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M3UCKBAHUA HA H30K
3A NEYEHUE HA XPOHUYEH BUPYCEH B XEMNATUT C
WHTEP®EPOH AN®A U HYKNEOTUAHW/ HYKNEO3UAHN AHATIO3U

HAQL 18 FOAMULLHA Bb3PACT B U3BHBEONHUYHATA NOMOLL
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BUPYCEH B XEMATUT C UHTEP®EPOH AN®A UNW HYKNEOTUAHW/ HYKINEO3WAHU AHATIO3U
NP BOJNHW HAQ 18 TOAULIHA Bb3PACT

MpOTOKONBLT Ce W3jaBa OT CMeUManucTi - racTPOEHTePONo3n OT cheuuanuanpaHa Komucus B ne4vebHU 3asepeHws 3a
60NHMYHa nomoL, ckniounnyu aorosop ¢ H30K. CneunannaupaHuTe KOMUCUM Ce Cb3jasaT CbC 3anosea Ha AvPeKTopa Ha
cneanuTe J13: FacTPOGHTEPONOrMYHa KrMHUKa B YHusepcutetckute Gonhuum B rp. Codms, Mnoeavs, BapHa, MneseH, Crapa
3aropa, BMA — rp. Cocpusi, MU — MBP — rp. Cochusi, MBAN “Tokyaa Bonuuua Cocpust”, Y6 Jlosered’, MBAJ ,Cocuamen’ — rp.
Cochus.

I. PE[l 3A 3ABEPABAHE HA NPOTOKOIUTE

MpoTokonu 3a 3ano4yBaHe Ha nevexHune

= TTONBAHEHO ¥ NOANUCAHO KONWe OT npunoxenune 1 — NUCT 3a onpeaensiHe Ha
KpUTEpUUTE C BCUYKM HEOBXOANMM n3cneaBaHus

« EtanHa envkpu3sa, BKNIOYBALLA BCUYKN W3CNeABaHWA 3a npeaxoxaawmre 6
meceua no Tabnuuata 3a npocrneasiBaHe Ha NpUNoXeHwe 2 (Mpunazam ce u

Eg;agﬁng"PAHA »| Ha opueunanna bnanka unu 3aéepeHo Konue)
» EKCNEepTHO CTaHOBMLE C AICHA MEAULMHCKA MOTUBALMA (3aAbIKUTENHO ce
otbenssBa nunca Ha U3KMIYBALLN KpUTEPUN (MOdNUCaHO OM BCUYKU YfieHoee
Ha cneyuanu3upaHama KoMUcus)
= “lpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annaiiaHu ot H30K/P30K" —
/ 06p. MB3-H30K (nodnucaH om 6cuyku 4neHoee Ha creyuanusupaxama
Komucus)
Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K > P30K

MpoTokonu 3a npoabIkaBaHe Ha nevexHue

= [ONbAHEHO U NOANUCAHO KONWe OT NpUnoXeHue 1 — NUCT 3a onpeaensHe Ha
KpuTepuuTe

« ETanHa enukpu3a, BKMIOYBalla BCUYKM Wacneasawms no Tabnuuata 3a
npocneasiBaHe Ha NPUNOXeHne 2 (npuazam ce U Ha opuzuHanHa 6aHka unu
3aeepeHo Konue), ambynaTopeH NUCT OT NOCNeAHUs Npernea npu cneuvanuct

= EKCNepPTHO CTaHOBMLUE C SiCHA MeAULMHCKA MOTUBALMA (3aAbIKUTENHO ce
otbensisBa nunca Ha U3KMIYBaLLW KpUTEpUM (ModnucaHo om BCUYKU YrieHose
Ha cneyuanusupaHama KOMUCUs)

/ = “NpoTokon 3a npeanvceaHe Ha nekapcrtea, sannawanm ot H3OK/P3OK™ —

CNEUWANTU3UPAHA
KOMUCHUA B

0bp. M3-H30K (nodnucaH om 6cuyku uneHose Ha creyuanusupaHama
Komucusi)

Komucus no un. 78, 1. 2 ot
330 & LIY Ha H30K B s T

Il. OB NONOXEHUA

1. 300 nopasa noaroTeeHuTe AokymeHTH B P30K, Ha TepuTOpuATa Ha KOATO € Hanpasuno u3bop Ha OMJ. flokymeHTuTe
BKNIOYBAT:

1.1 3anenenue Ao [lupektopa Ha P30OK.

