu FIB-4 ).
3a pesyntatute ot enactorpadCkoTo U3cneaBaHe 3aAbiDKUTENHO Ce OTGens3sa BMABLT U UMETO Ha anapara, C
3 KOMTO € u3BbpLUEHO u3cneasaHeTo. lNpunara ce NnpoTokon — opuruHan / 3aBepeHo Konue, C OTpa3eH pe3ynTaT B
kPa u ¢ oueHka Ha pubposara (F), npu IQR < 30%.
6) Xuctonorn4yHo uscneasaHe u crtagupade no METAVIR npu nauueHTU ¢ XpOHWYEH XenaTuT ce M3BbplBa B
cnyyaute C HesicHa AuarHo3a / HesicHa CTeneH Ha 4epHoapobGHO yBpexaaHe v Npu Cb4YeTaHo yBpexaaHe
(cbueTaHue c Apyrm eTMonoruiHn hakTopm - aBTOUMyHHa YepHoapobHa 6onect, creaTo3Ha 6onect, MeTabonUTHU
3abonsBaHusa v ap.).
4 Jlunca Ha usknouyBawm Kputepmum no Touka B (npu aHamHecTUyHM AaHHu no T. 2 oT B e Heobxoaumo aa ce

npeacrasm eKCnepTHO CTaHOBULULE OT fieKyBalua nCcuxmaTrsbp, cneuuanunuct no neYyeHue Ha 3aBMCMMOCTM) i

'peweHue Ha cneuuanuaupaxa komucus no Afp Ne 38
2 MeANUMHCKa AOKYMEHTaUMS, NOTBLPXAABALLA KPUTEPUUTE N0 NPUNOXeHHUe 1 U BCUYKIM HEOBXOANMY N3CNeaBaHms, CboGPa3HO NPUNOoXeHue 2

*Mpn counbTcTBaWM 3abonsBaHua € Heob6XOAMMO npoBexpaHe Ha KOHCynTauua CbC cneynanucTt, npeau HayYanoTto Ha TepanuaTa, Kato
3aABLMKUTENHO Ce BNUCBa OLEHKa NoNn3a/puck 3a o6LLOTO CLCTOAHME Ha NaLUMeHTa OT NPOBEXAAHETO Ha TepanuaTa.

B. Kputepuu 3a npoabmkaBaHe Ha TepanusiTa (3aAbMKUTENHO € HaNU4YMETO U Ha ABaTa KpUTepus)

Mpun HBeAg (-) nauueHTu: Hanuume Ha paHeH OTTOBOp Ha TpeTUs Mecel ¢ HamaneHne Ha HBV DNA > 2 log 10 B
CpaBHEHWE C U3XOAHOTO HUBO' U cnag Ha TUTbpa Ha HBsAg ' 2

Mpu HBeAg (+) naumeHTn: peaykuma Ha HBsAg Ha TpeTusi mecel, OT NEYEHUETO, KakTo W cnag Ha HBsAg <
20 000 IU/mL Ha wecTusa mecel ot TepanusTa. 2

2

JNlunca Ha cTpaHu4Hu ecdekTn U M3KNIOYBALLM KPUTEPUU NO Touka B 12

'pewenne Ha cneunanuaupaHa koMucus no Afp Ne 38
2 MeAMUMHCKa AOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUUTE NO NPUNOXEHMUE 1 1 BCUUKM HEOBXOANMM u3cneasaHus, cbobpasHo NnpunoxeHue 2

3abenexxka: Mpu Hanu4uMe Ha paHeH BUPYCONOTMYEH OTFOBOP JIEYEHUETO C MHTEPChEPOH anda npoabnxkasa 48 ceamuuw.

N =

B. USKNIOYBALLU KPUTEPUUN

McuxuyHn 3abonseanus, enunencus

BonHu, 3noynotpebsiBaliM CUCTEMHO C ankoxos, HapkoMaHu, Mpoabikasawm ynotpebarta Ha HAapKOTULM, KaKTO U Takuea
6es unCT OT MHTOKCUKALMA Nepnoa, He No-manbk oT 12 Meceua. BonHu Ha MeTaaoHoBa Tepanus.

