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MPU U3OABAHE HA MPOTOKOIN 3A NMPOBEXIOAHE HA NIEYEHUE HA XPOHU4YHN BUPYCHU
XEMATWTW B, B+D, C NPU BOMNHW NOA 18 FOAULIHA BB3PACT

I'Ipo‘roxomﬂ ce usgaea ot cneunariucTv - racrpoemeponosu oT cneyuanusvpaHa KOMUCUA B ne4yebHu 3aBeaeHUsA
3a 6oMHUYHA NMOMOLL, CKMIOYUNKU AOrosop ¢ H30K. CrieumannsupaHuTe KOMMCUM CE Cb3AaBat CbC 3anoees Ha AvpekTopa
a J13: YHuBepouTeTCKa KIWHIMKA M0 racTPOEHTEPOrors KoM CBANB — rp. Codnsi, MHoronpocunta crieumansnpana aercka
KNWUHUKA KbM YHUBEpcuTeTCKa GonHuua ,CeeTa MapuHa” - rp. BapHa, [leTcka KnuHmuka KbM MBAJ “Tokyaa Bornnuua Codms” — rp.
Codmsa.

I PE[] 3A 3ABEPAIBAHE HA NPOTOKOJIUTE

MpoTokonu 3a 3ano4BaHe Ha neveHve

aMlOMBIHEHO 1 NOANUCAHO MpuUIoXeHue 1 — NUCT 3a OnpeaensHe Ha kputepuute no
CbOTBETHaTa TOYKa C BCUYKMN HEOGXOIJMMM nscnegsaHna

«ETanHa envKpu3a, BKIOYBALLA BCUYKM U3CIEABaHMS 3a npeaxoxjalinte 3-6 meceua
CMELMATTU3NPAHA no Tabnuuata 3a npocreasisaHe Ha npunoxexue 2 (npunazam ce u Ha opuauHanHa
KOMMWCUSA »| 6raHKa unu 3a8epeHo Konue)

=EKCMEPTHO CTaHOBUIIE C sCHA MEAULMHCKA MOTUBaLWs (3apbmKUTENHO  Ce
oT6ensidBa nUAca Ha W3KMioYBaly KpUTepun (ModnucaHo Om 6CUYKU HdrleHoee Ha

creyuanusupaHama Komucus)
=“llpoTokon 3a NpeAnucBaHe Ha nekapcTsa, 3annalaxu ot H30K/P30K” — 06p. M3-
H30K (nodnucaH om ecuyKu YrieHoee Ha creyuanusupaHama KoMucus)

Komucus no un. 78, 1. 2 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K ”| B P30K

NpoToKonu 3a NPoAbIDKaBaHe Ha neveHue

a[lonbMAHEHO W NOANMCAHO MpurnoxeHue 1 — NUCT 3a onpeaensaHe Ha KpuTepuuTe no
CbOTBETHATA TOUKA C BCUYKM HEOOX0ANMU nscneasaHns

=EtanHa enuKkpu3a, BKNo4BaLla BCUYKM wnacneasaHusa no Ta6J'ML1aTa 3a npOCneAﬂBaHe
CMELMANUIUPAHA Ha NpUMOXeHWe 2 (Mpuniazam ce U Ha OpUsUHANHA GaHKa UM 386epeHo Komue),
KOMUCUA aMGyJ‘IaTOpeH nucT/ eTanHa enukpusa ot nocneaxus npernea npu cneuuanuct

'EKCI‘IEDTHO CTaHOBMULIE C siCHA MeJuuuHCKa mMoTuBauua (3am=n»<vrrenno ce
oTbenassa nunca Ha W3KNYBaWKM KpUTepun (noanucal-to Oom 8CUYKU Y/leHoee Ha
cneyuanusupaHama KoMucus)

=“lpoTokon 3a NpeAnMcBaHe Ha NekapcTea, sannaiawn ot H30K/P30K” — 06p. M3-
H30K (modnucak om 8CuYKU YeHoge Ha Creuuau3upaHama KoMucus)

Komucus no un. 78, 1. 2 3aBepka Ha NPoToKona
ot 330 B LIY Ha H30K B P30K

N

1. OBLLW MONOXEHUA

1. 30 nopaea noaroTeeHuUTe AOKyMeHTH B P30K, Ha TepUTOPMSATA Ha KOSITO € Hanpasuno n36op Ha OMJ1. flokymeHTute
BKNIOYBaT:

1.1 3asBnenue o JupekTopa Ha P30OK — ot poauTten/ HaCTONHUK

1.2 MonbnHeHo W noanucaHo npunoxenue 1. Monbnea ce No CbOTBETHATA TO4KA U CE npunara oTpaseHata B LUMppPOB
MHAEKC MeAVLMHCKA JOKYMEHTaLMA, YAOCTOBEPsIBALLIA BCEKM €AUH OT kpuTepumTe.

1.3 MbnHUAT Habop uscneaBaHus (hUaNKaNHU, UHCTPYMEHTAnNHN 1 naGopaTopHK), OTpa3eH B NPUNOXeHUe 2.

1.4 “MpoTokon 3a NpeanucBaHe Ha nekapcTea, 3annalaxu or H3O0K/P30K" — 06p. M3-H3OK. MNpunara ce opuruHan Ha
npoTokona, a Mpu kaHAWAATCTBaHe 3a MPOAbMXaBaHe Ha Tepanusta ce NpeacTass opuriHan Ha npeaxoaHus NpoTokon ¢
0Tpa3eHu BCUYKW HA3HAY€eHWsi N0 Hero.