1.2 MonbAHeHo 1 noanvcaHo npunoxehnue 1. Monbnea ce N0 CbOTBETHATA TOYKa W Ce Npunara oTpaseHaTa B UMPOB MHAEKS
MeAMLMHCKa AO0KYMEHTaLMs, yA0CTOBEepABaLLa BCEKN enH OT Kputepuure.

1.3 MbnHUAT HaBop uacneaBaHUA (hU3NKaNHWU, MHCTPYMEHTaNHM 1 NabopaTopHu), OTpaseH B Npunoxexue 2.

1.4 ‘NpoTokon 3a npeanucBaHe Ha fekapcTea, 3annawaHu ot H30K/P30K" — 06p. M3-H3OK. lMNpunara ce opuruHan Ha
NpoTOKONa, a NpU KaHAMAATCTBaHe 3a NPOAbIKABAHE Ha TepanusTa ce NPeAcTaBs OpuUrMHan Ha NPEAXOAHMA MpoToKon c
OTPa3eHn BCUYKM Ha3HAYeHuA Mo Hero.

1.5 [leknapauus 3a MHOPMMPaHO cbrnacue no oGpase (npunoxexue 3).

2. P30K npuema AoKyMeHTUTE Mo T. 1 cnea cnpaska OTHOCHO 34PaBHOOCUTYPUTENHUA CTaTyC Ha 30/.

3% VI3NCKBAHWA HA H30K 3A NEYEHWE HA XPOHUYEH BUPYCEH B XEMATUT C UHTEP®EPOH ANI®A U1 HYKNEOTUAHW
HYKNEO3WUOHN AHANO3M HAJ 18 FOIULLHA Bb3PACT B U3BbHBONHUYHATA NOMOLL - B cuna ot 1 anpun 2014 roguHa
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TIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NEYEHUE HA XPOHUYEH BUPYCEH B XEMATUT C
WHTEP®EPOH AN®A HA EONTHU HAZ 18 TOAULIHA BB3PACT

[Vme: . A o RN A g A i

3abenexka: MeduyuHckama OoKyMeHmauyus, yoocmoeepsealwa 6ceku Om Kpumepuume € rocoyeHa C uugppa e UHOEKC U 3a0bmKUMesHoO
npudpyxaea HaCMOAWLOMO NPUSIOKEHUE.

A. Kputepuu 3a 3anoysaHe Ha MbPBU KYPC (3aABIMKUTENHO € HaNMYMeTo Ha BCUYKU KpuTepuu)

1 BuoxuMuuHa akTMBHOCT: noBuweH ALAT > 2 nbTu Haj ropHaTta pedepeHTHa rpaHuua npu rnoHe ase
onpeaensiHus B pamkuTe Ha 6 meceua '

BupycHa pennukauus upes konuyectseH PCR:

= HBV DNA Hag 10 000 copies/ml ( > 2000 IU/ml), Hesasucumo ot HBeAg/antiHBe cratyca (cbrnacHo
2 KoHceHcyc Ha BAMEMEAE ot 20101.)
IMpu xuemonoauyeH cmaduli Ha YepHodpobHama cpubposa F3 u F4 neyeHue ce npoeexada u npu No-HUCKU OM MOCOYeHUMe ro-
20pe Husa Ha HBV DNA.