[lekomneHcupaHa yepHoapobHa umposa

Texku npuapyxasalym 3abonsiBaHUs Ha CbpAEYHO-CbAOBATA U AUXaTenHaTa cuctema

ABTOUMYHEH xenaTuT

Ko-uHdbekuus ¢ HCV — obukHoseHo ce nposexaa neuenne Ha HCV UHGeKUMATA, CbrMacHo CbOTBETHUTE KpUTEPUM
CuncremHm 3abonsiBaHusi Ha CbefuHUTENHAaTa TbKaH; TeXKWU (POPMU Ha NCOPUA3NC N PeBMaTOMAEH apTpUT

HekoHTponupaH xunep- n XunoTUpeouan3bLm

AKTUBHU XPOHUYHU BakTepuanHu nHdekumn

10. HeyTtponeHus (< 750) n TpomGouuToneHus (< 50 000)

. HekoHTponupaH 3axapex avabet

12. XBH 6e3 gnanusa

13. Convrerawa HIV npu 6poit CD4 < 200

14. BpeMeHHOCT 1 KbpMeHe

15. Jlunca Ha paHeH OTroBOp (CbrNacHo KpuTepunTe NocoyeHu B 1.6 1).

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

17. CuctemHo HecnassaHe Ha neyeGHaTa cxema OT cTpaHa Ha 6onHus, ¢ npekbCBaHe noseye oT 1 mecew

M3NCKBAHMA HA H3OK NPU NEYEHWUE HA XPOHWYEH BUPYCEH B XEMATUT HAQl 18 FOAULLHA Bb3PACT
B N3BbHEONHUYHATA MOMOLL



NPUNOXEHWE 16

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XENATUT C
HYKNEOTUAHW/ HYKIEO3UWAHW AHANO3U HA BOJTHU HAQ 18 FOAULLHA Bb3PACT

H3OK He 3annaiua neyexue ¢ kKOM6MHMpPaHa Tepanus HyKNeoTUAHW/ HYKNEO3UAHW aHano3n U MHTepgEepPoH.

A. Kputepuu 3a 3anouBaHe Ha NbpBU KypC (3aAbMKUTENEHO € HanM4MeTo Ha BCUYKU KpUTepuHM)

BuoxumuyHa aktusBHocT: noBuweH ALAT > 2 nbTu Haa ropHata pedepeHTHa rpaHuua npu noHe Ase
1 onpegensiina B pamkute Ha 6 meceua. [lpu cTtaguih Ha ubposa > F2 nauveHTUTE noanexaTr Ha nedyeHue
He3aBUCUMO OT HMBOTO Ha ALAT .2

Bupyconoruyen craryc (BupycHa pennukaums): ' 2
= HBVDNA > 2000 IU/ml, HesaBucumo HBeAg/anti HBe cTatyca
2 = HBsAg konuyecTBeH
MNpu ctagun Ha yepHoapoGHaTta cubposa F3 u F4 neuenue ce npoBexaa U Npu NO-HUCKU OT NOCOYEHUTE No-rope
HuBa Ha HBV DNA.

OueHka Ha cTeneHTa Ha YepHoapo6HaTa (pubpo3arta, KOSTO Ce U3BbPLUBA YPE3:

a). HenHsasueeH metoy 3a M3MepBaHe Ha YepHOoApoGHa NNBTHOCT (YNTpasBykoBa enacTorpacgus) B KoMGuHauus

CbC cepymeH mapkep 3a coubposa (APRI unu FIB-4 ).

3a pesyntatute OT enactorpad)ckoTo U3cneaBaHe 3aAbIKUTENHO Ce OTOens3sa BuAbLT U UMETO Ha anapara, C

3 KOWTO e M3BbpLUEHO U3cneasaHeTo. Mpunara ce NPOTOKON — OpUrMHanN / 3aBepeHo Konue, C OTpaseH pesynTaT B
kPa u c oueHka Ha ¢pubposara (F), npu IQR < 30%.