1.5 [eknapauus 3a uHcopmupaHo ckrracue no obpaseL (npunoxenue 3) — ot poauten/ HaCTOMHMK
2. P30K npuema AOKYMEHTUTE Mo T. 1 crep cnpaska OTHOCHO 3APaBHOOCUIypUTENHIA craTyc Ha 301
3. MbpPBUAT M BCEkM CrieaBaly NPOTOKON Ce U3faBaT 3a NepuoA Ao 180 AHu.

W3UCKBAHWS HA H30K MPW NIEYEHWUE HA XPOHWYHW BUPYCHU XEMATUTY (B, B+D, C) NMPW BOJHX NOJ 18 FOAULIHA
Bb3PACT B U3BbHBEONIHUYHATA MOMOLL, - & cuna ot 1 anpun 2015 roauHa
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TIUCT 3A ONPERENAHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA NEYEHUE HA XPOHUYHHU BWPYCHU
XEMATWUTY C, B, B+D MPU BOJTHW MOA 18 FOAULIHA BB3PACT

[Awe: [ern] [ [ [ [ [ [ T [T

3abenexka: MeduyuHckama OoKymeHmayusi, ydocmosepseala eceku om Kpumepuume € rocoYeHa ¢ yugpa e UHOEKC U 3a0b/KUMeNHo
npudpyxagea HacmosILLOMO NPUIOKeHUe.

A. Kputepum 3a 3anoy4BaHe Ha Mb-pBU KypC (3aABIMKUATENHO € HANM4MeTo Ha BCUYKN KpUTEpUH)

1 | Bn3pacT: Ao 18 roauiika Bb3pact

BuoXuMuuHa akTMBHOCT: noeuweH ALAT>15-2 nbTu Haj ropHata pedepeHTHa rpaHuya npu noHe Ase
onpeaensiHus B pamkuTe Ha 3-6 meceua !

3 | MonoxuTenHu ceponornyHun Mapkepy 3a XpOHUYEH BUPYCEH XenaTut 2

OnpepensiHe Ha BUpyCHaTa pennmnkauus:
4 = HCV upes konuuectBeH PCR
= HBV u HDV undbekums ypes konuyectseH PCR &
* XUCTOMOrMYHa aKTMBHOCT: 6enesn Ha YepHOAPODHO Bb3nanexHue u hubpo3a, OLiEHEHa ONMCATENHO U/MNK Ypes
5 | ungekem (Knodell/ Ischak; METAVIR) 8

Tunca Ha U3KMYBawWwyM KpuTepum no T. B (Mpy aHaMHECTU4HU AaHHU MO T. 2 ot B e HeobxoauMo Aa ce npeacTasu
eKCMEepPTHO cTaHOoBULLE OT nexkyBawus ncuxvaTsp cneuvanuct no rie4yeHme Ha 3aBMOMMOOTM)

T Ha opuruHanHa BnaHka oT naﬁopaTopwﬂ wnu 3aBepeHo U NoanucaHo Konue, npu Hanu4ve Ha XocnuTanusauus ce npunara envkpusa c
Homep W3. /luncama Ha dpyau npuduHu 3a yepHoOpobHO 3aborisieaHe ce nomebpxoasa C uscriedeaHusima no mabnuya 3a npocnedseaHe 6

rpuoXeHue 2
opuruHaneH dJIIlLLI WY NOANMCAHO 1 3aBEPEHO Konue, npu HeoBX0AMMOCT Ce U3BBLpLUBA reHoTunusnpaHe Ha HCV MHdJeKLlMﬂTa

? opuruHanHa BnaHKa OT XMCTOSOMM4HO U3CneABaHe unn 3asepeHo n noanucaHo konue

4 yAoCTOBEpsiBa ce C MOAMWC Ha cneuunanucra B npunoxexHue 1A Ha HacTosLUUTE U3UCKBaHMUA U Ce npunarat HeOGXOAVIMVITE wnacnejBaHus,

KOWTO A0KA3BaT NUNCATa Ha M3KIIoYBALLYM KPUTEPMM NO NOATOYKUA 6,7,8,9,100TT. B
* 3abenexka: Mpu Hanuuve Ha npuapyxasawm 3abonssaHus, KOWTO Ca KOHTpauHaukauma 3a uyepHozgpobHa Buoncusi ce
W3BLPLIBA OLIEHKA PUCK/ Mon3a, OTHECEHW KbM MPOrHO3aTa Ha CLOTBETHOTO MPUAPYXaBalo sabonsieaHe. Tasu oueHka
33 LIDKUTENTHO CE BMUCBA B €KCNEPTHOTO CTaHOBULLE.

