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MPU BOMHU HAQ 18 TOAUHU C XPOHUYEH BUPYCEH B XEMATUT C UHTEP®EPOH ANN®A UNU
HYKNEOTUAHW/ HYKNEO3UAHN AHANO3U

MpoToKON®LT Ce u3AaBa OT CMeuUanucTi - racTPOEHTEPONIo3n OT CheuuanusupaHa Komucus B nevebHM 3aBeneHusi 3a
6onHMYHa nomow, cknouunmu gorosop ¢ H30K. Cneuunanuampanute KOMMCUM ce Cb3/aBaT CbC 3arnoBe/ Ha AvpekTopa Ha
nevyebHOTO 3aBeseHve B cneguuTe J13: MacTpoeHTeponornyHa KNuMHUKa B YHueepcutetckute 6onuuum B rp. Cocbus, Mnoeaws,
Bapha, Mnesex, Ctapa 3aropa, BMA — rp. Cocms, MU — MBP — rp. Cocus, MBAN “Tokyaa Bonhuua Codmst”, Y6 ,Jlosered”,
MBAN ,Codusimen” — rp. Cocpus.

I. PEQ 3A 3ABEPABAHE HA NPOTOKONUTE

MpoTokonu 3a 3ano4YBaHe Ha TepanuaTa

= [loNbNHEHO W NOAMUCAHO Konue OT npuroxenue 1 — nUCT 3a onpegensHe Ha
Kputepuute (no T.A) C BCUYKN Heobxoaummn uscneasaHus
= ETanHa enukpu3a, BKIIOYBaLLA BCUYKM U3CNeABaHuA 3a npeaxoxaawmre 6 meceua

no Tabnuuarta 3a npocneasiBaHe Ha NpUNoXxeHue nj
CMNELMANM3VNPAHA p: L P! Jit pun 2 (npunazam ce u Ha opuauHanHa
KOMUCUSA J1aHKa unu 3aeepeHo KOFIUE)

= EKCNepTHO CTaHOBUIWE C ACHA MeAUUMHCKA MOTMBaUWA (3aAbikuTenHo ce

otbensssa nunca Ha W3knioysalun Kputepun (nodnucaHo Om 8CUYKU 4JieHoee Ha
crneyuanuaupaHama KOMUcUsi)

= ‘lpoTokon 3a npeanucsaHe Ha nekapcrsa, 3annawann ot H3OK/P3OK" — obp.
M3-H30K (nodnucan om 8cuyku YneHose Ha crieyuanusupaqama Komucus)

MpoTokonu 3a NpoAbLKaBaHe Ha TepanuaTa

= [MOMbAHEHO W MOANWUCAHO KOMMe OT npuroxeHue 1 — nUCT 3a onpeaensHe Ha
kputepuute (no T.6)

= ETtanHa enukpusa, BKro4Baua BCUYKM n3cneasaHus no TaﬁnnuaTa 3a
CMNEUWATTU3UPAHA npocneasiBaHe Ha NpUNOXeHWe 2  (Mpunazam ce U Ha OpusuHasHa b6naHka unu
KOMUCUA 3aeepeHo Korue), ambynaTopeH nMCT oT NOCNeAHUs Nperneza npyu cneuvanyuet

. EKOI‘IepYHO CTaHOBMWE C fCHA MeAuUUHCKa MOoTuBauus (aaubnx(menno ce
oTtbenasBa nunca Ha U3KNK4YBaWmn Kputepun {nodnucaHo om 8CUYKU 4neHose Ha
creyuanu3auparama KoMUcus)

= “[poTokoN 3a npeanuceaHe Ha nekapcTsa, sannaiwadn ot H3OK/P3OK" — o6p.
M3-H30K (nodnucaH om 6CuyKu Yi1eHo8e Ha crieuuanu3upasama KOMUcUs)

1Il. OBLLW NONOXEHUA
1. 330/ nopasa noaroTeeHuTe AokymeHTn B P30K, Ha TepuTOpmsiTa Ha KOATO @ Hanpasuio u36op Ha OMJ1. [lokymeHTUTe
BKIOYBAT:

1.1 3asBnexue Ao [upektopa Ha P30OK.

1.2 MonbHEHo U noanucaHo npunoxexue 1. Monbnea ce No CbOTBETHATa TOWKa M Ce npunara oTpaseHara B uvdpos
MHAEKC MeaNLMHCKa A0KYMEHTaUMs, YA0CTOBEpsBaLLa BCEKN eANH OT KputepuuTe.

