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[image: image2.jpg]W3NUCKBAHUA HA H3OK MPU U3AABAHE HA MPOTOKOJIN 3A MPOBEXAAHE HA JIEYEHUE HA BOJTHU
MPU BONHU HAL 18 TOOUHU C XPOHUYEH BUPYCEH B XEMATUT C UHTEP®EPOH AN®A UNA
HYKNEOTUOHW/ HYKNEO3UAHU AHATIO3U

MpoToKON®LT Ce M3aaBa OT CMEUManucTH - raCTPOEHTEPONIo3M OT CneunanuavpaHa KomMucusi B neve6Hu 3aBefeHus 3a
6onHuyHa nomow, cknouunu aorosop ¢ H30K. CneunannanpaHuTe KOMMCHUM Ce Cb3aaBaT CbC 3anoBes Ha AvPeKTopa Ha
nevyebHoTo 3aBeaeHue B cnegHuTe J13: MFacTpoeHTeponornyHa KnuHuka B YHusepcutetckute Gonnuum B rp. Cocus, Mnoeame,
BapHa, MneseH, Ctapa 3aropa, BMA — rp. Cocusi, MU — MBP — rp. Cocus, MBEAJ “Tokyaa Bontuua Codmsi”, Y6 ,Jloseney”,
MBAN ,Coduamen” — rp. Cocpus.

I. PE[] 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3ano4BaHe Ha TepanusTa

= [lonbnHeHo u NOANUCAHO Konue OT NpunoxeHue 1 - nucrt 3a onpeaensHe Ha
KpuTepuuTe (no T.A) C BCUYKM HeobxoauMK nscneasaHns

= ETanHa enukpu3a, BKIOYBALLA BCUYKM U3CNIEABaHMS 3a Npeaxoxaaluute 6 meceua
no tabnuuara 3a npocneasiBaHe Ha NPUNOXeHUe 2 (Mpuazam ce U Ha opusuHanHa

CNELVANU3UPAHA »| Onaka unu 3asepeHo Korue)
KOMUCHUS = EKCNepTHO CTaHOBMLUE C SICHA MeANLIMHCKa MOTUBaLMS (3aAbiKUTENHO ce

oT6ens3ea nunca Ha U3KMNioYBaLLN KpUTepUn (odNUCaHo OM BCUYKU YNIEHO8e Ha

creyuanuaupaxama KOMUcUsi)
= “MpoTokon 3a npeAnucBaHe Ha nekapcTea, 3annawann ot H30K/P3OK” — 06p. M3-
H3OK (nodnucax om ecuyku 4neHose Ha crneyuanusupaHama KoMucusi)

Komucusi o un. 78, 1. 2 ot 3asepka Ha
330 B LY Ha H30K —>| npotokona B P30K

MpoTokonu 3a NnpoAbLMkaBaHe Ha TepanusTa

= [lonbnHeHo U NOANUCAHO Konue OT npunoxeHue 1 - nucrt 3a onpeaensiHe Ha
kputepuute (no T1.6)

= ETanHa enukpu3a, BKIIOYBALLA BCUYKN M3CNeABaHNs No Tabnuuata 3a npocneassaxe
Ha NPUNoXeHue 2 (Mpunazam ce U Ha opuauHanHa 6naHKa unu 3a6epeHo Konue),
ambynaTopeH NUCT OT NOCNEAHUS NPerneA Npu cneunanuctT

= EKCNepTHO CTaHOBMLLE C SiCHA MEAULIMHCKA MOTUBALMS (3aAbIKUTENHO ce
oT6ensiasa nuUnca Ha U3KNIYBaLLM KpUTEpUK (MOOMUCaHO OM 8CUYKU YIEHO8E Ha
creyuanuupaHama KoMUcCusi)

= “lNpoTokon 3a npeanucBaHe Ha nekapcTea, 3annaiwanm ot H30K/P30OK” — obp. M3-
H3OK (nodnucax om ecuyku 4YneHose Ha crneyuanusupaHama KoMucus)

CNELUMATTU3UPAHA
KOMUCUA

v

Komucusi no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K —¥| nporokona B P30K

Il. OBLUM NMOMOXEHUA
1. 330J1 nopasa noaroTeeHuTe AoKyMeHTH B P30K, Ha TepuTopusiTa Ha KOATO e Hanpasuno u3bop Ha OMJl. lokymeHTute
BKMIOYBAT:

1.1 3asBnenue Ao [lupektopa Ha P30OK.