B. KpuTepuu 3a NpoagbmkasaHe Ha TepanusATa (3aAbIKUTENIHO @ Hanu4MeTo 1 Ha Asara KpuTepus)
B 3aBUCUMOCT OT peayNiTaTa OT NEYEHNETO 1 CEPOTNOTMYHUTE 1 BUPYCONOMMYHN U3CNEABAHNA Ce B3eMa peluenve
1 | 3a crupaHe Ha TepanusTa UK 3a MPOAbIIKaBaHe Ha reYeHVeTo 3a olle 24 ceamuum - HCV RNA, HBV DNA,
HBeAg/anti-HBe'

2 | Nunca Ha cTpanmunm edbexTu M M3KMIOYBaLLM KpUTEpUM Mo T. B 2

T opuruHaneH cuLl Uv NOANMCAHO U 3aBepeHo Konue (HBV HK ce uacnejsa 4pe3 KonuiecTseH PCR)
2y/0CTOBEPSABA Ce C ETaNHa eNVKPU3a, NOANMCaAHA OT CNELMANNCTUTE, Ha3HAUMIM NIEYeHNETo

B. U3KITIOYBALLU KPUTEPUU

1. MeuxvyHmn 3abonsBaxns

2. BonHu, 3noynoTpebsBaLLyM CUCTEMHO C arnkoxorl, HapkoManu, NpoAkIXasalln yrnotpebara Ha HapKOTULIW, KaKTo 1
TakuBa 6e3 YNCT OT UHTOKCUKaLUSA NepUoa, He no-marnbk ot 12 Meceua. BonHu Ha MeTagoHoBa Tepanus.
. [lexomneHcmpaHa Lmupo3aa 1 TexKu Npuapyxasalin 3a60nsiBaHNA Ha CbpPAEYHO-CbAOBATA U AuxaTenHara cucrema
. ABTOMMYHEH xenaTtut
5. CucteMHu 3abonsBaHnsa Ha CbeAuHUTENHaTa ThKaH
6. HEeKoHTpOnMpaH Xxvnep- u XunoTypeouanssm
7. AKTUBHM XPOHU4HY BaKTepnantm nHdekLnm
8
9

FNER)

. HeyTponeHus (abconioTeH 6poit HeyTpodpunm < 500 mm3 1 TpomBouuTonenus (< 50 000)
. HekoHTponupaH 3axapeH avabet
10. XBH 6e3 ananusa
11. CbnbretBawa HIV npu 6pont CD4 < 200
12. BpEMeHHOCT U KbpMeHe
13. CUCTEMHO HecnasBaHe Ha feyeGHaTa cxema OT CTpaHa Ha BonHus, C NpekbCBaHe noseye ot 3 meceua

OTroBaps Ha KpUTEpUuUTE 3a fievYeHune ¢ B AHEBHA 032  .................

MOANUC HA CMELMANUCTA . ...

" ,.1 V3UCKBAHUS HA H3OK MPU IEYEHWE HA XPOHWYHW BUPYCHU XEMNATUTW (B, B+D, C) NPV BOJIHN MOA 18 FOAULLHA
b BBb3PACT B U3BbHBONHUYHATA NMOMOLLL - 8 cuna ot 1 anpun 2015 roguHa
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TINCT 3A ONPERENSAHE HA KPUTEPUUTE NPU MPOBEXOAHE HA NIEYEHUE HA XPOHWYEH BUPYCEH B XENATUT C
HYKNEOTWUOHW HYKNEO3NAHW AHATIO3U HA BOMNHWU HAJL 18 FOOULLHA BB3PACT

Ave: lern] [ [ [ [ [ T T T T

3a6enexka: meduyuHckama GoKyMeHmauyusi, yoocmoeepsisawa SCeku om Kpumepuume € ocoyeHa ¢ yuchpa € uHOEKC U 3a0BIDKUMESTHO
npudpyxaea HacmMosU0Mo NpunoXeHue.
H30K He 3annalya nevyeHne ¢ kKOMGMHUpaHa Tepanus HyKneoTuaHW/ HYKNeo3naHN aHanosu u UHTEpPdEepOH.

A. Kputepuu 3a 3ano4saHe Ha NbpBU Kypc (3a@bIKUTENEHO € HANUuYUeTo Ha BCUKN KpUTEPUM)
BroxumMndHa akTMBHOCT: noeuweH ALAT > 2 mbTn Haa ropHata pedbepeHTHa rpaHuLa npu noHe ase onpeaensHns j
1 | B pavkute Ha 6 Meceua. [lpu XMCTOMOTMYHA AKTUBHOCT 2 F2 nauveHTuTe NOAMEXaT Ha feYeHne Hesasucumo ot
HuBOTO Ha ALAT '

BupycHa pennukauus:

= HBV DNA > 10 000 copies/ml (> 2 000 IU/ml), He3aBnucumo HBeAg/anti HBe cratyca (cbrnacHo KoHceHcyc
2 Ha BAFEMEAE o1 2009 1)
Mpu XxucTonorMyeH CTaguii Ha yYepHoapoGHaTa ubGposa F3 n F4 nedeHune ce nposexaa U mpu no-Hucku ot
nocoyenuTe no-rope Husa Ha HBV DNA.