1.3 MbAHUAT Habop n3cneaBaHUs ((hN3MKANHN, MHCTPYMEHTaNHN 1 NabopaTopHK), OTPaseH B Npunoxexue 2.

1.4 “MpoTokon 3a NpeAnucBaHe Ha riekapcTea, 3annawaxu ot H3O0K/P30K" — 06p. M3-H3OK. MNpunara ce opuruHan Ha
npoTokona, a Mpu KaHAWAATCTBaHe 3a NPOAbIXAaBaHe Ha Tepanusita ce NPeACTaBs OpUTUHAN Ha MPEeAXOAHWA npotokon ¢
OTpa3eHu BCUYKN Ha3HAYEHNs MO Hero.

1.5 [leknapauus 3a MHPOPMUpPaHO Chbrnacue no obpasel (Npunoxexue 3).

2. P30K npuema aokymeHTuTe Mo T. 1 cnepa cnpaska OTHOCHO 3APaBHOOCUTYPUTENHUSA CTAaTyC Ha 3301.

2 U3UCKBAHMS HA H30K MNPV NIEYEHWE HA BONHW HAJ 18 FOANHN C XPOHWYEH BUPYCEH B XEMATUT C NHTEP®EPOH
AJIOA NNV HYKNEOTUAHW HYKNEO3WAHW AHANO3W B M3BBbHBONIHUYHATA NOMOLL
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JIUCT 3A ONPELENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA BOJTHU C XPOHUYEH BUPYCEH B
XEMATUT C UHTEP®EPOH AN®A

[Awe: [eri] [ T 1 [ I [ [ [ |

3abenexka: MeduyuHckama OOKyMeHmayus, ydocmoeepsieala 6ceku Om Kpumepuume e rocoyeHa ¢ yugpa 6 uHOeKc U 3a0binKumesnHo
npudpyxasa HaCMOSULOMO MPUIIOKEHUE.

A. Kputepuu 3a 3anousaHe Ha MbPBU KypC (3aAL/MKUTENTHO € Hann4MeTo Ha BCUYKU KpuTepum)

BMOXMMUYHA aKTMBHOCT: noBuweH ALAT > 2 nbTW Haj ropHaTta pedepeHTHa rpaHuua npu noHe [se
onpefensiHus B pamkute Ha 6 meceua !

BupycHa pennukauus Ype3 konuyectseH PCR:

= HBV DNA Hag 10000 copies/ml ( > 2000 IU/ml), He3aBucumo ot HBeAg/antiHBe ctaTyca (cbrnacHo
2 KoHceHcyc Ha BAMEMEAE ot 2010 r)
Mpu xucmonozuyeH cmadull Ha YepHoOpobHama ¢ubposa F3 u F4 neveHue ce nposexda u Npu Mo-HUCKU OM MOcoYeHume ro-
2ope Huea Ha HBV DNA.

3 XUCTOMOrMYHa aKTMBHOCT: Oeneau Ha 4YepHoApoBHO BbananeHune u ubposa, oueHeHa onucaTtenHo n ypes
uHaekeu (Knodell/ Ischak; METAVIR) - xuctonoruiHa aktusHocT > A2 n coubposa > F2°

Tlunca Ha M3KNIOYBalWM KpUTEpuu no T. B (NpW aHaMHECTUYHW AaHHM no T. 2 oT B e Heobxoaumo ,qa ce
npeacTaBy eKCNepTHO CTaHoBULLE OT neKyBawusa NCMXuaTbp, CNeunanucT no nevyeHume Ha JaBMCMMOCTM)

' Ha opuruHanHa 6naHka oT nabopaTopus (3aBEpPEHO M MOAMMCAHO KOMWE); MPU Hanuume Ha XocnuTanu3auus ce npunara enukpusa ¢
Homep U3

2 opuruHaneH u unu noanucaHo i 3asepeHo konve (HBV [IHK ce uscneasa konuuectseH real time PCR)

3 opuruHanHa 6naHka oT XMCTONOTMYHO U3CreABaHE NN 3aBEPEHO U NOANMCAHO Konue — akTyanHocTTa e 3 ro4. Npean kaHanaaTCTBaHeTo

* yaocToBepsiBa Ce C NOANMC Ha CNeunanicTa B NpunoXxeHue 1 Ha HacTOALUTE IMCKBAHUA U Ce npunarat HeOGXOAUMUTE N3CNEeABAHWS,

KOWTO AOKA3BAT NUNcaTa Ha U3KMIYBALLW KpUTEPUKM NO noaTouku 6, 7, 8,9, 10, 11, 12oTT. B