1.2 MonbrHeHo u nognucaHo npunoxexue 1. MonbnBa ce N0 CbOTBETHATa TOYKa U Ce Npunara oTpaseHaTa B UMpPoB
WHAEKC MeAMUMHCKA A0KYMEHTauus, yaA0CToBEepsiBalla BCEKM €AnH OT KputepuuTe.

1.3 MbnHuaT Habop n3cneaBaHus (PU3NKANHU, MHCTPYMEHTAMNHN U TAGOPaTOPHM), OTPa3eH B NPUNOXeHUe 2.

1.4 “MpoTokon 3a npeAnucBaHe Ha nekapcTsa, 3annawaniu ot H30K/P30K™ — 06p. M3-H3OK. Mpunara ce opuriHan Ha
npoTokona, a npu KaHAuaaTCTBaHe 3a NpoAblkKaBaHe Ha TepanuaTa ce NpeacTaBaA OpUrMHan Ha npeaxoaHus npoTokon ¢
0TPa3eHi BCUUKM Ha3HaYEHWsi N0 Hero.

1.5 [leknapauus 3a uHcopmmpaHo cbriacue no obpaseu (npunoxexue 3).

2. P30K npuema aokymeHTUTE No T. 1 crieql cnpaBka OTHOCHO 3paBHOOCUIypuUTenHus ctatyc Ha 3301,

7¢ 2
WU3NCKBAHUA HA H30K MPU U3OABAHE HA NMPOTOKONM 3A NMPOBEXAAHE HA NNEYEHWE HA BOJIHU C HBV C UHTEP®EPOH
ANOA U HYKNEO3WAHW HYKNEOTUAHW AHANO3N
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JINCT 3A OMPEAENSAHE HA KPUTEPUUTE NPU MPOBEXOAHE HA NEYEHUE HA BOJTHU C XPOHUYEH BUPYCEH B
XEMATUT C UHTEP®EPOH AJT®A
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3abenexka: MeduyuHckama OOKyMeHmayusi, yoocmosepsieausa 6CeKU om Kpumepuume e rocoyeHa ¢ yugpa 6 UHOEKC U 3a0BLIIKUMENHO
NpudpyKasa HaCMOAUOMO NPUSIOKEHUE.

A. Kputepuu 3a 3anoysaHe Ha NbpBM KypC (3aAL/MKUTENTHO € HANUYUETO Ha BCUYKU KPUTEPUK)
BuoxumuyHa akTMBHOCT: noBuweH ALAT>2 nbTi Haj ropHaTa pedepeHTHa rpaH1ua npy noHe Ase onpeaensHus
B pamKkuTe Ha 6 Mecewia |
BupycHa pennukauus ype3 konuyectseH PCR:

= HBV DNA Hap 10 000 copies/ ml (>2 000 IU/ml), He3asucumo ot HBeAg / antiHBe craTyca (cbrnacHo

KoHcencyc Ha BAMEMEAE ot 2010 T.)

pu xucmonoauyeH cmadutli Ha YepHodpobHama ¢hubposa F3 u F4 neyeHue ce npoeexoa u rpu Mo-HUCKU OM MOCOYeHUme ro-
20pe Husa Ha HBV DNA.
XuctonoruyHa akTUBHOCT: Genesn Ha YepHoapPo6HO Bb3ananeHne U pnbposa, oLieHeHa ONMcaTenHo 1 Ypes MHAeKCH
(Knodell/ Ischak; METAVIR) 3 XMCTONOrMYHa aKTMBHOCT>A2 U ¢ubposa > F2
Tunca Ha 3KNIOYBaLM KPUTEPUM NO T. B * (MU aHAMHECTVYHN AaHHW No T. 2 OT B e HeobxoanMo Aa ce
NpeAcTaBy eKCMepTHO CTaHOBMLLE OT NeKyBalus NCUXUATLP CNIeUManucT Mo NeyeHune Ha 3aBUCUMOCTH)

" Ha opurHanHa 6nanka ot n1abopaTopusi (3aBEPEHO M NOANMCAHO KONWE); NPM HANUYMe Ha XOCNUTAnW3aUus Ce nNpunara enuKkpu3a ¢
Homep U3

2 opuriHaneH Guw unu noanucaro u 3asepeHo konue (HBV [JHK ce nacnepsa konuuectseH real time PCR)

* opuUriHanHa Gnamka oT XVCTONOMUYHO M3CNIeABaHE WM 3aBEPEHO U MOANMCAHO KOMME — aKTYanHOCTTa € 3 FO. NPEeAY KaHAUAGTCTBAHETO