* XVCTONOINYHA aKTUBHOCT: Geneant Ha 4epHoApobHO BbananeHne v (ubposa, OLEHeHa OnUCaTernHo unu ypes

3 nnaeken (Knodell/ Ischak; METAVIR) S

TINNCa Ha U3KIIOYBALLY KPUTEPUM MO T. B (TIpV @HAMHECTUYHYM AaHHM N0 T. 2 0T B e HeobxoAMMOo Aa ce MpeAcTasn

4
€KCNepTHO CTaHOBULE OT neKyBawua ncuxuarbsp, cneunanuct no rie4yeHme Ha 3aBVICMMOcTVI)

' Ha OpUruHanHa Gnakka oT naGopaTopys (3aBEPEHO U MOANUCAHO KOMWUe); MPU HAnkumMe Ha XxocnuTanusauns ce npunara envkpusa c Homep U3

2 opurvHaneH Uil UM NOANUCAHO W 3aBepeHo konne (HBV DNA ce uscneasa C KONMYECTBEH real time PCR ). Ha neuetue ¢ HykneotnaHu/
HyKNEO3UAHM aHano3u MOANEXaT 1 GONHM Ha MMYHOCYNPECVBHA TEPANKsA NPEAV U CNEA OpraHHa TpaHCMaHTaUNA He3aBncuMo oT HuBaTa Ha HBV
DNA. B Tean criyuan KbM MEAUUMHCKATa AOKyMEHTauws ce MpeAcTass enukpusa C Homep N3 oT ocbliecTBEHa OpraHHa TpaHCnnaHTauus,
amGynaTopeH JUCT OT NPErNeA NPy CIeLManycT 3a NPOBEXaHa MMYHOCYNPECUBHa Tepania

3 OpUriHanHa GnaHka oT XMCTONOMMYHO U3CNIEABAHE UMW 3aBEPEHO ! MOANIMCAHO KonWe — akTyanHocTra 4 roavHY Npean KaHANAATCTBAHETO

* yaocTosepsiBa Ce C NOANUC Ha CNELManCTa B MPUNOXEHME 1 Ha HACTOALIMTE MIUCKBAHNS U ce npunarat HeoGXOAUMUTE U3CNEABAHNS, KOUTO
[,0Ka3BaT nMncarta Ha U3KiYBaLy KpUTEPUN No NOATOHKM 4557 B

* [pu HanuuMe Ha MPUAPYXaBaly 3aB0NsBaHUSA, KOUTO €A KOHTPauHAUKaUUA 3a yepHoapoGHa Broncus ce M3BBPLLIBA OLeHKa puck/ nonsa,
OTHECEHU KM MPOTHO3aTa Ha CLOTBETHOTO NPUAPYXaBalio 3abonsisare. Taau OUEHKA 33ABMKATENHO Ce BrucEa B €KCNEPTHOTO CTaHOBULLE.
TexHU4eckn HeycrielleH ONUT Aa € AOKYMEHTUPaH C XUCTONOTMueH PesynTaT, nokassall HepocTarsyHo KOMMYECTBO YepHOApobHa ThKaH 3a
ajeKBaTHa XUCTONOMMYHA NpeLeHka.

B. KpuTepum 3a npoabxaBaHe Ha TepanuaTa (3aAbIiXKUTeNIeHo € HanW4YMeTo 1 Ha ABaTa KpuTepusi)

1 | Hanuune Ha paHeH OTroBop Ha TPETUsi Mecel, C HamaneHue Ha HBV DNA > 1 log 10 B cpaBHeHue € N3X0JHOTO HUBO !

MocrengaLLo U3MepBaHe 1 3aabMKUTENHO npocneassate Ha HBV DNA npes uxTepsan ot 3 meceua™

3 | Nunca Ha cTPaHMYHM edheKTH U U3KITIOYBALLIM KpUTepuK no T. B 2

1 opurmHaneH cuLL UK NOANMCAHO U 3aBEPEHO Konue (HBV DNA ce nacneaga ¢ konuuectser PCR)

2 yiocToBEpABA Ce C MOANUC HA CTIeUanicTa B NpUNoXeHue 1 Ha HaCToSLUNTE U3MCKBaHUA

* TIPOAB/IKUTENHOCTTA Ha NEYEHUETO CE ONPeAEns OT BUPYCONOTNYHUS OTFOBOP W TEXECTTa Ha yepHoapoBHaTa Gonect, cnej oaobperve ot

eKcnepTHa KOMUCHS.

** [pu HanWumMe Ha BUPYCONOTUYEH MPOBUB Ce Hanara M3BLPLIBAHE HA U3CNEABaHe 3a MyTauum v AokaseaHe Ha eaucTeHTHocT. Mpy Aokassate
P

M Ce NpemMuHaBa Ha Tepanus ¢ Apyr NekapCTBEH MPOAYKT, CbracHo NpueTns KonceHcyc Ha BAr 2013 1.

B. U3KITOYBALLU KPUTEPUU

1. BOnHM, 3noynoTpeGsiBaLyt CUCTEMHO C arnkoXor, HapkoMaku, NpoAabIXasaln ynoTtpebata Ha HapKOTULM, KaKTo
1\ TakvBa 6e3 YNCT OT MHTOKCUKALWMA NEPUOA, He Mo-MarnbK OT 6 mecela

2. Kowdektupany naumenTi ¢ xenatut C supyc [HCV] unn xenatit D Bupyc [HDV])

3. Jlunca Ha paHeH OTFOBOp B kpas Ha TPeTUsi Mecel|, T.e nunca Ha Hamansisaxe Ha HBV DNA ¢ > 1 log 10 B
CpaBHeHune ¢ WN3XOAHOTO HUBO.

4. CncTeMHO HecnassaHe Ha nedebHaTa cxema Mo BUHa Ha BomHus, C pekbeBake noede oT 3 Meceua

5. BkriouBaHe Ha 6OMHNS B KIMHUYHO Npoy4YBaHe™

KOMMCHSITA,- KOSITO € Ha3Hauuna rieveHneTo u Habnopasa 30/, e AnLXHA He3abaBHO [1a yBeAOMM KoMuUcHsTa 33 eKCnepTu3n no un. 78
7.2 ot 330 8B LIY Ha H3OK. Teau 6onHu ce 3anucBaT B OTAEMNEeH perucTsp U He ry6sT NPaBoTO CU 3a NPOAbINKABaHe Ha NeveHneTo cnea
NPUKNIOYBaHe Ha KIMHUYHOTO NpoyYBaHe.