* 3a6enexka: Mpu Hanuune Ha NpUApPyXasally 3a6onsBaHNA, KOUTO Ca KOHTPaWHAMKALMS 38 YepHOAPODHa Buoncus ce U3BbLPLUBA OLEHKa
PUCK/ NON3a, OTHECEHU KbM MPOrHO3aTa Ha CbOTBETHOTO NPMAPYXaBalo 3abonssaqe. Tasn OLEHKA 3aABIDKUTENHO Ce BNUCBA B EKCNEPTHOTO
craHoBULLE. TeXH. HEyCNeLLeH ONUT Aa @ A0KYMEHTUPaH C XUCTONOrMYeH pe3ynTar, nokassall HeAOCTaTbYHO KONUYECTBO YepHOAPOBHa ThkaH 3a
ajekBaTHa XMCTONOrNyHa npeueHka.

5. KpuTepuu 3a NnpoAbixaBaHe Ha TepanusiTa (3aAbIKUTENHO e HaNMYMEeTOo W Ha ABaTa KpUTepus)

1 Hanuune Ha paHeH OTroBop Ha TpeTusi Mecel| ¢ Hamarnenue Ha HBV DNA > 1 log 10 B cpaBHeHue C U3X04HOTO
HUBO
2 INunca Ha cTpaHUYHU epeKTH N M3KMIoYBaLM KpuTepun no 1. B 4

' opuruHaneH ¢ unu noanucaHo u 3aBepeHo konue (HBV [AHK ce nscneasa Ypes konuiecTseH PCR)
2 yaocToBepsBa ce C eTanHa enukpuaa, NoANMCaHa OT CNeumaniucTuTe, HasHauunm NeveHneTo
3ab6enexka: [py HanM4Me Ha paHeH BUPYCONOTMYEH OTIOBOP NEYEHNETO C MHTepdepoH anda npoabkasa 48 ceamuun.

B. U3KIMKOYBALLU KPUTEPUU

1. TMcwxunynn 3abonssanmns.

2. BOonHW, 3NoynoTpeBsBaLLM CUCTEMHO C arnkoxosl, HapkoMaHW, NPoAbIKaBaly ynoTpebata Ha HapKoTULM, KaKTo
1 TakuBa 6e3 YMCT OT UHTOKCUKALMS Nepuog, He no-manbk oT 12 mec. BonHu Ha MeTagoHOBa Tepanusi.

3. [lekomneHcupana YepHoapobHa umposa.

4. Texku npuapyxasaluym 3abonsiBaHUs Ha CbpAEYHO-CbAOBATA U AUxaTenHara cucrema.

5. ABTOMMYHEH XenaTur.

6. Ko-uHdbekums ¢ HCV — obukHoBeHo ce mpoBexaa neuvexne Ha HCV uHekumsita, CbrnacHo CbOTBETHUTE
KpUTEPUM.

7. CucTemny 3a60sIsSiBaHUS HA CbeIMHUTENHATA ThKaH.

8. HekoHTponupaH xunep- u xunotupeonansbm (TSH).

9. AKTMBHW XpoHW4HU GakTepuantn uHdekumm (MKK ¢ AKK).

10. HeyTtponehus (< 750) n TpomBoumTonexus (< 50 000) (MKK ¢ AKK).

11. HekoHTponupaH 3axapeH auaber.

12. XBH 6e3 ananuaa (06w 6entbk, anbymMmuH, KpeaTuHuH).

13. Cwbnbrersawa HIV npu 6pont CD4 < 200 (anti HIV).

14. BpemeHHOCT 1 KbpMeHe.

15. Nunca Ha cnaa Ha HBV DNA c > 1 log 10 IU/ml B kpas Ha 3-i Mecel OT Ha4anoTo Ha NevyeHNeTo B CpaBHeHne
WN3XOAHOTO HUBO (NWMNCa Ha paHeH OTroBop).

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

17. CucTeMHO HecnasBaHe Ha neyebHaTa cxema OT cTpaHa Ha 6onHus, ¢ npekbceaHe noseye ot 1 mecell.

18. BkniouBaHe Ha BOMHNUS B KIIMHUYHO NpoyyBaHe*.

* KoMMCUATa, KOSITO @ Ha3Hauuna neveHneTo n Habnionasa 33001, e AnbxHa He3a6aBHO Aa yBeAoMMu KoMucusiTa 3a eKcrnepTusm no un. 78
B8 LY Ha H3OK. Te3au Gonuu ce 3anucBaT B OTAeNeH PerucTbp M He ryGsT NpaBoOTO CU 3a NPOALNXABaHe Ha rievyeHueTo cnea
NPUKNIOYBAHE Ha KNUHUYHOTO NPoy4BaHe.