* yaocToBepsiBa ce C NOANUC Ha CNeLManicTa B NPUNOXEHME 1 Ha HACTOALLUTE UINCKBAHUS U C& NPUNAraT HeOGXOAUMMTE M3CNeABaHMS,

KOWTO A0Ka3BaT nuncara Ha W3KNio4BaLYy KpuTepun no noarToykm 6,7, 8,9, 10, 11,12 or1. B

* 3abenexka: Mpu Hanuyne Ha NpuApyxasalyn 3aboNABaHNS, KOUTO Ca KOHTPaUHAWKALMSA 3a YepHOAPoGHa BGuoncus ce 3BbPLLUBA OLEHKa
DKCK/ nonsa, OTHECEeHU KbM NPOrHo3arTa Ha CbOTBETHOTO NPUAPYXaBalio 3abonssaHe. Tasu OUEHKa 33 b/DKUTENHO Ce BNUCBA B €KCNEePTHOTO
cTaHoBuLe. TeXH. HeycneLLeH OnuT Aa e AOKYMEHTMPaH C XUCTOMNOrMYEH PesynTar, nokassall HeAOCTaTLYHO KONUYECTBO YepHOAPOGHa ThKaH 3a
ajeksaTHa XWCTONOrMYHa npeueHka.

B. Kputepuu 3a npoabnxaBaHe Ha TepanusiTa (3aAb/KMTENHO e HAaNIMYMETO U Ha ABaTa KpUTepus)
Hanuuue Ha paHeH OTroBOp Ha TpeTusi Mecell ¢ HamaneHue Ha HBV DNA > 1 log 10 B cpaBHeHWe C U3XOHOTO HUBO i

Jlunca Ha cTpaHWU4HKM eheKTH 1 U3KNIYBaLM KpUTepun no 1. B H
T opuruHane uw unu noanvcaxo v sasepero konve (HBV [IHK ce uacneasa upes konudectseH PCR)
YAOCTOBEPSIBA Ce C eTanHa envkpuaa, NOANUCAHa OT CIELMANUCTUTE, Ha3HaYMIN JIEYEHNETO
3abenexka: [p1 Hanuume Ha paHeH BUPYCOMNOTMYEH OTFOBOP NEYEHUETO C MHTEepEPOH anda npoabmkasa 48 ceamuum.

B. U3KIMKOYBALLU KPUTEPUU

Meuxuunm 3abonssaxua.

Borku, 3noynoTpeBsBaLiy CUCTEMHO C ankoxosl, HapkoMaHu, NPoAbIXaBallum ynoTpebata Ha HapkoTULM, KakTo

¥ Takuea 6€3 YNCT OT MHTOKCUKALINS NEPUOA, HE MO-Manbk oT 12 Mec. BonHU Ha MeTaaoHoBa Tepanus.

[ekomneHcupata YepHoApoGHa LUMposa.

Texkv NpuapyxXaBaluy 3a60nsBaHNs Ha CbPAEYHO-CbA0BaTa U AuXaTenHaTa cuctema.

ABTOMMYHEH XenaTut.

Ko-uncbekums ¢ HCV — o6ukHoBEHO ce nposexaa neyetue Ha HCV MHeKkUmMsITa, CbrnacHo CboTBeTHUTE

KpUTEpUM.

7. CuctemHu 3abonsiBaHus Ha CbeUHUTENHATa ThKaH.

8. HekoHTponupaH xunep- n xunotupeouanssm (TSH).

9. AKTMBHM XpoHU4HY GakTepuantu nkidekumm (MKK ¢ AKK).

10. HeyTponehus (< 750) n TpomBouuTonerus (< 50 000) (MKK ¢ [AKK).

11. HekoHTponupaH 3axapeH auaber.

12. XBH 6e3 auanusa (06w 6enTbk, anbymuH, KpeaTuHuH).

13. Cwnbrersawa HIV npu 6poit CD4 < 200 (anti HIV).

14. BpeMeHHOCT 1 KbpMeHe.

15. Jlunca Ha cnag Ha HBV DNA ¢ > 1 log 10 IU/ml B kpasi Ha 3-5i MeCeL| OT Ha4anoTo Ha NEYEHNeTo B CPaBHEHME C
M3XOJHOTO HUBO (MUNCa Ha paHeH OTrOBOP).