3 XMCTONOrMYHA aKTUBHOCT: Geneau Ha 4epHoApobHO BbananeHue u ubposa, OleHeHa onucaTento  upes
unaeken (Knodell/ Ischak; METAVIR) - xuctonoruyHa aktueHocT > A2 1 ¢ubposa > F2

4 fNunca Ha M3KnoMBaWM Kputepuu no T. B (Mpu aHaMHECTW4HW AaHHW no T. 2 oT B e Heobxoaumo aa ce
npeACcTaBn eKCNepTHO CTAaHOBMLLE OT NEKYBALWMs NCUXMATLP, CMELUMAnACT Mo neYeHne Ha 3aBUCUMOCTH) a

Ha OpUrMHanHa Gnamka OT 11abopaTopys (3aBEPEHO U NOANMCAHO KONKE); NPU HaNuyMe Ha XocnUTanu3auus ce npunara enukpuaa ¢ Homep U3
opuriHaneH uL unvm noanucaHo u 3asepeHo konue (HBV IHK ce nacnepsa konuyectee real time PCR)

opvruHanHa BnaHka OT XUCTONOrNYHO U3CNEABAHE NV 3aBEPEHO U NOANMCAHO KONMe = aKTYanHoCTTa e 4 roAvHN NPeAn KaHAWAATCTBaHeTo
YAOCTOBEPABA Ce C NOANMC HA CneuManucTa B NPUNOXeHUe 1 Ha HaCTOALUMTE MIUCKBAHUA W Ce Npunarat HeoGXOAUMUTE W3CNeABAHWA, KOUTO
AOKa3BaT NMNcaTa Ha M3KNIoYBaLyM Kputepum no noaTodku 6, 7, 8, 9, 10, 11, 12or 1. B

* Mpu Hanuuue Ha Npuapykasawy 3aGonsBaHus, KOUTO Ca KOHTPaMHAWKAUMA 3a YepHoApoGHa Guoncus ce M3BBLPLBA OueHka puck/ nonsa,
OTHECEHM KbM MPOrHO3aTa Ha CbOTBETHOTO NPUAPYXaBaLlo 3abonasaHe. Tasn oueHka 38ABMKUTENHO Ce BMWCBA B EKCNEPTHOTO CTaHoBMLUE.
TexH. HeycnelweH ONuT Aa e AOKYMEHTUPaH C XUCTONOrMYEH pesynTar, nokassaly HeAOCTATBYHO KONMUECTBO YepHOAPOGHa ThKaH 3a ajeksaTHa
XMCTONOrMYHa NpeueHKa.

** Mpyu cunbTCTBaWM 3a60nsABaHNA € HeoGXOAUMO NPOBEXAaHe Ha KOHCYNTauus CbC CMeUManiucT, NPeal HavanoTo Ha TepanusaTa, KOATO ce
npunara KbM KOMNfieKTa AOKyMeHTU. B Hes 3aAb/MKUTENHO Ce BNUCBA OLEHKa Non3a/puck 3a obLoTo CLCTOAHME Ha nauMeHTa oT NPoBeXAaHeTo
Ha TepanuaTa, CneuuanucTsT, Aan eKCnepTHOTO CTAHOBULLE C& aHraxupa C NPocneAABAaHeTo Ha GoNHUA No Bpeme Ha uanara Tepanus.

T
2
3
4

5. KpuTepuu 3a npoabikaBaHe Ha TepanusiTa (3afAbimkuTeNnHo e Hanu4uMeTo U Ha ABaTa KpUTepus)

1 Hanuune Ha paHeH oTroBop Ha Tpetusi Mecel ¢ Hamanenne Ha HBYV DNA > 1 log 10 B cpaBHeHue C n3xoaHOTO
HUBO

2 Iunca Ha cTpaHMYHK eheKTH U N3KNIYBaLM KpuTepumn no 1. B 4

T opvriHaneH Gyl UK NoAnucaHo v 3asepeto konve (HBV [IHK ce nacneasa ypes konuuecteeH PCR)
2 yAoCTOBEpSiBA Ce C eTanHa enukpusa, noanucaHa ot cneynanucTuTe, HasHavyunm nevyeHueTo
3aGenexka: [py HaNUuMe Ha paHeH BUPYCONOMMYeH OTrOBOP NEYeHNeTo C MHTepdhepoH anda npoabnxkasa 48 ceamuum.