OTroBaps Ha KpUTepuuTe 3a nevyeHue c B AHEeBHa Ao3a ...l

NMOANUC HA CNEUMANTUCTAL.......oooviiiiiiieieiiiiiei

F 5% VN3VMCKBAHWUSA HA H30K MPU IEYEHWE HA BONIHW HAZ 18 TOANHN C XPOHWYEH BUPYCEH B XEMATUT C UHTEP®EPOH
ANGA U HYKNEOTUAHW/ HYKNEO3WAHU AHANIO3M B U3BBHBOJIHUYHATA NOMOLL
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XEMATWUT C HYKNEOTUAHW/ HYKNEO3UOHW AHAIIO3U

Uwme:
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3abenexka: meduyuHckama OOKyMeHmayusi, yoocmoeepsieauia 6Ceku Om KpUMepuume € f1ocoveHa ¢ yuppa 6 UHOEKC U 3a0b/KUMenHo

npudpyxasa HaCMOSIULOMO MPUITOKEHUE.

H3O0K He 3annawa neyeHune ¢ KOMGMHUPaHa Tepanusi HyKNEOTUAHWU/ HYKNEeO3UAHN aHArNo3u U UHTEPdEpPOoH.

A. Kputepuu 3a 3anoyBaHe Ha MbPBY KypPC (3aAbIKUTENEHO € HAaNIMYMETO Ha BCUYKU KpUTEpuM)

Buoxumuyna aktuBHocT: noBuweH ALAT > 2 nbTu Haj ropHata pedepeHTHa rpaHuua npu noHe ase
onpefensHua B pamkute Ha 6 meceua. [lpu xucTonornyHa akTMBHOCT > F2 nauveHTuTe noanexar Ha nevyexve
HE3aBUCMO OT HMBOTO Ha ALAT '

BupycHa pennukauus:
= HBV DNA > 10 000 copies/ml ( > 2 000 IU/ml), He3aBucumo HBeAg/anti HBe crartyca (cbrnacHo
KonceHncyc Ha BAANEMEAE ot 2009 r.) A
Mpn xucTonoruyeH craguii Ha yepHoapobHaTta ¢ubposa F3 u F4 neveHve ce nposexzaa W Npu Mo-HACKK OT
nocoyeHute no-rope Huea Ha HBV DNA.

* XMCTONMOrMYHa aKTUBHOCT: Genesn Ha YepHoApPOGHO BbananeHne u nbposa, oLueHeHa onMcaTenHo Unm upes
uHaekcu (Knodell/ Ischak; METAVIR) *

JNlunca Ha u3knOYBaWM KpUTEpUM no T. B (Npun aHaMHECTWYHM AaHHM no T. 2 oT B e Heobxogumo aa ce
NPe/ICTaBM EKCMEPTHO CTAHOBMLLE OT NIeKyBaluMs ICUMXMaTbp, CMIELMANnMCT No feyeHne Ha 3aBucumocTy) *

1

Homep U3

Ha opurnHanHa BnaHka ot nabopartopus (3aBepeHo U NoanNucaHo KOmue), Npu Hanuyume Ha XocnuTanusauws ce npunara enukpusa c