16. Hucka BupycHa pennukaumusi HBV DNA < 1000 copies/ ml (<200 IU/ ml).

17. CucteMHo HecnassaHe Ha neyebHaTa cxema OT CTpaHa Ha 6onHus, C NnpekbcBaHe noseye oT 1 mecew.

18. BkniouBaHe Ha 6ONHUS B KNMHUYHO NpoyyBaHe*.

O 0 B Lol

* KomucunATa, KOATO e Ha3Hauuna neyenmeTo u Habniopasa 330J1, e AnbxHa He3aGaBHO Aa yBeaoMM KomucksiTa 3a ekcnepTusm no un. 78
B LY Ha H30K. Tean GonHu ce 3anucBaT B OTAEeNeH PerucTbp M He ryGAT NpaBoOTO CM 3a NpoAbIIKaBaHe Ha feuyeHweTo cnea
NPUKIIOYBaHe Ha KITMHUYHOTO NpoyyBaHe.

O‘rroeapn Ha KpuTepuuTe 3a nevyeHue c B AHeBHa go3a  ..................

MOAMNMC Ha CreUMUarnmcT:

3
W3NCKBAHWA HA H30K NPWU U3JABAHE HA MPOTOKONN 3A NMPOBEXOAHE HA JIEYEHWE HA BOJIHN C HBV C UHTEP®EPOH
AJOA UM HYKNEOSWAHW/ HYKNEOTUAHW AHANIO3U
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3abenexka: MeduyuHckama OOKymeHmauyus, ydocmosepsieala 6CeKu Om Kpumepuume € focoyeHa C yugpa 8 UHOBKC U 3a0bLIKUMENHO
npudpyKaea HACMOSUOMO NPUNOKEHUE.
H30K He 3annawa neyeHune ¢ KOM6MHUpPaHa Tepanusi HyKNEOTUAHU/HYKNEO3NAHN aHaNo3n U UHTEPGEpPOH.

A. Kputepum 3a 3anoysaHe Ha MbpBU KYPC (3aAB/MKUTENEHO € HaNU4MeTO Ha BCUYKM KpuTepum)

BuoxumuyHa akTMBHOCT: noBuweH ALAT>2 nbTu Haj ropHaTa pedepeHTHa rpaHnuLa Npu noHe ABe onpeaensHns
8 pamkuTe Ha 6 Meceua. Mpy XUCTONOMMYHA aKTUBHOCT > F2 NauMeHTUTe noanexar Ha NeyeHne He3aBucuMo ot
HUBOTO Ha ALAT

BupycHa pennukauums:
= HBV DNA> 10000 copies/ ml (>2 000 |U/ml), He3aBucumo HBeAg/anti HBe ctatyca (cbrnacHo KoHceHcyc
Ha BAFETEAE ot 2009 .)
Mpw xucTonoruyeH craauii Ha YepHoapobHata hubposa F3 u F4 neuenue ce npoBexaa 1 Npu No-HUCKK OT
nocoyeHuTe no-rope Huea Ha HBV DNA.

* XuctonornyHa akTMBHOCT: 6enean Ha YepHoAPoOHO Bb3naneHue u pubposa, oueHeHa onucaTenHo unu Ypes
wHaekcu (Knodell/ Ischak; METAVIR) *

Tunca Ha U3KNMIoYBaLLM KpUTepUM No T. B * (NPU aHAMHECTUYHN AaHHK NO T. 2 OT B e HeobxoAnMo Aa ce
NpeACTasn eKCNepPTHO CTAHOBMLUE OT NIEKYBaLUMs NCUXMATLP CNeUNanueT Mo feYeHmne Ha 3aBMCUMOCTH)