B. U3KINIOYBALLWU KPUTEPUKN

Mcuxuynn 3abonssanns, enunencus

BonHu, 3noynoTpebsiBalln CUCTEMHO C ankoxor, HapkoMaHu, NpoAbkaBaly ynotpebara Ha HapkoTULM, KakTo

1 TakuBa 63 YUCT OT MHTOKCUKaLMs NepUOz, He no-manbk oT 12 meceua. Bonku Ha meTagoHosa Tepanus.

[lekomneHcupata YepHoapobHa uuposa

Texku npuapyxasauyy 3abonsiBaHus Ha CbpAeYHO-CbOBaTa U AuxaTenHara cuctema

ABTOUMYHEH xenaTut

Ko-uncpekumss ¢ HCV — obukHoseHo ce nposexaa neveHue Ha HCV wHekuusita, CbrnacHo CboTBETHUTE

KpUTEpUU

7. CucTemHu 3abonsBaHus Ha CbeAUHUTENHATa ThKaH; TeXK1 (hopMu Ha NCOpUAsUC U peBMaTonaeH apTput

8. HekoHTponUpaH xunep- U XMNoTUPeouansbM

9. AKTUBHW XPOHUMHK BakTepuantin uHgexkLm

10. HeyTponenus (< 750) n TpomBouuTtonerus (< 50 000)

11. HekoHTponupaH 3axapeH auaber

12. XBH 6e3 ananusa

13. Cunbrersawa HIV npu 6poit CD4 <200

14. BpemMeHHOCT 1 KbpmeHe

15. Jlunca Ha cnag Ha HBV DNA ¢ = 1 log 10 IU/ml B kpasi Ha 3-5i Mecel| OT Ha4aroTo Ha NeYeHNeTo B CpaBHeHue ¢
W3XOAHOTO HUBO (NUNCa Ha paHeH OTroBOp).

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

17. CucteMHo HecnaasaHe Ha neyebHaTa cxema OT CTpaHa Ha GoNHWA, C npekbcaaHe noseye ot 1 mecey

18. BkniouBaHe Ha 6ONHWA B KNUHUYHO NpoyyBaHe™

[

Do

* KoMUCHATa, KOSITO @ HasHauuna nevyeHneTo u Habnioaasa 3001, e AnbXHa He3abaBHO Aa yBeaoMu KomucusiTa 3a eKCnepTuaum no un. 78
7.2 o1 330 B LIY Ha H30K. Te3an 6onHu ce 3anucBaT B OTAENEH PerucTLbp U He ryGAT NpaBoTo CU 3a NPOALIKaBaHe Ha NevyeHueTo cnea
NPUKNIOYBaHe Ha KNUHUYHOTO NpoyYyBaHe.

OTroBaps Ha KpUTEpUUTE 3a NeYeHue ¢ B OHOBHA RO3A ..i..cccoccnveivin

noanuc Ha cneyunanucra:.

we; VIBUCKBAHWA HA H30K 3A JIEMYEHWE HA XPOHWUYEH BUPYCEH B XENATUT C UHTEP®EPOH ANTGA U HYKNEOTUAHW
HYKNEO3WAHW AHANO3W HAZ 18 FOAULLUHA Bb3PACT B U3BbHBEOIHUYHATA NOMOLL - B cuna ot 1 anpun 2014 roavna



[image: image4.jpg]NPUNOXEHWE 1B

TNIACT 3A OMPEAENAHE HA KPUTEPUUTE NPU NPOBEXAAHE HA NNEYEHUE HA XPOHWUYEH BUPYCEH B XEMATUT C
HYKNEOTUAHW/ HYKNEO3WAHW AHANO3W HA BEONTHU HAL 18 TOAMULUIHA BB3PACT

[we: R A W G U WO B

|

3abenexka: MeduyuHcKama OOKyMeHmauus, ydocmoeepsiealya 6CeKku om Kpumepuume € rocoYeHa ¢ yugpa e UHOeKC U 3a0b/KUMenHo
npudpyxaea HaCMOAULOMO NPUSTOKEHUE.
H30K He 3annawa neyeHne ¢ KOMGMHMPaHa Tepanus HyKNeoTUAHU/ HyKNeo3uaHN aHano3mn U UHTepgepoH.