OTTOBapil Ha KpuTepuuTe 3a nevyeHue ¢ B AHEBHa Ao3a

MOAMNMUC HA CMELMANIMCTAL ..o

VU3UCKBAHWS HA H3OK MPWY NEYEHWE HA XPOHWUYHWN BUPYCHW XEMNATUTHA (B, B+D, C) MPW BOMNHW NOf 18 FOAULLHA
BBb3PACT B U3BBbHBOJIHUYHATA MOMOLL - & cuna ot 1 anpun 2015 roauka

g
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TIUCT 3A OMPEAENSAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA KOMBWHUPAHO NEYEHUE HA XPOHWUYEH
BUPYCEH XEMATMT C MPY BONHW NOA 18 FOOULLHA BB3PACT

[Wwe: len] [ [ [ [ [ [ [ [ [ |

3abenexka: MedULUHCKama OOkyMeHmayus, ydocmosepsaeauia eceku om kpumepuume € focoyeHa ¢ uuppa 6 UHOEKC U 3adbibKUMesiHo
npudpy*aea HacMOosULOMO NPUIOKeHUe.

A. KpuTepuu 3a 3anoyBaHe Ha MbpBY KYpe (3aAbIKUTENHO € HanM4MeTO Ha BCUYKN KpUTepuu)
BuoxuMnaHa akTMBHOCT: noBuweH ALAT 1,2 Haj ropHaTa pedepeHTHa rpaHuLa npu noHe eaHo nacnefsaHe npu
1 | exemeceuHo mpocrieasiBaHe B pamkuTe Ha 6 meceua unn ¢nbposa B CTeneH noHe F2 npu HopmanHa BUoXuMUYHa
aKTUBHOCT
BupycHa pennukaums: >

= Anti HCV antutena

2 =  HCV PHK HuBO
=  [eHotunuaupare Ha HCV

* XMCTOMOMMYHA aKTUBHOCT: 6enesan Ha YepHoapobHO Bb3naneHue u hubpo3a, oueHeHa onucaTtenHo n/unu ypes
3 unaeken (Knodell/ Ischak; METAVIR) 3

TIunca Ha M3KMIoYBaLM KpUTEpUU no T. B (Mpy aHamMHECTUUHN AaHHW MO NOATONKA 2 ot 1. B e Heobxoaumo Aa ce
Npe/cTaBM eKCNepTHO CTAHOBMLLE OT NeKYBalusl NCMXMaThbp Cneuvanuer no rleyeHue Ha 3aBMCUMOCTH)

Ha OpUHANHG BGRaHKa OT TaBOPaTOpYA (33BEPEHO Y MOANMCAHO KONUE), MDU HaMiWe Ha XOCMUTAnU3aLs ce npunara envkpusa ¢ Homep U3

OpuriHaneH UL Un NOANUCAHO ¥ 3aBEPEHO Konue (HCV PHK ce uscnepsa C konu4yecTseH PCR)

OpHrUHANHA BNAHKA OT XMCTONOTMUHO MSCNIEABAHE — KTYANHOCTTA € 40 3 TOANHM NPEAY KAHAVAATCTBHETO

YAOCTOBEPSBA CE C MOAMUAC Ha CMEUManvcTa B NpUnoxerie 16 Ha HaCTOALIUTE UIUCKBAHVS U Ce mpunarat HeoBXOAMMMTE N3CNeABaHus, KOUTO AOKa3BaT
IUNcaTa Ha U3KIoYBaLLM KPUTEPUM NO NOATOYKM 6, 7, 8,9,10,11,12071.B

3abenexka: * [pu Hanuuue Ha NpuapyXasawy 3abonssaHus, KoMTo ca KOHTPaMHANKaLMS 32 YePHOAPOBHa GUONCHS Ce U3BLPLUBA OLEHKa pu1CK/ NON3a, OTHECEHN KbM

[IPOrHO3aTa Ha CBOTBETHOTO NPUAPYXaBaLO 3a60nsBaHe. Tasu OLHKA 33ALMKATENHO Ce BNUCEA B SKCMIEPTHOTO CTaHoBMLe.

T
2
3
4

B. KpuTepuu 3a NpoaLIKaBaHe Ha TepanusTa (3aAbIKUTENIHO @ Hann4MeTo 1 Ha ABara KpuTepus)

Hanuuue Ha HamaneHue Ha HCV PHK > 2 log 10 1U/ml B kpas Ha 3 MecCel| OT Ha4arnoTo Ha NeyeHneTo B cpaBHeHune ¢
V3XOAHOTO HUBO (PaHEH BUPYCONOrMYEH OTrOBOP)

2 | Nunca Ha cTpaHU4YHY eheKTH M U3KMNIOYBALLYM KPUTEPUM MO T. B?