" Ha opurvHanHa 6narka oT NnaGopaTopusi (3aBEPEHO M NOANMCAHO KOMUE); NP HANIME Ha XOCIUTaNM3aUus Ce npunara enukpuaa ¢
Homep U3
2 opurvHaneH uw unu noanucaro u sasepero konue (HBV DNA ce nacneasa c konuyecTseH real time PCR ). Ha neveve ¢
Nymecmﬂlﬂ/ HYKNEOo3nAHN aHanosu noagnexar u BonHu Ha MMYHOCyNnpecuBHa Tepanus Npeau 1 Cnej opraHHa TpaHcnnaHTaums
HEe3aBMCUMO OT HueaTa Ha HBV DNA. B Tean criyqan KbM MeANLMHCKaTa A0KyMEHTaLMs Ce NpeACTaBs envkpuaa ¢ Homep U3 ot
QCLLUECTBEHA OPraKHa TPaHCTNIAHTALWs, aMOyNIaTOPEH NIUCT OT NPErNEA NPU CEUMANMCT 33 NPOBEXAAHA UMYHOCYNIPECHBHa Tepanus
ODVII'MHEHHE BnaHka OT XUCTONOTMYHO u3cneaBaHe unv 3aBepeHo 1 NOANUCaHO KONUe — akTyanHocTTa e 3roa. npeaun KaHAMAaTCTBaHeTo,
* yaocToBepsBa Ce C NOANUC Ha CMELMANUCTa B NPUNOXEHNE 1 Ha HACTOALMTE M3NCKBAHWA W Ce NpUNaraT HEOGXOAMMUTE M3CNEABAHUS,
KOWTO Al0Ka3BaT NMNCaTa Ha U3KMIoYBaLLM KpUTepUM No noaToukn 4,5 1. B
* 3abenexxka: Mpu Hanuune Ha NpUAPYXaBalLM 3a60NABaHNA, KOUTO Ca KOHTPaUHANKALMA 3a YepHOAPOGHa Guoncus ce M3BbpLIBa OLEHKa
pVIDK/ non3sa, OTHECEHW KbM NPOrHo3aTa Ha CbOTBETHOTO NPUAPYXaBaLlo 3abonssaxe. Tasn OLeHKa 3aAB/MKUTENHO Ce BNUCBA B EKCNepTHOTO
cTaHosuwwe. TexH. HEYCNELeH ONUT Aa € A0KYMEHTUPaH C XUCTOMNOMUYEH Pe3ynTar, MoKassall HeAOCTaTbUHO KONMYECTBO YepHOAPOGHa ThKaH 3a
ajaeKBaTHa XUCTONOMMYHA NpeLeHKa.
Mpy AeKkOMNEHCUpaHa UMPo3a (Bapuum, acLMT, MKTep) - rieYeHue ¢ NaMUBYAMH, HE3aBMCMMO OT HUBO Ha HBV DNA u pasHocTTa
Ha XMCTOMOTMYHOTO M3CrieaBaHe.

. Kputepuu 3a npoabmkasaHe Ha TepanusTa (3aabiKUTENIEHO e Ha/IMYMETO U Ha ABaTa KpUTepus)

Hanuuue Ha paHeH OTroBOp Ha TPeTUs Mecew ¢ Hamanekve Ha HBV DNA > 1 log 10 B CpaBHEHUe C U3XOAHOTO HUBO |

MocneaBallo U3MepBaHe 1 3aAbIKUTENHO npocneaseaHe Ha HBV DNA npes uxtepean ot 3 meceua™

Jlunca Ha cTpaHMyHM eheKTH U M3KMIoYBALM KpUTepum no 1. B ?
T opuruHaneH uw unu noanucarHo 1 sasepeHo konue (HBV DNA ce uscneasa c konudectset PCR)
? yaocToBepsBa ce C NOANNC Ha CNeUMancTa B NPUNOXEHNE 1 Ha HACTORLUNTE UIUCKBAHUS
3abenexka: Npu HaNU4Me Ha PaHeH BUPYCOMNOTUYEH OTFOBOP NIEYEHNETO C HYKNEOTUAHW/ HYKNIEO3UAHM aHaNo3n NPOALIIKaBA A0 5 roAMHM.
B Tean cnyuau npu Hanuume Ha BUPYCHa M GHOXVIMUYHA aKTMBHOCT B PaMKuTe Ha 12 Meceua CrieA NPUKIIOYBaHE Ha NeYeHNeTo Criea npeueHka Ha
puCK / NoN3a OT TpUMa BBHLLHKM excnepTu Ha H3OK, ce B3ema peLueHune 3a neyeHine ¢ Apyr HykneoTuaeH/ HyKNeo3uaeH aHanor unm uHTepdepoH.
** Ipyu HanuuMe Ha BUPYCONOrMYEH NPOBMB Ce Hanara 3BLPLUBAHE HA M3CNEABAHE 33 MyTauWW U AOKasBaHe Ha PesucTeHTHocT. Mpu
AOKa3BaHe UM Ce NPEMUHABA Ha TEpanus C APYr NEKapCTBEH NPOAYKT, CbrnacHo npuetus Koncewncyc Ha BAr 2012 r.

B. U3KIMKOYBALLU KPUTEPUN

1. Jluuya noa 18 roauiiHa Bb3pacT.

2. BonHu, 3n0ynoTpeBsBally CUCTEMHO C ankoxos, HapkoMaHy, NPoAbIKaBalLM ynoTpebaTa Ha HapKkoTULW, KakTo
¥ TakuBa Ge3 YUCT OT MHTOKCUKALWMsi NEPUOA, He No-Manbk oT 6 Mec.