A. Kputepuu 3a 3anoyBaHe Ha MbPBU KYPC (3aALIKUTENEHO @ HaIIMYMeTO Ha BCUYKN KpUTepuM)

BuoxumuyHa akTMBHOCT: nosBuweH ALAT > 2 nbTu Haj ropHata pedpepeHTHa rpaHuua npu noHe Ase
1 onpeaensHusi B pamkute Ha 6 meceua. [pu xucTonornyHa akTMBHOCT > F2 nauneHTUTe noanexar Ha nevesve
HE3aBMCUMO OT HUBOTO Ha ALAT '

BupycHa pennukaums:

= HBV DNA > 10 000 copies/ml ( > 2 000 IU/ml), HesaBucumo HBeAg/anti HBe cratyca (cbrnacHo
2 KonceHcyc Ha BAIErEAE ot 2009 r)?
Mpyn xucTonornyeH craguin Ha yepHogpobHata ubposa F3 n F4 nedyeHue ce npoexaa v npu Mno-HUCKK OT
nocoyeHuTe no-rope Huea Ha HBV DNA.

* XMCTONOrMYyHa akKTMBHOCT: Geneau Ha YepHoApPOBHO BbananeHue u ubposa, oueHeHa onucaTenHo unn Ypes

2 uHaekeu (Knodell/ Ischak; METAVIR)

TNunca Ha M3KNouBaWM KpUTepUM no T. B (Npu aHaMHECTW4HW AaHHM no T. 2 oT B e Heobxoaumo aa ce

s npe/CcTaBn eKCNepTHO CTaHOBMLLE OT NeKyBalWmnsA NCMXMaThLpP, CNeLUanucT no neyeHne Ha 3aBMCUMOCTH)

' Ha opuruHanHa 6nanka ot naGopaTopus (3aBepeHo W NOANKMCAHO KOMKe); NPU Hanu4Me Ha XOCnUTanu3auns ce npunara enukpuaa ¢ Homep U3
? opuruHaneH duw unu nognucaro u sasepeto konue (HBV DNA ce uacneasa c konuuectaeH real time PCR ). Ha neuetune ¢ Hykneotuaxn/
HYKNEO3MAHM aHAN03M NoanexaT 1 GONHM Ha UMYHOCYNPECHBHA TEpanis NPEeAN U Criej OpraHHa TPaHCNNaHTaUMA He3aBucuMo OT Hueara Ha HBV
DNA. B Tesn cnyyau KM MeAvLMHCKATa AOKYMEHTAUWs Ce MpeAcTaBs enukpusa ¢ Homep W3 oT ocbliecTBeHa opraHHa TpaHcnnaHTauus,
aMGyna'ropeu NIUCT OT NperneA Np1 CNeLnanicT 3a NpoBexXaaHa UMyHOCYNpecuBHa Tepanua

opurunanna 6nakKka oT XMCTONOrMYHO U3CNeABaHe UNi 3aBepeHo U NOANUCAHO KONUe — aKTYanHocTTa @ 4 roAMHU NPeAn kKaHAWAaTCTBaHeTo