6) XuctonoruuHo uscnensaHe n ctaaupaHe no METAVIR npv naumMeHTW C XPOHUYEH XenaTuT ce M3BbplIBa B

cnyyauTe C HesiCHa AuarHosa / HesicHa CTeneH Ha 4epHOApOGHO yBpexaaHe U NpU CbuYeTaHo yBpexaaHe

(cvyeTaHue ¢ Apyrn eTMONOTMYHM haKkTOpy - aBTOUMYHHa YepHoapobHa Bonect, cteatosHa GonecT, MeTabonuTHU

3abonsiBaHus u ap.).

4 INunca Ha uskmouBawmn kpuTepuu No Touka B (npu aHamHecTUuHU AaHHM no T. 2 oT B e Heobxoaumo aa ce
NpeacTaBy eKCNepTHO CTaHOBMLLE OT JIeKy BalliMsA NCUXMATLP, CMELMANMCT NO neYeHne Ha saBucumocth) ' 2

'pewenue Ha cneuManuaupaHa KOMUCHS No Allp Ne 38
2 MeaMUMHCKA AOKYMEHTALMS, NOTBBLPXKAaBALLA KpuTepuuTe no NpunoxeHue 1 U BCUYKN HEOOXOANMU n3cneaBaHNs, CboBGPasHO NpunoxeHue 2

Mpu aekomnexcupaHa uMpo3a (Bapmum, acuuT, UkTep) ce nposexaa neyeHue ¢ NUC, He3aBMCUMO OT HMBO Ha HBV DNA.

B. Kputepuu 3a npoabimkasaHe Ha TepanuATa (3aALIKUTENEHO € HaNMYNeTO U Ha ABaTa KpuTepus)

1 Mocneasawo usmepsaHe n 3aabmxuTenHo npocneassaHe Ha HBV DNA npes uHTepean oT 3-6 meceua*, u
konuyecTeeHo onpeaeneH HBsAg/ anti HBs Ttutbp Ha uHTepBan ot 12 meceua*™*

2 Jlunca Ha cTpaHny4HM edbeKTU U U3KNIOYBaLLM KPUTEPUM NO TOYKa B

* MNPOABLNKUTENHOCTTA Ha JIEYEHNETO CE ONpEeAens OT BUPYCONOTUYHUS OTrOBOp W TexecTTa Ha uepHoapobHaTa Gonect, cnea ogobpeHue oT
eKcnepTHa KOMUCHUS.

** WacneasaHeto Ha HBV DNA npes 6 meceua npu Tepanus ¢ TeHooBUP U eHTekasup. Mpu Tepanua c NaMUBYANH M3CNEABAHETO 3aAbIDKUTENHO
Ce u3BbpLUBa nNpes uHTtepsan ot 3 meceua!

*** Mpn Hanuue Ha BUPYCONOrMYEH NPOBMB Ce NMpenopbyBa M3BLPLUBAHE HA W3CheaBaHe 3a MyTaLun n aokasBaHe Ha pesucTeHTHocT. Mpu
Aoka3BaHe UM Ce NpeMUHaBa Ha Tepanusa C ApYr NeKapCTBEH NPOAYKT.