3. KowuHdektupanu naumeHTu ¢ xenatut C supyc [HCV] unm xenatut D Bupyc [HDV]).

4. BpeMeHHOCT u kbpmeHe (GpemeHHu B I11-Ti TpumecTbp Ha GepemenHocTTa ¢ HBV DNA > 100 000 000 cp/ml (>
20 000 000 IU/ml moraT aa 6bAAT NekyBaHu Npy NpeLeHKka Ha puck/ nonsa, B Teau cryyav ce npeacTass
ambynaTopeH NUCT OT Npernea Npu r’MHeKomnor).

5. Jlunca Ha paHeH OTroBOp B Kpasi Ha TpeTus Mecel, T.e nunca Ha HamansisaHe Ha HBV DNAc > 1log 10 8
CpaBHeHWe C U3XOAHOTO HMBO.

6. CuctemHo HecnassaHe Ha nedyebHaTa cxema no BuHa Ha 6onHKs, C NpekbcBaHe noseye oT 3 meceua.

7. BknioyBaHe Ha GONMHWA B KMHUYHO Npoy4YBaHe™.

KomucusTa, KOSITO € HazHayuna neyexneTo u Habnogasa 3301, e AnbxHa He3abaBHO Aa yBeaoMu KomucusiTa 3a ekcnepTuam no un. 78
B LY Ha H30K. Tean GonHu ce 3anucBaT B OTAENEeH PerucTbLP U He ryGAT MPaBOTO CM 3a NpoALIIKAaBaHe Ha neyeHueTo cnea
NPUKIOYBAHE Ha KITMHUYHOTO NPOYYBaHe.

OtroBaps Ha KpuTepuuTe 3a neyeHune ¢ B AHeBHa no3a

noanuc Ha cneyuanucra:

4
W3NCKBAHMA HA H30K NMPWU U3JABAHE HA MPOTOKONN 3A NPOBEXOAHE HA JIEYEHWE HA BOJIHU C HBV C UHTEP®EPOH
ANOA UNN HYKNEO3SUAHW HYKNEOTUAHW AHANO3U

|
|
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I. NEYEBHO-AUWATHOCTUYEH ANITOPUTBM npu JIEYEHUE HA BOSIHU C XPOHWYEH BUPYCEH B XEMATUT C
WHTEP®EPOH AN®A

1. NEKAPCTBEHW MPOAYKTW, Bkniouewu B MMpunoxenne 1 Ha MNIC, kouto H3OK 3annawa B CHLOTBETCTBUE C
AeNCTBaWMTE HOPMATUBHU AOKYMEHTH.

2. NPOCNEOABAHE

3abenexka: aKTyanHocTTa Ha U3XoAHOTO u3cneasaHe Ha HBV DNA e o 6 Meceua npeav KaHAMAATCTBAHETO.

Iepuon na neuenue * Mpocneaseaxe
Py

Wacnensanus -6M. [uax [2c. [1M. [2M. [3M. [4mM. [5m. [6M. [ 7M. [8M [9M. [12mM* | +3M._ [ +6m
XEMATONOrUYHU
XEMOrnoBuH % v v % % % % v v % % % v %
epuT. % v % v % % v v v v v % % %
JleBkoUMTH v v v v v v v v v v v v v v
TPOMG. % v v v % % % v v v % % % %
BUOXUMUYHK
ASAT v v v v v v v v v v v v v v
ALAT v v v v v % % v v v % % % %
GGTP % v v % v % v v v v v % %
AP % v v v v % v v v v % v %
06w 6enTbk b4 v v
AnbymuH v v v
Bunupybux v v v
KpeatuHux . v v
KpbBHa 3axap Y. v v
NUKOYHA KMcenuHa 4 e o
TSH v v v
BUPYCOJTOrM4HU
HBeAg/ anti Hbe**** v L v
HBV DNA v v v v
HBsAg/ anti HBs v v i v v
anti HCV v
anti HDV *** v
anti-HIV v

3abenexka: npu GonHKM C NUNCa Ha paHeH BUPYCONOTMYEH OTTOBOP NEYEHNETO Ce Cnupa.

Mpu HBeAg (+) — HOBW Mapkepy Npu BCAKO NPOABIMKEHNE.

* TepanusiTa e ycnewHa npu agocturade Ha HBV DNA < 100 000 cp/ml u Hopmanuaupare Ha ALAT. Mpu HBeAg (+) — nocturare Ha HBeAg
cepokoHBepcus. B yacT ot cnyyauTte ce ovakea 1 HBSAg cepokoHBepcus.