opuruHaneH ¢uw unu noagnucaHo u 3asepeHo konve (HBV DNA ce uscnepsa ¢ konuuectseH real time PCR ). Ha neuenve c
HyKNeoTUAHW HYKNeo3waHU aHanosu noanexar W GONMHW Ha MMYHOCYNpecuBHa Tepanua Npean W Criej OpraHHa TpaHCnnaHTauus
He3aBucumo OT HuBaTa Ha HBV DNA. B Teau cnyyan KbM MeAMUMHCKATa AOKYMEHTauus ce npeacTass enukpusa ¢ Homep U3 ot
OCbLUECTBEHA OpraHHa TpaHcnnaHTauus, ambynaTopeH NUCT OT Npernea Npy CeunanicT 3a NpoBexaaHa UMyHoCynpecuBHa Tepanus
* opuruHanHa 6namka oT XMCTONOTUYHO U3CNIEABAHE U 3aBEPEHO U NOANNCAHO KONWe — aKTyanHocTTa e 3 roA. NpeAm KaHAnAaTCTBaHeTo
* yaocToBepsBa ce C NOANMC Ha CNELNanucTa B NpuioXeHne 1 Ha HacTOSIUTE UIUCKBAHUS U Ce Npunarat HeOGXOAUMUTE M3CNEABAHNS,
KOWTO AOKA3BAT NUNCaTa Ha U3KMIOYBALLM KPUTEPUM NO NOATOYKM 4,5 T. B
* 3a6enexka: Mpu Hanuuue Ha Npuapyxasalu 3a6onABaHNA, KOUTO Ca KOHTPaUHAMKALMA 3a YepHOAPOBHa Buoncua ce M3BBLPLLUBA OLEHKa
puCK/ nonaa, OTHECEHW KbM MPOrHO3aTa Ha CLOTBETHOTO MPUAPYXaBawo 3abonssaHe. Tasn oueHka 3aAbMKUTENHO Ce BNUCBa B EKCNepTHOTO
cTaHoBULEe. TexH. HeYCNeLeH ONUT Aa e AOKYMEHTUPAH C XMCTOMNOMMYEH pesynTaT, Nokassaly HeA0CTaTbYHO KONMYECTBO YEPHOAPODHa ThkaH 3a
aj\eKBaTHa XMCTONOrMYHa NpeLeHKa.

Mpyu AekoMneHcUpaHa Luupo3a (Bapuum, acCLUT, UKTep) - FieveHue C NaMUBYAMH, He3aBUCUMO OT HMBO Ha HBV DNA n pasHocTTa
Ha XMCTOMOTMYHOTO U3CreABaHe.

5. Kputepuu 3a npoabrxkaBaHe Ha TepanusiTa (3aAbIKMTENeHo e HanM4YMeTo 1 Ha ABaTa KpuTepusi)

HUBO

Hanuune Ha paHeH oTroBop Ha TpeTust Mecel ¢ Hamanenue Ha HBV DNA > 1 log 10 B cpaBHeHue ¢ M3Xo4HOTO

Mocneagallo n3amMepeaHe 1 3aabmKUTENHO npocneassare Ha HBV DNA npes nHtepsan ot 3 meceua™

Jlunca Ha cTpaHM4YHU eheKTn 1 U3KNIoYBaLWM KpuTepumn no 1. B A

' opuruHaneH cuw unu noanucaHo u 3asepeHo konve (HBV DNA ce uscneasa c konuiectsed PCR)

% ypocToBepsBa ce C NOANUC Ha CNeLUanicTa B NpUoxeHne 1 Ha HaCTOALLMTE M3NCKBAHUSA

3ab6enexka: MPOABLKUTENHOCTTA HA NEYEHNETO CEe ONPE/Eens OT BUPYCONOrMYHUA OTFOBOP U TEXECTTa Ha YepHoapobHaTta Gonecr, cnea
op0BpeHne oT ekcnepTHa KOMUCHSA.

** [pn Hanuuve Ha BUPYCONOrMYEH NPOGUB Ce Hanara M3BbPLIBAaHE Ha WU3CNeABaHe 3a MyTauuu W AokasBaHe Ha peaucTeHTHocT. lMpu
Z0Ka3BaHe UM Ce NpeMUHaBa Ha Tepanus C Apyr NekapcTBEH NPOAYKT, CbrnacHo npuetus Koncencyc Ha BAM 2013 r.

B. U3KIMIOYBALLU KPUTEPUKN

1.

JNvua nopa 18 roagniiHa Bb3pacT.

2. BonHu, 3noynoTpebsiBaluy CUCTEMHO C ankoxor, HapkomaHm, Npogbkasaln ynotpebara Ha HapkoTULM, KakTo
1 TakuBa 6e3 YMCT OT UHTOKCUKALIMS NEPUOA, He No-Manbk ot 6 mec.

3. KouHdektupann nauveHTu ¢ xenatut C Bupyc [HCV] unu xenatut D supyc [HDV]).

4. BpemeHHOCT 1 kbpMeHe (GpemeHnm B IIl-Tn TpumecTbp Ha GepemenHocTTa ¢ HBV DNA > 100 000 000 cp/ml (>
20 000 000 IU/ml moraT aa Gbaart nekyBaHu npu NpeleHka Ha puck/ nonsa, B Te3u cryyau ce npeacTass
amBynaTtopeH NUCT OT NMpernes Npu rMHeKonor).

5. Jlunca Ha paHeH OTroBOp B Kpas Ha TPeTWsi Mecel, T.e nunca Ha Hamanssade Ha HBV DNA ¢ > 1 log 10 8
CpaBHEHUE C U3XOAHOTO HMBO.