; OpUrMHaneH cuLl unu NOANUCaHO 1 3aBepeHo Konve (HCV PHK ce uacrniegsa C konuiecTeeH PCR)

YAOCTOBEPSiEa Ce C NMOANKC Ha CeLUanvicTa B Npunoxenie 16 Ha HaCTOALUUTE 3UCKBAHUS U Ce npunarat Heo6X0AMMUTE U3CNeABaHus, KOUTO AoKa3BaT
AMNCaTa Ha U3KIIOYBALLM KPUTEPUM MO NOATOYKM 6, 7, 8,9,10,1o7T.B

3aGenexka:

+ Cnan Ha HUBOTO Haa 2 10g 10 B CPABHEHNE C M3XOAHOTO HUBO HE C2 UINCKBA NPV GONHM C reHoTUN 4, 5 1 6, KOWTO NoNyuaBsaT Lena 12 — MeceueH kypC Ha neveHue.

= Mpw Hanuuue Ha paHeH BUPYCONOTUYEH OTFOBOP NEUYSHNETO NPOABIKABA 6 meceua npu reHoTvn 2 1 3 1 12 meceua npu resotun 1,4, 51 6.

= [pu GonHu ¢ Hanuuve Ha HCV uHpeKkuns C mosede OT EAWH reHoTun, GonHuTe Ce nekyBaT Mo Cxemata CbOTBETHA Ha reHotuna ¢ Haii-HebnaronpusTeH

TepaneBTU4EH OTFOBOP.

B. U3KITIOYBALLU KPUTEPUM

TcuXU4HY 1 HEBPONOTMYHN 3abonsBaHNSA

BOnHY, 3n0ynoTpeBsBaLLM CUCTEMHO C anKoxoJl, HapkoMaHy, NPoALKaBaLLNA ynoTpeBara Ha HapKoTULM, KaKkTo 1 Takuea 6es umcT

OT MHTOKCUKALWS NEPUOA, HE no-mManbk ot 12 meceua

[lekoMneHcUpara YepHOAPOBHa Lpo3a Wi TeXKi NpUApYxasalum sabonABaHus Ha CbpASHHO-CLACBATa 1 AvxaTenHara cucrema

ABTOUMYHEH XenaTut

CuctemHm 3a60nsiBaHNA Ha CheANHUTENHATA ThKaH

HeKkoHTpOMnMpaH Xunep- 1 XunoTUpeouan3sm

AKTUBHN XPOHNYHY 6aKTEPUANHI MHEKLMNA

HeyTponerus (aGconioTeH 6poil HeyTpodunu < 500 mm3 n TpomGouuToneHus (< 50 000)

XemornobuHonatuv (Hanp. Tanacemusi, CbpNoBUAHOKNETLYHA aHemus) — 3a npunoxeHue Ha Ribavirin *

10. HekoHTponupaH 3axapeH auabet

11. XBH 6es gnanusa

12. CwnwrcTsawa HIV npu 6poit CD4 < 200

13. BpemMeHHOCT 1 KbpMeHe.

14. MNunca Ha cnag Ha HCV PHK ¢ = 2 log 10 IU/mi B kpas Ha 3-51 Mecel OT Ha4anoTo Ha NEeYEeHNEeTo B CPaBHEHNE C U3XOAHOTO HUBO
(nuUnca Ha paHeH oTroBop).

15. CucremHo HecnaasaHe Ha neueBHaTa Cxema OT CTpaHa Ha GOMHUs, C Npekbeaane noseve ot 1 Mecell

16. BkniousaHe Ha 6OMHMS B KIMHUYHO NpoyyBaHe™ .

©CENOO AW N

* [pu HanWuue Ha Tanacemusi ce NPoOBeXAa neyeHue camo ¢ nHTepdepoH-anda npu Bucoka GMOXUMUYHA U BUpYCONIOTUYHA aKTMBHOCT.” KoMucusTa, KOATO
e Ha3HauMna neueHneTo u Habnioaasa 330J1, e AnNbXHa He3a6aBHO Aa yBeAOMU KomucusaTa 3a ekcnepTuan no un. 78, 1.2 o1 330 B LIY Ha H3O0K. Teau 6onum
e 3aNUCBaT B OTAENEH PErUCTLP U He FYGAT NPABOTO CU 33 NPOALINKABAHE HA NEYEHMETO CNIeA NPUKIIOUBAHE HA KIMHUYHOTO NpoyUBaHe.

OTroBaps Ha KpUTEpUUTE 3a neveHue ¢ B AHEeBHa fo3a

MOAMNMUC HA CMELMANMUCTAL....ooeiiiiiii s
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Bb3PACT C XPOHWYHU BUPYCHUW XEMATUTU B, B+D
1. NEKAPCTBEHM NPOLOYKTHU, BkntoueHu B MNpunoxernue 1 Ha NJC, kouto H30K 3annawa B CLOTEETCTBUE C

neﬁc‘rsau.lwre HOpMaTUBHU AOKYMEHTU.

MNPUNOXEHWE 2A

A NEYEHWE HA BOMHW MoA 18 FOAULUHA

INN

MKB

[O3A U CXEMU HA NNEYEHUE

INTERFERON ALFA-2A

B18.1, K74.0, K74.6

3 6p / cegmmuuHO

INTERFERON ALFA-2A

B18.0, K74.0, K74.6

6 6p. / ceaMUIHO

PEGINTERFERON ALFA-2A

B18.0, B18.1, K74.0, K74.6

1 6p / ceamuuHo

TENOFOVIR DISOPROXIL

B18.1, K74.0, K74.6

Mpw Terno > 35 kr. - 245 mg / AHEBHO

ENTECAVIR

B18.1, K74.0, K74.6

TMpu Terno > 32,6 kr. - 0.5 mg / AHEBHO

3abenexka: akTyanHOCTTa Ha M3xofHOTO u3crneasane Ha HBV DNA e 1o 6 MeceLa npeaun KaHaAMAaTCTBaHeTo.