** cnep 6-TMA Mecew OT CMpaHe Ha NeYeHueTo npe3 4-6 Meceua ce KOHTPONMpaT aMMHOTPacGepasn U NPU MHANKALMN — BUPYCOMNOTUYHN
unicnensaHus

*** ko-uHebekumsita ¢ HDV noanexu Ha neyenHne ¢ uHTepdepoH B 403a 6 MIU 3 x ceAMUYHO Unu nerunupan uiTepdepoH (1¢n./ceammyto) 3a 12
meceua. lokassaHe Ha HDV RNA ¢ PCR meToauku.

**** BbB BPb3Ka C HOBUTE AaHHU 33 3HAYEHWETO Ha CepymMHUTE HuBa Ha HBsAQ 3a oueHsiBaHe Ha edekTa OT NpUnaraHoTo NeveHne ce Bbeexaa
KaTo onuyys KonuyecTeeHo uamepeaqe Ha HBsAg Ha onpeaenenuTe etanu.
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I. NEYEBHO-AUATHOCTUYEH AJNITOPUTBM MPU NEYEHUE HA BOMHM C XPOHWYEH BWUPYCEH B XEMATUT C
HYKNEOTUAHW/ HYKNEO3MAHU AHATNO3KU

1. NNEKAPCTBEHU MNPOAYKTW, Bkniovewn B [lMpunoxenue 1 Ha MNC, kouto H3OK 3annawa B cbLOTBETCTBME C
AeiCTBalMTE HOPMATUBHMN OKYMEHTH.
2. MPOCNEAABAHE:

3abenexka: aKTyanHocTTa Ha U3Xo4HOTO u3cneasaHe Ha HBV DNA e no 6 mecelia npeav kaHauaaTCTBaHeTo.
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3abenexka: Npu GOMHY C NMNCA HA PaHEH BUPYCOMOTMYEH OTFOBOP NIEYEHUETO Ce CNMpa.

* NpocneasBaHeTo ce M3BLPIIBA Ha BCEKU 3 Mecela, Ha Bceku 6 meceua ce uacneasa HBeAg/ anti HBe .

KpatkoTpaiiHo .nevenue: Mpu Tepanus Ha HBeAg (+) naumwenTu B cnyvaii Ha nosisa Ha HBeAg-cepokoHBepcus no Bpeme Ha neuexuteto (HBeAg (-
)/anti-HBe (+) cTaryc), TepanusTa Moxe Aa Gb/e npekpateHa B cneasawure 6-12 meceua

Ko-uHdbekuusta ¢ HIV HAMa KOHTPauHAKKaLMK 3a NEYeHNe C Nepopantu NPpOTUBOBUPYCHU CPEACTBA.

Mpy A0Ka3aHa PE3UCTEHTHOCT/MYTALMM KbM ONPEAENEH NeKapCTBEH NPOAYKT € NPEenopbYMTENHO 3a MHTEpPBaN OT 3 Meceua Aa Ce 3acTbnAT Asa
NeKapCTBEHU NPOAYKTA.