6. CuCTEeMHO HecnassaHe Ha neuebHaTa cxema no BUHa Ha GONHUSA, C NpekbcBaHe noseye oT 3 Meceua.

7. BkiousaHe Ha GOMHUSA B KNUHUYHO NPOyYBaHe™.

KomucusTa, KOSITO € Ha3Hauuna neyeHueTo U Habmogasa 330/, e AnbxHa He3abaBHo Aa yBeaomu KomucusiTa 3a ekcnepTuam no un. 78
B LlY Ha H3OK. Tean Gonuu ce 3anucBaT B OTAENeH perucTbp M He ryGAT NpaBoTO CW 3a NpoAbikaBaHe Ha rievyeHueTo cnep
NPUKNIOYBAHE HAa KITMHUYHOTO NpoyYBaHe.

OTFOBEPH Ha KpuTepuuTe 3a nevyeHue c B AHEBHa Ao3a

N3NCKBAHWUS HA H30K NMPU NEYEHUE HA BOJNHWU HAL 18 FTOAVHU C XPOHUYEH BUPYCEH B XEMATUT C UHTEP®EPOH
AJOA NN HYKNEOTUAHW HYKNEO3WAHN AHANO3U B U3BBHBONHNYHATA MOMOLL
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1. NEYEBHO-AWATHOCTUYEH ANTOPUTBM npu NEYEHUE HA BOJTHU C XPOHUYEH BUPYCEH B XEMNATUT C
WHTEP®EPOH AJT®A

1. TEKAPCTBEHMW NPOAYKTW, Bkntoyenu B Mpunoxenue 1 Ha MIIC, kouto H30K 3annawa B cLoTBETCTBUE C
AEeNCTBALLUTE HOPMaTUBHU AOKYMEHTH.

2. NPOCNEAABAHE

3abenexka: aKTyanHoCTTa Ha M3XOAHOTO u3cneasaHe Ha HBV DNA e o 6 meceua npeav kaHanaaTCTBaHeTo.

Ilepuon Ha nevenne * Mpocneassaxe

wohon

W3acneasaHus “6m. Jwax [2c [1m [2m [3m [4m [5m [6M [7m [8m [Om [12m* [+3m  [+6m
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3ab6enexka: npu GOSN C nUNCa Ha paHeH BUPYCOMNOMUHYEH OTTOBOP NIEYEHNeTO ce cnupa.

MNpu HBeAg (+) — HOBM MapKepy npy BCAKO NPOABIDKEHNE.

* TepanusTa e ycnewHa npu gocturane a HBV DNA < 100 000 cp/ml u Hopmanuaupaxe Ha ALAT. Mpu HBeAg (+) — nocturaxe Ha HBeAg
cepokoHBepcus. B uacT ot cnyyaute ce ouaksa n HBsAg cepokoHBepcua.

** cnen 6-TUsi Mecely OT CnMpaHe Ha neveHneTo npe3s 4-6 Meceua ce KOHTponupar amuHoTpacdepasn 1 Npu MHAUKALUKU — BUPYCONOTUYHU
n3cneaBaHus

*** ko-uHekuusTa ¢ HDV Noanexi Ha neyeHne ¢ UHTepdepoH B Ao3a 6 MIU 3 x CeAMUYHO UNnW nerunupax uHTepdepoH (1cn./ceamuuHo) 3a 12
meceua. [lokazsave Ha HDV RNA ¢ PCR meToauku.

++++ Byg BPB3KA C HOBUTE AAHHW 3a 3HAYEHUETO Ha CepymHWTe HMBa Ha HBSAQ 3a ouensiBaHe Ha eqekta OT NpunaraoTo NeYeHue ce BLBexAa
KaTo ONUMs KONMYECTBEHO U3mepBaHe Ha HBSAg Ha onpeaeneHuTe erani.

=% W3UCKBAHUSI HA H30K NPU NEYEHWE HA BONHW HAJ 18 TOAVHW C XPOHWYEH BUPYCEH B XENATUT C WHTEP®EPOH
ANGA NN HYKNEOTUAHW HYKNEO3WAHW AHANO3M B U3BBHEONHUYHATA MOMOLY
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1. NEYEBHO-AWATHOCTUYEH ANTOPUTBM MPU NIEYEHUE HA BONTHU C XPOHUYEH BUPYCEH B XEMATUT C
HYKNEOTUAHW/ HYKIEO3UOHU AHANO3U

1. IEKAPCTBEHMU NPOAYKTW, Bkntouyenn B Mpunoxenue 1 va NN1C, konto H30K 3annawa B cLoTBeTCTBUE C
neﬁcmamwre HOPMATUBHU OOKYMEHTHU.