B. U3KIIOYBALLUU KPUTEPUU

Jlnua nop 18 roguiuHa Bb3pacT

KouHdektnpanu naumeHTn ¢ xenatut D supyc [HDV], npu Hanuume Ha HuBO Ha HDV RNA

Bontu, 3noynoTpebsBsaluu CUCTEMHO C ankoxon, HapkOMaHu, NPOABLIKABALUM ynoTtpebata Ha HapkOTULM, KaKToO W TakuBa

6e3 unCT OT MHTOKCUKALMS Nepuoa, He No-Manbk oT 6 meceLa

4. DBpeMeHHOCTTa He e NpOTUBOMOKa3aHWe 3a neveHue ¢ TeHodosup, Mpu 3abpemeHsiBaHe B xoAa Ha NPOTMBOBMPYCHO
neyeHne C TEHOOBMP, NOCNEAHUST He cneABa Aa ce cnupa. AKO GPeMEHHOCTTa HacTbnW no BpeMe Ha apyr Bug
BUpycTaTuk GonHarta cneasa Aa NpeMUHe Ha fieYeHne ¢ TeHooBMp

5. bpemennu B llI-Tn TpuMecTbp Ha GpemenHocTTa ¢ HBV DNA > 200 000 IU/ml moraT Aa 6baat nexysaHu npuv npeLeHka Ha
puck/ nonsa, B Te3u cnyyan ce npeAcTaBs ambynaTopeH NUCT OT Npernes Npu rMHEKONor

6. CucremHo HecnassaHe Ha neyeGHaTa cxema no BUHa Ha GONHUA, C NPeKbLCBAHe noseye oT 3 Meceua

WM -

k(2 NU3NCKBAHUA HA H3OK NPU NEYEHUE HA XPOHWUYEH BUPYCEH B XEMATUT HAZ 18 rOOULLHA Bb3PACT
& B U3BBbHBEOJIHUYHATA NOMOLL,



NPUNOXEHMUE 2

. NEMEBHO-ANMATHOCTUYEH AJNTTOPUTBM

1.A. NEKAPCTBEHMU NPOAYKTW, sknioyenu B NMpunoxenune 1 Ha MNJIC, koutro H30K 3annawa B cborBeTcTBUE C
OeWCTBaluTEe HOPMATUBHU AOKYMEHTM.

INN MKB AO3A U CXEMU HA NEYEHUE

PEGINTERFERON ALFA-2A B18.0, B18.1, K74.0, K74.6 180 mcg / ceamMu4Ho

1.6. IEKAPCTBEHM NPOAYKTW, Bkniouenu B NMpunoxenune 1 Ha MNJIC, kouro H30K 3annawa B cboTBeTCTBUE C
AeNCTBaLUTE HOPMATUBHU AOKYMEHTM.

INN MKB OO3A U CXEMU HA NEYEHUE
LAMIVUDINE B18.1, K74.0, K74.6 100 mg / aHeBHO
TENOFOVIR DISOPROXIL B18.1, K74.0, K74.6 245 mg / AHeBHO
ENTECAVIR B18.1, K74.0, K74.6 0.5 mg / AHeBHO

2. NPOCNEAABAHE

NPOCNEAABAHE HA BOJIHU C XPOHUYEH BUPYCEH B XEMNATUT I'iPM nEHEHVIE C UHTEPO®EPOH AN®A
Tabnuua 1

Ilepuon Ha neyeHue * : MpocneassaHe

Feddk
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EputouuTtun

JNleBkounTH

NEVRARY
NEVENRN
NESENRY
NEVRNRY
NEVENEN
NEVRYEN
NENENEY
NENENRY
NENENEY
NEVRYRN
NRVRYES
NENENRY
NENENEY

ANERN RN AN

TpombouuTtu

BUOXUMUYHU

ASAT v

ALAT v

GGTP

b BN RN AN
N N BN BN
BN BN RN
BN RN AN
AR AN AN
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ANENENAN
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O6buy 6enTbk

AnbymuH

Bunupy6uH

KpeaTuHuH

KpbBHa 3axap

[MukovHa kucenuHa

RN R R RN RN RS R RYRYEY
RS RV RS R RN RYRYRN RN
RN R YRR RARYRARNES

TSH

BUPYCONOIrM4yHu

«

HBeAg/ anti Hbe

HBV DNA

<
ANRNEN
AR RN

HBsAg/ anti HBs****

anti HCV

anti HDV ***

ANBRNENERNENEN

anti-HIV

3aGenexka: npn 6onHM C nUNCa Ha paHEH BUPYCONOrMYEH OTFOBOP NIEYEHUETO Ce CNupa.