* yaoctosepsBa ce C NOANUC Ha CMeLManucTa B NpUNoxXeHue 1 Ha HacTOALUTE UIUCKBAHWA M Ce npunaraT HeoGXOAMMUTE U3CNEeABaHUS, KOUTO
AOKa3BaT nuncaTa Ha U3KNIYBaLM Kputepun no noatoukn 4,5 1. B
* Mpu Hanuuve Ha NpuApyxasawy 3abonsBaHus, KOUTO Ca KOHTPaMHAMKAaUuA 3a YepHoapobHa Guoncus ce M3BbPLUBA OLEHKA PUCK/ nonaa,
OTHECEHM KbM NPOrHO3aTa Ha CLOTBETHOTO NPUAPYXasalwjo 3aGonssaHe. Tasu OUEHKA 3aABLIKUTENHO Ce BNUCBA B EKCMEPTHOTO CTaHoBULE.
TexHUUeCkM HeyCneleH ONUT Aa @ AOKYMEHTUpaH C XWCTONOMMYEH pesynTar, nokassaly HeAOCTATLYHO KOMMYECTBO YepHoApobHa TobkaH 3a
ajieKksaTHa XUCTONOrMYHA NpeLeHKa.

Mpu AeKOMNeHcUpaHa uMpo3a (Bapuum, acuuT, MKTep) - NneyeHue ¢ NamMUBYAWH, He3aBUCUMO OT HMBO Ha HBV DNA v paBHocTTa

Ha XMCTONOTMYHOTO M3CneaBaHe.

5. KpuTepum 3a npoabnkasaHe Ha TepanusTa (3aQbiKUTeNeHO e HanM4MeTo U Ha ABaTta KpuTepus)

Hanwme Ha paHeH OTroBOp Ha TpeTusi mecel ¢ Hamaneune Ha HBV DNA > 1 log 10 B cpaBHeHWe ¢ U3xoaHOTO
HmBo '

2 MNocreagallo U3MepBaHe 1 3aabIKUTENHo npocneassade Ha HBV DNA npes uitepsan ot 3 meceua™

Iunca Ha cTpaHN4HK eeKTh U N3KNIYBaLM KpUTepum no 1. B *

' opuruHanen oyl unK NoanUcaHo M 3asepeHo konve (HBV DNA ce uscneasa c konuuecteeH PCR)

? yaocTosepsBa Ce C NOANUC Ha CNeLManucTa B NPUNOXEHNE 1 Ha HACTOALLUTE M3MCKBAHUS

* MpOABLMKUTENHOCTTA Ha NEYEHUETO Ce OnpeAens OT BUPYCONMOrUYHUA OTFOBOP M TeXecTTa Ha YepHoapobHata Gonect, cnea opobpenve ot
eKcnepTHa KOMUCHA.

Lo an Hanuyue Ha BupyconoruyeH npoﬁul CE Hanara W3BbplUBaHe Ha u3cneaBaHe 3a MyTauun U AOKasBaHe Ha Pe3nCTeHTHOCT. I'Ipvn AOKa3BaHe
WM Ce NpemuHaBa Ha Tepanus ¢ Apyr NeKapcTBEH NPOAYKT, CbrnacHo npuetus Kokcencye Ha BAr 2013 r.

B. VI3KnIO‘~|BALI.1H KPUTEPUM
Jluua noa 18 roauwka Bb3pact

2. BonHu, 3noynoTpebsiBall CUCTEMHO C AnKoXon, HapkomaHu, NpoAbkasaluy ynotpebara Ha HapkoTULW, KakTo
1 TakuBa 6€3 YMCT OT MHTOKCUKALMS NEePUOA, He No-manbk ot 6 mecela

3. KowHdpektupanu naumeHTu ¢ xenatut C supyc [HCV] unu xenatut D supyc [HDV])

4. BpemeHHOCT U kbpmeHe (BpemeHnn B Ill-T TpumecTbp Ha GepemenHocTTa ¢ HBV DNA > 100 000 000 cp/ml (>
20 000 000 IU/ml moraT aa 6baarT mekyBaHw Mpu npeueHka Ha puck/ nonsa, B Te3n cry4au ce npejcrass
ambynaTtopeH NUCT OT nperneza nNpu rmHekornor)

5. Jlunca Ha paHeH OTroBOp B Kpas Ha TPeTWs Mecel, T.e nunca Ha HamanssaHe Ha HBV DNA ¢ > 1 log 10 B
CpaBHEHMUE C N3XOHOTO HUBO.