2. NPOCNEAABAHE:

3abenexka: akTyanHocTTa Ha U3XoA4HOTo uacneasaHe Ha HBV DNA e ao 6 meceua npeaum kaHaaaTcTBaHeTo.

MNepuoa Ha neyeHve MNpocnepnsiaHe*
Wacneasanus M3x | 3M. [6M. [9m. [ 12m. | +HaBcekn3 M. | 36 M.
XEMATOJIOrM4YHU
XEMOrnobuH v v v v v v v
epuUTPOLNTL v v v v v v v
NEeBKOUMTH v v v ¥ v v v
TpombouuTn v v v v v v v
BUOXMMUYHU
ASAT v v v v v v v
ALAT % v v v v v v
GGTP % v v v v v 7
AP v v v v v v %
06wy 6enTbk v v v v v v %
anbymuH v v v v v v 7
6unupybuH 4 v v v v v v
KpeaTUHUH % v v v v v v
KpbBHa 3axap v X v v v v v
nuKoYHa kucenuna | v v o v v v v
BUPYCOJIOTUYHU
HBeAg/ anti Hbe v v v v v
HBV DNA v v v v v v
HBsAg/ anti HBs i v
anti HDV Vi

3abenexka: npu GOMHN C IUNCa Ha paHEH BUPYCONOIYEH OTTOBOP NEYEHNETO Ce Cnupa.

* npocrneasiBaHeTo Ce U3BLPIBA Ha BCeku 3 Meceua, Ha Bceku 6 meceua ce uacnensa HBeAg/ anti HBe .

KpatkoTpaiHo .neyexue: Mpu Tepanus Ha HBeAg (+) nauueHTn B cnyyail Ha nossa Ha HBeAg-cepokoHBepcua no Bpeme Ha nevenuteto (HBeAg (-
)/anti-HBe (+) craTyc), TepanusTa Moxe Aa GbAe npekpateHa B cneasawute 6-12 meceua

Ko-uHdpekuusita ¢ HIV HAMa KOHTpanHaukaumi 3a neyeHne ¢ nepopasntn NpoTUBOBMPYCHN CPEACTBA.

Mpu AoKa3aHa PE3NCTEHTHOCT/MYTaLMKN KbM ONPEeAEneH NekapcTBeH NPOAYKT € NPEenopbUMTENHO 3a UHTEpBan OT 3 Meceua Aa ce 3acTbisT ABa
neKkapcTBEHU NPOAYKTa.

Il. OBLLUWN N3NCKBAHUA

1. Bb3pacToBara rpaHuLa Ce U3YNCNABA B HABBLPLUEHN FOAVHN - T.€. BKIIOYATENHO KbM AataTta Ha U3aaBaHe Ha npoTtokona ot
cneuvanuaupaHaTa kKoMUCHs.

2. Mpu HazHauaBaHe Ha Tepanusi No NPOTOKON 3abIMKUTENHO Ce CbobpassBaT Bb3pacTOBUTE OrPaHNYEHMNs, CbITIAacHO kpaTtkaTa
XapakTepucTUKa Ha CbOTBETHUSI NEKAPCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JMXM.

3. H30K He 3annalia neyeHune U3BbH ykasaHaTta Bb3pacToBa rpaHuLa B KpaTtkarta xapakTepuctvka Ha npoaykra.

4. H30K He 3annaila neyeHue c 4031 Haj MakCumarnHo paspeleHnTe no KpaTka xapakTepuctvka Ha npoaykra.

5. B cnyvail Ha HacTbnuna noao3vpaHa HexenaHa nekapcTBeHa peakuus, nekapst yseaomssa WAJ no peaa Ha un. 183 ot
3/NXM. Konue oT cbobLieHreTo ce npunara kbM MeavuMHckaTta agokymeHTauus Ha 330J1 npu kaHamaaTcTBaHe 3a neveHue.

6. Ha aHTuBMpycHo neyenune nognexar un 330J1, HEOTrOBOPUNM Ha NPEAXOXAALLO aHTUBMUPYCHO NEYEHNe, KakTo U Te3n C peunaus
Ha Gonecrtta, npu MoHe 6-MECEYHO NpocrneAsiBaHe CreA ChupaHe Ha neyeHueTo. MHaukauuute ca CbluUTe KakTo M npw
HenekysaHute 60nHU.