* TepanusTa e ycnewHa npu gocturade Ha HBV DNA < 2000 IU/ml n HopmanuaupaHe Ha ALAT. Mpu HBeAg (+) — nocturaHe Ha HBeAg
CEepOKOHBEPCUA.

** cnep 6-Tua Mecew OT cnupaHe Ha NeyeHMETO Npe3 4-6 Meceua ce KOHTPONMPAT aMUHOTpaccepasm nNpyu UHAUKALUK — BUPYCOSIOrMYHMU
n3cneaBaHuA

*** ko-uHcpekuunTa ¢ HDV noanexu Ha neuexne ¢ nerunupax uHTepdepoH (1dnakoH ceaMunYHO) 3a 12 meceua. [lokassaHe Ha HDV RNA ¢ PCR
MEeTOAMNKM.

**** BbB Bpb3Ka C HOBUTE AaHHN 32 3HAYEHUETO Ha CepyMHUTe HUBa Ha HBsAg 3a oueHsBaHe Ha edeKTa OT NPUNaraHoTo NEYEHNE Ce BLBEXAA KaTo
KonuuyecTeseHo usmepsane HBsAg nsxopHo, Ha 3-Tn u 6-Tu Meceu, B kpas Ha TepanusiTa 1 6 Meceua criesi NPekpaTABaHe Ha NEYeHNeTo.
AKTyanHocTTa Ha M3Xo4HOTO u3crnieasBaHe Ha HBV DNA e p0 6 meceua npeau kKaHAWAATCTBAHETO 3a NeYeHue.

j'(‘ M3NCKBAHUA HA H30K NPU NNEYEHUE HA XPOHWYEH BUPYCEH B XENATUT HAJl 18 FTOAULHA Bb3PACT
. B USBBLHBEONHUYHATA NOMOLL,




NPUNOXEHME 2

NPOCNEAABAHE HA BONNHU C XPOHUYEH BUPYCEH B XENATUT NPU NEYEHUE C HYKNEOTUOHW HYKNEO3UAHU

AHAIO3U
Tabnuua 2
Mepuon Ha neveHue MpocnensBsaxe*
WU3cnensaxus maxoghu | 3m. | 6m. | Om | 12m. + Ha Bceku 3 M.
XEMATOJIOTNYHHU
XemornobuH v v v v v v
Eputpouutn v v v v v v
JleBkOoUUTH v v v v v v
Tpombouutun v v v v v v
BUOXUMUYHU
ASAT v v v v v v
ALAT v v v v v v
GGTP v v v v v v
AP v v v v v v
06w 6enTbk v v v v v v
AnbymuH v v v v v v
Bunupy6ux v v v v v v
KpeaTtuHuH v v v v v v
KpbBHa 3axap v v v v v v
lMukoyHa kucenuHa v v v v v v
BUPYCONOIMrM4YHu
HBeAg/ anti Hbe v v v v*
HBV DNA v v v v v
HBsAg/ anti HBs v v*
anti HDV v
anti HCV v
anti-HIV v

* npocneasiBaHeTo Ce U3BLPLWBA Ha Beekn 3 Meceua npu NUC ¢ Hucka 6apuepa u Ha 6 Meceua npu NUC c Bucoka Gapuepa; Ha Bceku 6
meceua ce uscneasa HBeAg/anti HBe; Ha Bceku 12 meceua ce uscneasa HBsAg /anti HBs.

KpatkoTpaiiHo .neuenue: Mpu Tepanus Ha HBeAg (+) nauuenTu B cnyyai Ha nosisa Ha HBeAg-CepokOHBEpPCHUA NO BpEME Ha NEYEHUTETO (HBeAg
(-)/anti-HBe (+) ctatyc), TepanusTa Moxe 4a 6bae NpekpaTeHa B cneasawuTe 6-12 meceua. MNpu Hanuuve Ha HBsAg-cepokoHsepcusi (HBsAg (<)
HeratuseH / anti HBs (+) nonoxuTeneH) n HEMHOTO NOTBLPXAEHMUe cnea 6 Meceua, neuenneto ¢ NUC moxe Aa ce npekparu.