6. CucTemHo Hecna3ssaHe Ha neyebHaTa cxema no BuUHa Ha GONHUA, C NpekbcBaHe noseve oT 3 meceua

7. BkniouBaHe Ha 60NHUA B KNUHUYHO NpoyyBaHe*

KomucunaTa, KOATO e HasHauuna nevexuero u Habnopasa 30/, e AnbxkHa He3ab6aBHO Aa yBeAoMMu Komucusita 3a ekcnepTvamn no un. 78
7.2 o7 330 B LIY Ha H30K. Tean 6onHu ce 3anucear B OTAENEH PerucTbp M He ryGAT NPaBoTo CU 3a NPOALINKaBaHe Ha NnevyeHueTo cnea
NPUKIIOYBaHe Ha KNMHUYHOTO NPoyYBaHe.

OtroBaps Ha KpuTepuuTe 3a neveHue ¢ B AHeBHa nosa

NOANMUC HA CNELMANIMUCTAL. ...

& VIBVUCKBAHUA HA H30K 3A NNEYEHWE HA XPOHWUYEH BUPYCEH B XENATUT C UHTEP®EPOH AJI®A TN HYKNEOTUAHW/
HYKNEO3MAHW AHANO3U HAZl 18 FTOULIHA Bb3PACT B U3BbHBONHUYHATA MOMOLLL — B cuna ot 1 anpun 2014 roauHa
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1. NEKAPCTBEHMU NPOAYKTW, Bknioyenn B MNpunoxenne 1 Ha MNC, kouto H30K 3annawa B cLoTeeTcTBMUE C
AEUCTBALUUTE HOPMATUBHU AOKYMEHTH.

DPUNOXKEHME 2A

MKB

[O3A U CXEMWU HA NEYEHUE

INTERFERON ALFA-2A

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

1 6p / ceamuyHo

PEGINTERFERON ALFA-2A

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

1 6p / ceamnuHo

LAMIVUDINE B18.1, K74.0, K74.6 100 mg / AHeBHO
TENOFOVIR DISOPROXIL B18.1, K74.0, K74.6 245 mg / pHeBHO
ENTECAVIR B18.1, K74.0, K74.6 0.5 mg / pHeBHO
TELBIVUDINE B18.1 600 mg / AHeBHO

2. NPOCNEAABAHE

3abenexka: aKkTyanHocTTa Ha M3xoaHoOTo uscneasane Ha HBV DNA e o 6 meceua npean kaHauaaTcTBaHeTo.

Ta6nuua 1 MPOCEAABAHE HA BONHU C XPOHWYEH BUPYCEH B XEMNATUT NPU NIEYEHUE C UHTEP®EPOH AN®A

Ilepuon Ha nevenne *

MNpocnepsiBaxe

oon

WacneaBanus
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3abenexka: npu 6ONHM C NMNCa Ha PaHeH BUPYCONOrMYEH OTTOBOP NEYEHUETO Ce Crnnpa.

* TepanusTa e ycnewHa npu gocturase Ha HBV DNA < 100 000 cp/ml u Hopmanuaupaxe Ha ALAT. Mpu HBeAg (+) — nocturase Ha HBeAg

CepoKOHBEpPCUA.

% W3NCKBAHUA HA H30K 3A NEYEHWUE HA XPOHWYEH BUPYCEH B XEMATUT C UHTEP®EPOH AJIGA MU HYKIIEOTUAHW/

HYKNEO3WAHW AHANO3W HAZ 18 FOLLHA Bb3PACT B U3BbHBEOIHUYHATA MOMOLL - B cuna ot 1 anpun 2014 rogvHa




[image: image6.jpg]** criep 6-TUsi Mecew OT CriMpaHe Ha neveHUeTo npe3s 4-6 Meceua ce KOHTPONMPaT aMUHOTPacGepasy N NP MHAMKALUWN — BUPYCONOTUYHN
nacneasaHus

*** ko-uHpekumusita ¢ HDV noagnexy Ha neuenne ¢ uHtepdepoH B Aoza 6 MIU 3 x ceaAMUyHO Unn nerunupad nHTepdepoH (1¢hnakoH ceamunyHo)
3a 12 meceua. flokazsane Ha HDV RNA ¢ PCR meTtoauku.