7. NPU CNEUMANUCTA, cbrn. un. 152, B, 7. 1 ot HP[] 3a meauuuHckute aenHoctn 2012 r. (06H. B 1B 6p. 3 ot 10.01.2012
r.), Ha 330/J1, Ha KOMTO ca U3faBaHU NPOTOKONM NO peaa Ha HacTosILMUTE M3UCKBaHWSA, crieaBa Aa ce npunarat BCUYKWA
Heo6xoaAMMM AOKYMEHTWM KaTto: ambynaTopHuTe NUCTOBE OT W3BbPLUEHUTE nperneau, BTOPUST eK3emnnsap OT wuipaaeHuTe
NPOTOKONU, KOMUS OT EnUKPU3W, EKCMIepPTHU CTAHOBULLA W APy AOKYMEHTW, KOUTO Ca OCHOBaHWe 3a u3aaBaHe Ha npoTokon,
BCWYKM M3NCKBALLW CE W3CNeABaHusi, Konue OT npunoxeHue 1 Ha HACTOSIMUTE WU3UCKBAHMUSI MOMBLIIHEHO NO CbLOTBETHaTa
TouKa, MOANUCaHO OT cneumanucTa, usaan npoTokona.

Hacmosuwume u3uckeaHus ca paspabomeHu Ha ocHogaHue . 55 om HP/L 3a meduyurHckume deliHocmu 2012 2oduHa (06H. 6 B
6p. 3/10.01.2012 2.). u enuzam & cuna om 1 aezycm 2013 2., cbenacHo 4n. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annawase Ha nekapcmeeHu npodykmu no yn. 262, an. 4, m. 1 om 3akorHa 3a nekapcmeeHume npooykmu
6 xymaHHama meduyuHa, Ha MeOUUYUHCKU u30enusi u Ha OUeMUYHU XpaHu 3a cneyuanHu MeduyuHcku uenu (obH. B, 6p. 24 om
2009 2.).

N3NCKBAHUA HA H30K MPU NEYEHUE HA BOJIHU HALl 18 TOANHU C XPOHUYEH BUPYCEH B XEMNATUT C UHTEP®EPOH
ANOA UNN HYKNEOTUAHW HYKNEO3WAHW AHANIO3U B U3BBbHBEONHUYHATA MOMOLLY
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OEKNAPALMA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOABI/NKABAHE HA
JNIEYEHUETO C NIEKAPCTBEHUA NPOAYKT

cnea kato ce 3ano3Hax € usnata Mu  npejocTtaBeHa WHopmauus W uenta Ha nevYeHueTo C rnekapcTBeHus

L1 T 1} P PP PPPSPPRR W crej KaTto nonyyux usvepnatenHu OTroBopu Ha
nocTaBeHuTe OT MEH BbMNPOCK, AeKnapupam Ye:

1. llle cnassam npenopbyaHaTa M1 Cxema Ha fieyeHne 1 NepuoaNYHOCT Ha KOHTPOSTHUTE Nperneau.

2. PefoBHO We Ce sBSBAM Ha KOHTPOMHW Mpernean M HaAMa Aa MPOMEHSIM CaMOBOSIHO WNW MOA APYro BHYLWeHWe
HasHayeHaTa M1 Tepanus.

3. [pu NpeycTaHoBsIBaHE Ha NEYEHUETO MO MPULMHM, HEMPON3TUYALLM OT peleHneTo Ha Komucusta 3a ekcneptuan 8 P30OK
wiunu Komucusita no un. 78, 1.2 ot 330, we yBeaomsi HesabaeHo nuuHus cu nekap u P3OK n we sbpHa B P3OK
NocneaHWs NPOTOKO, N0 KOWTO CbM nonyyasan/a nekapcTBeHNs NpoAyKT.

4. Tpn HecnaseaHe Ha NOCOYEHUTE YCMOBUS NEYEHUETO MU C yNOMEHATUs NeKapcTBeH NPoAYKT e Gbae npekpaTteHo u
HAMa Aa umam npeteHunn kem H30K.

faTa:...

(vme, npeaume u hamunus)

Mopanuc:.

3. VU3VCKBAHWUS HA H30K MPWU NEYEHWUE HA BONHW HAJL 18 TOAVHW C XPOHWYEH BUPYCEH B XEMATUT C UHTEP®EPOH
ANDA WY HYKNEOTUAHW HYKNEO3UAHWM AHANO3W B U3BBHBEONHUYHATA MOMOLL