Ko-uHdpekuusTa ¢ HIV HAMa KOHTpanHAUKaLMK 32 NeyeHne ¢ nepopanti NPOTUBOBUPYCHMN CPEACTBA.

Mpu AokasaHa PE3UCTEHTHOCT/MYTaLMN KbM ONPEAENEeH NekapcTBEH NPOAYKT e npenopbYMTENHO 3a UHTepBan oT 3 Meceua Aa ce 3acTLNAT ABa
neKkapcTBeHW NpoaykTa.

AKTyanHocTTa Ha U3XOAHOTO u3cneasaHe Ha HBV DNA e no 6 meceua npeau KaHanaaTCTBaHETO 3a NeYeHue.

Il. OBLLU U3UCKBAHUA

1. Br3pacToBarta rpanuua ce U34NCNABa B HABLPLLEHM FOANHY - T.€. BKMIOUNTENHO KbM AaTaTa Ha n3naBsaHe Ha NPOTOKONa OT cneuuanuaupaHara
KOMMCHSA.

2. MNpu HasHayaBaHe Ha Tepanus NO NPOTOKON 3aALIKUTENHO Ce CLOBpa3nBaT Bb3PacToBUTE OrPaHUYEHUSA, CbINAcHO KpaTkaTa XxapakTepucTuka Ha
CbLOTBETHWUA NIekapCTBEH NPOAYKT, yTBbpAEHA NO peaa Ha 3MIMNXM.

3. H3OK He 3annawa neyeHue U3BLH ykasaHaTa Bb3pacToBa rpaHNLa B KpaTkaTa XapaKkTepucTuka Ha NpoAyKTa.

4. H3OK He 3annalya neyeHue ¢ 403U HaA MAKCUMANHO PaspeLueHuTe no kpaTka xapakTepucTuka Ha NpoAyKTa.

5. B cnyuaii Ha HacTbNMNa NOAO3MPaHa HexenaHa nekapcTeeHa peakuus, nekapat ysegomsasa WAJI no peaa Ha un. 184 ot 3MNXM. Konue ot
cboGLUeHNeTO ce npunara/onncea KbM/B MEAULUMHCKATa AOKYMEHTauus Ha 300 npy KaHAWAATCTBAHE 3a NeYeHue.

6. Bceku e-npoTOKON ce u3naBa Bb3 OCHOBA Ha n3papeH MeauLUMHCKU AOKYMEHT: cneuuanusnpaHa komucus B JI3BIN Ha ocHoBaHue Alp Ne 38
-OnpeAensiHe Ha NnaH Ha neuyeHWe W npocneasiBaHe Ha TEPaneBTUYHUS OTrOBOp NPU NauWeHTW, nony4asawM CKbLNOCTPYBALUW NEeKapCTBEHM
NPOAYKTW NO peaa Ha un. 78, 1. 2 330",

Eksemnnsp Ha xapTueH Hocuten ot Alp Ne 38 ,OnpeaensiHe Ha nnaH Ha feueHue npocneassaHe Ha TepaneBTUYHUA OTrOBOP NPV NaLUMUEHTH,
nony4asallu CKbNOCTPYBALUM NEKAPCTBEHN NPOAYKTU NO peaa Ha un. 78, T. 2 330", KOWTO e OCHOBaHWe 3a U3paBaHe Ha npoToKon, nognucaH oT
cneunanusupaxa komucus u 30J1, ce BoaM no pea, onpeaeneH oT neyebHOTO 3aBeAEHHUE U Ce CbXPaHABA B KaGUHETA Ha KOMUCHATA.