Il. OBLUM UBUCKBAHUA

1. Bb3apacToBaTa rpaHuua Ce U3YMCNsiBa B HaBBLPLUEHN TOAMHM - T.€. BKIIOYUTENHO KbM AaTaTa Ha M3aaBaHe Ha npotokona ot
cneuuanuanpaHarta KOMUCHs.
2. Mpy HasHayaBaHe Ha Tepanusi Mo NPOTOKON 3aAbMKUTENHO Ce CLOBPasABaT Bb3PACTOBUTE OrpaHM4EHus, CbINacHo kpatkata
XapaKTepucTMka Ha CbOTBETHUSI NIEKapCTBEH NPOAYKT, yTBbpAEHa no peaa Ha 3JIMXM.
3. H30K He 3annauya neyeHue N3BLH ykasaHaTa Bb3pacToBa rpaHuLa B kpaTkaTa xapakTepucTuka Ha npoaykTa.
4. H30K He 3annalua neyeHne ¢ 4031 Haji MakcUManHo paspeLUeHuTe No KpaTka xapakTepucTuka Ha npoayKTa.
5. B cnydait Ha HacTbnuna nojo3upaHa HeXenaHa nekapcTBeHa peakums, nekapst ysegomssa MAJl no peaa Ha un. 183 ot
3/MXM. Konue ot cbobLuienneTo ce npunara kbM MeAvLMHCKaTa JokymeHTaums Ha 330J1 npu kaHanaaTCTBaHe 3a neyeHue.
6. Ha aHTuBMpyCcHO neyenune nognexar u 330J1, HEOTrOBOPUIK Ha NPEAXOXKAALLO aHTUBMPYCHO NEYEeHNe, KakTo U Te3n C peLumave
Ha GonectTa, npu noHe 6-MeceyHo NpocrneasiBaHe Cnej CrupaHe Ha NevyeHueTo. MHAaukauuuTe ca CbluuTe Kakto W npu
HenexkyBaHute BonHu.
7. MPU CNELUUAIIUCTA, cbrn. un. 152, B, 1. 1 ot HP[] 3a meauumnHckute aeiHoctu 2012 r. (o6H. B 1B 6p. 3 ot 10.01.2012
r.), Ha 330J1, Ha KOMTO Ca M3aBaHU NPOTOKONM MO Pefa Ha HACTOSIUMTE W3NCKBAHWS, CNIeABa A3 Ce Npuarat BCUYKM
Heo6XoAUMM AOKYMEHTM KaTo: ambynaTopHuTe NUCTOBE OT M3BLPLIEHUTE Mperneau, BTOPUST eK3eMNNsp OT W3jaaeHuTe
NPOTOKONM, KOMMA OT enuUKPU3N, €KCNEepTHU CTaHOBULLA W APYrM AOKYMEHTW, KOWTO Ca OCHOBaHWE 3a M3AaBaHe Ha NpoToKon,
BCUYKM M3UCKBALLM Ce M3CneaBaHus, Konue OT npunoxeHue 1 Ha HacTOALWMUTE U3UCKBAHWUA MOMBIIHEHO NO CbLOTBETHaTa
TOYKa, N0ANMUCaHO OT cneuuanucra, usaan npoTokona.
Hacmosujume u3uckeaHus ca pa3pabomeHu Ha ocHosaHue yn. 55 om HPL 3a meduyuHckume OeliHocmu 2012 2oduHa (06H. e 4B
6p. 3/10.01.2012 2.). u enuzam e cuna om (1.05.2013 2., cbenacHo 4n. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima
u peda 3a 3annawaxe Ha nekapcmeeHu npodykmu no yn. 262, an. 4, m. 1 om 3akoHa 3a nekapcmeeHume npPoOOyKmMu 8
XymaHHama meouyuHa, Ha MeOUUUHCKU u30enusi u Ha QuemuyYHU XpaHu 3a crneyuanHu meduyuHcku uenu (obH. B, 6p. 24 om
2009 2.).
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AEKNAPALIA 3A UHOOPMUPAHO CBITTACUE C UBUCKBAHUSATA 3A 3ANOYBAHE/ MPOABIMKABAHE HA
TNEYEHUETO C NEKAPCTBEHWS NPOAYKT

cneA KaTo Ce 3anosHax C usnata MM NpeaocTaBeHa WMH(OPMauMsi W LenTa Ha fIEYEHNETO C  NIeKapCTBEHUs
NpOAYKT....
nocTaBeHuTe OT MeH BbNPOCH, Aeknapupam ye: )

1. Llle cnassam npenopLyaHaTa Mi Cxema Ha fieyeHme u nepnonmnoﬁ;lia KOHTPOMHUTE Npernean.

2. PeloBHO le Ce siBSIBaM Ha KOHTPONHM Mperneau W Hsma ,qai‘rip’(ouenm CaMOBOMHO MNW MOA ApPYro BHyLueHue

W CRiep Kato Monyuux Ma4epnaTenHv OTrOBOPU Ha

HasHayeHaTa Mu Tepanusi.

3. Mpu NpeycTaHOBsIBaHE Ha NEYEHNETO MO MPUYMHM, HENPOU3TUYALLYN OT pelleHneTo Ha Komucusita 3a ekcrieptusn B P30K
wimnn Komucusita no un. 78, 1.2 ot 336_.1@ yBeaoMs HesabaBHO NMUYHUS cu nekap u P3OK u we BbpHa B P30K
nocnezAHusi NPOTOKON, NO KOWTO CbM Nonyyasan/a NnekapcTBeHns nmrr

4. Tpu HecnaseaHe Ha NOCOYEHUTE YCIIOBUS NEYEHUETO MU C ynoﬁm nekapcTBeH NpoAaykT e 6bae npekpateHo u
HsIMa Jja uMam npeTeHuun kem H30K.

e, npesume 1 hamunus)
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