2. MPOCNEQABAHE

Ilepuos Ha jeyenue *

Mpocneasisaxe **

W3cneasaHus

“6m [wsx. | 2c [1m [2m [3m [4m [5m [6m [7m [8m.[9m [12m*

+3M. | +6M

XEMATOMOIrn
YHKU

XeMornobuH

epuT.

JNIeBKOUNTH

TpOoMmB.

ANEN AN RN

ANRNENAN

ANENENEN

ANENANAN
ENENENAN
NN
ANENANAN

ANENENEN

ANRNENEN
NENANEN
ANENENEN
ENENANAN

BUOXUMUYHU

ASAT v

ALAT v

GGTP

AP

ANENEN BN

EVENRNEN
ANENENAN
SRR
SNENENAN

06wy 6enTbk

anbymuH

6unupybuH

KpeaTuHWH

KpbBHa 3axap

xonecrepon

ANENANEANENENANEN RN RN

TSH

ENENENEVENENENAVENENEN

ANBNANANENENENENRNENEN

BUPYCOJIOTU
YHU

HBeAg/ anti Hbe

b [N

HBV DNA

HBsAg/ anti HBs

anti-HIV

ANIRNENEN

3abenexka:

* [Py NPOABIKUTENHOCT Ha Tepanusita 12 Meceua Ha 9 U 12 Mecel| Ce NPOBEXAAT KOHTPONHY U3CNEABAHUA Ha KPBBHA kapTuHa U 6noxumus, a Ha
12-Tusi Mecel, Ce U3BBPLUBAT U BUPYCONOTUYHY N3CNEABAHNA.
++ Criefi LIECTUS MECEL, OT CMUPAHETO Ha NIEYEHNETo Npes 4-6 Meceua ce KOHTPONMPAT aMUHOTPAHC(IEPasuTe U NP NOKa3aHMA ce U3BbpLUBAT

BUPYCOMOrMYHK n3cneiBaHuna.

" 7' . U3UCKBAHWS HA H3OK MPU NEYEHWE HA XPOHWUYHW BUPYCHW XENATUTY (B, B+D, C) MNPW BOJTHM NOA 18 FOAULLHA

W
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|. NEYEBHO-OMATHOCTUYEH ANIFOPUTBM NPU NPOBEXOAHE HA NEYEHME HA BOMHW NoA 18 TOOMULIHA
BB3PACT C HCV

1. NEKAPCTBEHW NPOAOYKTW, Bknio4eHn B Mpunoxenne 1 wHa MIC, kouto H30K zannawa B CbOTBETCTBUE C
peﬁc‘rsamwre HOpMaTUBHU AOKYMEHTU.

INN MKB I03A U CXEMA HA NNIEYEHUE
B18.2 = [lo 3 ME NOAKOXHO €)XEeAHEBHO B NPOABIDKEHUE Ha 14 gHuW, crep KOeTo Tpu
INTERFERON ALFA-2A K74.0 nbTU ceamuyuHo no 3 ME NoAKoXHO B NpoAbIMKEHUE Ha 11 meceua (o6uio 12
K74.6 Meceua).
B18.2
RIBAVIRIN K74.0 o MMpubnusuTenHa AHeBHa Aosa - 15mg/kg
K74.6
B18.2
PEGINTERFERON ALFA- K74.0 = [o 1,5 mukporpamal/kg CeaMM4HO B KOMGMHUpaHa Tepanusa ¢ pvbasupuH
2B K74.6
B18.2 = [loaupaHe npv neaMaTpudHn NauneHT B KOMBMHMpaHa Tepanus ¢ pubaBupuH
PEGINTERFERON ALFA- K74.0 — ceaMmuuHa Ao03a (Ug) ce ompefensi cbobpasHo TenecHa noBbPXHOCT (BSA)
2A K74.6 (m2)

2. MPOCNEAABAHE:

Tlepuox Ha nevenne * MpocneasiBare
W3cneasaHus 6w [vax [2c. [im [2m [3m [4m [5m [6m [7m [8m [om [12m* [+3m. [+6m
XEMATOJIOrM4yHu
XeMornobuH v v v v v v v v v v v v
epuT. v v v v v v v v v v v v
NEBKOLIUTU v v v v v v v v v v v v
Tpom6. v % v v v v v v v v v v
BUOXUMUYHU
ASAT v v v v v v v v v v v v v
ALAT v v v % v v v v v v % v v
GGTP v v v v v v
AP v v v v v v
o6y 6enTbk v v
anbymuH v v
6uUnnpyouH v v
KpeaTuHWUH v v
KpbBHa 3axap v v
nuKoYHa KucenuHa v v
TSH v v
BWUPYCONOrMYHU
Anti HCV v
HCV RNA P A P P
(KONMNYECTBEHO)
HCV reHoTun ** v

3abenexka:

* Cbo6pa3Ho NpeaCTaBeHara no-rope CXema, B 3aBUCUMOCT OT pesynTata oT NPoBeAeHUA PCR ce B3ema peLUeHe 3a Cnupaxe Ha TepanusTa unu 3a
npoAbMXaBaHe Ha NeYeHNeTo 3a owe 24 ceamuum.