7. MNpu nspasane Ha E-npoTokon no pesa Ha ekcneptuaarta no un.78, T.2 ot 330, otnapa HeoGXxoAMMOCTTa Aa Ce NPeAOCTaBAT CbXxpaHaBaTt
npunoxexue Ne1 n npunoxenue Ne3 ot HacToswmTe ,U3ncksaHna Ha H30OK"

8. U3pnasaHeTo Ha E-NpoTOKON Ce OCBLLIECTBABA B CLOTBETCTBUE CLC CbBMECTHU .YKasaHus 3a pabota c nopajeH no enekTPOHeH MbT NPOTOKON

IA/IB/IC (e-npoTokon)“, mexay HauvoHanHaTa 3ApaBHoocuryputenHa kaca W Bbnrapckn nekapcku cblo3 3a npunaraHe Ha HauuoHanHws pamkos
AOroBOp 3a MEAULMHCKUTE AENHOCTH.

Hacmosiwume usuckeanusi ca ymebpdewu om ynpaeumens Ha H30K cned Pewenue Ne PL-HC-04-00-3/20.01.2026 2. Ha
Had3opHusi cbeem Ha H30K u npedeapumento cbanacysare c GJIC, Ha ocHosaHue yn.51, an.10 ene ep. ¢ an.8 om lNpasunHuka 3a
ycmpoiicmeomo u deliHocmma Ha HayuoHanHama 30paeHoocuzypumenHa Kaca. MauckeaHusima enuzam e cuna om damama Ha

obHapodsaHemo uM e ,[JbpxaseH eecmHUK‘ u omMeHsSm Oelicmeawume usuckeaHusi, 6 cuna om 19.04.20242. Ha OCHoaHue
peweHue Ne PL-HC-04-34/22.03.20242.

7
E;Q‘ V3NCKBAHWA HA H3OK NPWU NEYEHWE HA XPOHWYEH BUPYCEH B XENATUT HAZ 18 FOAVLLHA Bb3PACT
N B N3BbHBEONHUYHATA MOMOLL|



NPUNOXEHUE 3

AEKNAPALUA 3A UHOOPMUPAHO CBHINMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ NPOABIMKABAHE HA

NEYEHUETO C NEKAPCTBEHUA NPOAYKT

cnej Kato Ce 3ano3Hax C  uanata MM npeaoctaBeHa  MHdpopmauus W uenta Ha nevYeHWeTo C nekapcTBeHusa

npoaykT

.............................................................................................................. U cnej Kato nony4Yux wus4yepnaTtenHu OTroBopu Ha

noctaBeHUTe OT MeH BLNPOCU, AeKnapupam 4e:

1
2.

3.

LLle cnaseam npenopbyaHaTta MM CxeMa Ha NleuYeHne U NEPUOANYHOCT Ha KOHTPOMHUTE Nperneau.

PenoBHo we ce sBABaM Ha KOHTPONHU Nperneav 1 HaAMa 4a NPOMEHAM CaMOBOITHO UM NOA APYrO BHYLIEHWe Ha3HaYeHaTa
MU Tepanus. :

Mpu npeycTaHoBsiBaHE Ha NEYeHNETO NO NPULMMHU, HENPOU3TUYALLM OT PeLeHneTo Ha Komucusita sa ekcneptusn B P30K
u/vnn Komucusta no un. 78, 1.2 ot 330, wie yBeaoMs He3abaBHO NUYHKSE CU NeKap.

lMpun HecnasBaHe Ha NOCOYEHUTE YCNOBUS NEYEHNETO MU C YNOMEHATUS NTEkapCTBEH NPOAYKT we 6bae npekpaTeHo U HaMa
Aa umam npeTteHuun kbm H3O0K. '

MU3NCKBAHUA HA H3OK NPU NEYEHUE HA XPOHWYEH BUPYCEH B XEMATUT HAZ 18 FTOAULLHA Bb3PACT
B N3BBbHBONHUYHATA NOMOLL