## [0 BL3MOXHOCT ce onpeaena HCV reHoTuna. MauneHTUTe C HEN3CNeABaH reHoTUn cneasa Aa 6bAaT TPETUPAHY KaTO MHGHEKTUPaHM C reHoTun 1.
s+ Crief LWECTUS MECEel| OT CMMPaHETO Ha neveHueTo npes 4-6 meceua ce KOHTponupar amuHoTpaHcdepasuTe 1 Npyu nokasaHus ce u3sbpLIBaT
BUPYCONOMAYHI U3CNEABAHWA.
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1. BB3PZCTOBaTa rpaHuua ce ns3ymcnsaesa B HaBbpLUEHU roavHu - T.e. BKMIOYUTENHO KbM Aararta Ha u3gaBaHe Ha ﬂpOTOKOna oT
cneuuvanuavpadara KOMUCUA.

2. an Ha3HayaBaHe Ha Tepanus no NpOoTOKOnN 3a4bIMKUTENHO ce c1>06passlaa1' Bb3pacToBute OrpaHuyeHuns, CbrriacHo kpaTkarta
XapakTepucTika Ha CbOTBETHWSA NEKapCTBEH NpoAyKT, yTBbpPAEHa No peaa Ha 3MNXM.

3. H30K He 3annalua NeyeHne U3BLH ykasaHaTa Bb3pacToBa rpaHmua B kpatkara XapaKkTepucTuka Ha npoAyKTa.

4. H30K He 3annalua fneveHne c A03u Haz MaKkCUMarHo paspeLeHnTe no kparka xapaKTepucTuka Ha npoaykTa.

5. B criyyai Ha HacTbnuna noaosvpaHa Hexenaxa nekapcTBEHa peakuws, nexkapsT yseaomsisa WA no pepa Ha un. 183 ot
3MMXM. Konve oT cboBLIEHUETO Ce npunara KbM MeAULIMHCKaTa AOKyMEHTALWA Ha 30J1 npy kaHAWAATCTBAHE 3a NeYeHune.

6. KOMUCUSATA, uzpana npotokona Ha 30J1, cbxpaHsiBa BTOpU ek3emnnsp Ha npoTokona M BCUuYKM Heobxoaumu
AOKYMEHTH 33 n3gaBaHeTo My.

Hacmosiuume u3uckeaHusi ca pa3pabomeHu Ha OCHo8aHue Yil. 56 om HayuoHaneH pamkoe 002080p 3a MeOULUHCKUME
detiHocmu 3a 2015 zoduHa (06H., [B, 6p. 6 om 23.01.2015 2.) u enusam & cuna om 1 anpun 2015 2., cbenacHo 4. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 e. 3a ycnosusima u peda 3a 3annawaHe Ha JiekapcmeHu npodykmu no un. 262, an. 6, m. 1.om
3akoHa 3a nekapcmeeHume MpodyKmu 8 XymakHHama MeouyuHa, Ha MeduuuHcKu u3denusi U OUeMUYHU XpaHu 3a crneyuantu
MmeduyuHcku yenu (06H., [B, 6p. 31 om 2007 2.).

E zk V3VCKBAHUSA HA H30K MPU NEYEHWUE HA XPOHWUYHW BUPYCHU XEMATUTH (B, B+D, C) MNPV BONHWX NOA 18 FOANULHA
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TEKMNAPALIMSA 3A UHOOPMUPAHO CBIMACKE C WN3UCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHUSA MPOAYKT

BapeTelE L b vnr st SRR - oo
cnej Kato Ce  3anosHax C usanata mu npenoc‘raBeHa MHQ)DpMaLWIﬂ n uenta Ha ne4vyeHueTo C nekapcTBeHus
NPOAYKTEREEE I E st W crea Kato nonyyvx uayepnaTenHu OoTroBopyu Ha

NOCTaBEHUTE OT MEH BBLMPOCK, AeKnapupam He:

1. Llle cnassam npenopbyaHaTa My CXeMa Ha Ne4YeHne 1 NePUOANYHOCT Ha KOHTpOrHUTE nperneau.

2. PepoBHO Lije Ce ABABaM Ha KOHTPOITHM NPErneau 1 HAMa ia NPOMEHsM CamMoBOIHO WnW NoA, ApYro BHyLIEeHue
HasHa4yeHaTta Mu Tepanus.

3. Tpu npeycTaHoBsiBaHe Ha NIEYEHNETO MO MPUYNHM, HENPOUSTUYALLM OT peluerneTo Ha Komucusta 3a
ekcnepTuan 8 P3OK n/unu Komucusita no un. 78, 7.2 o1 330, wWe yBeAoMs He3abaBHO NUYHMS CU1 nekap 1 P30K
v we BbpHa B P3OK nocnesHWsi MPOTOKON, MO KOWTO CbM nonyyasar/a nekapcTBeHuUst NPOAYKT.

4. Tlpu HecnassaHe Ha NOCOYEHNTE YCIOBUS IEYEHNETO MU C YNIOMEHATUS NEKApCTBEH NPOAYKT e 6bae
NpekpaTeHo 1 HaMa Aa uMam npeTeHumn kbm H3OK.

,. WN3VUCKBAHMSA HA H30K MPU NEYEHWE HA XPOHWUYHW BUPYCHW XEMATUTHA (B, B+D, C) NMPW BOJIHX NOA 18 FTOAULWHA
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