**** Bbg BPb3ka C HOBUTE AaHHU 33 3HAYEHWETO Ha CepymMHUTEe HUBa Ha HBSAQ 3a oueHsBaHe Ha edekTa OT NpunaraHoTo neyeHue ce sbeexaa
KaTo ONuus KONMYECTBEHO u3MepeaHe Ha HBSAQ Ha onpeAenexuTe eTany.

Ta6nuua 2 MPOCEAABAHE HA BONTHU C XPOHUYEH BUPYCEH B XENATUT NPU NEYEHWUE C HYKNEOTUAHW/

HYKNEO3UAHW AHAIO3U
Mepuoa Ha neveHne MNpocneassane*

W3cneasanus waxophn | 3m. [ 6m. [ 9m [ 12m + Ha BCeKM 3 M.
XEMATONOrMYHU
XemMornobuH v v v % v v
EpUTPOLINTI v v v % v v
NEeBKOUMTI v v v % v v
TpoMBouuTH 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
06wy 6entbk v v v v v v
anbymuH v v v v v v
6unupybun v v v v v v
KpeaTUHUH v v v v v v
KpbBHa 3axap v v v v v v
NMKOYHa KucenuHa v v v v v v
BUPYCOJTIOrMYHU
HBeAg/ anti Hbe ¥ v v v*
HBV DNA v v v v %
HBsAg/ anti HBs ¥ v*
anti HDV v

3abenexka: npu 6ONHK C NUNCa Ha paHeH BMPYCONOMMYeH OTrOBOP NEYEHNETO Ce cnupa.

* NpocreasiBaHeTO Ce M3BLPIWBA Ha BCEKM 3 Meceua; Ha Bceku 6 meceua ce uscnensa HBeAg/ anti HBe; Ha Bcekn 12 meceua ce
uacnensa HBsAg / anti HBs.

KpatkotpaitHo .nevenne: Mpu Tepanus Ha HBeAg (+) naunexTu B cnyvait Ha nossa Ha HBeAg-CepoKOHBEPCHSA N0 Bpeme Ha NeyeHuTeTo (HBeAg
(-)/anti-HBe (+) cTatyc), TepanusTa Moxe Aa Gbae npekpateHa B cneasawure 6-12 meceya

Ko-uHcpekuusita ¢ HIV HAMa KOHTPaMHAWKaLMU 38 NeYeHUe C NepopanHi NPOTMBOBUPYCHN CPEACTBA.

Mpu A0KasaHa Pe3UCTEHTHOCT/MYTaLMW KbM ONPEeAENeH NekapcTBeH NPOAYKT @ NPenopbYUTenHo 3a MHTepBan oT 3 mMeceua Aa ce 3acTbNAT Asa
nekapcTBeHu npoayKTa.

Il. OB UBNCKBAHUA

1. Bb3pacToBaTta rpaHuUa Ce U34YUCISBA B HAaBLPLIEHU rOANHN - T.€. BKMIOYMTENHO KbM AaTtaTta Ha usjaeaHe Ha npoTokona ot
cneuvanuaupaHara KoMUCHs.

2. Mpn HasHayaBaHe Ha Tepanusi NO MPOTOKON 3aALIKUTENHO ce ChobpassBaT Bb3pPacToBNTE OrpaHNYeHNs CbrnacHo kpatkata
XapaKTepucTuka Ha CbOTBETHUS NeKapeTBEH MPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30K He 3annaua neyexne U3BbH ykasaHara Bb3pacToBa rpaHuLa 1 nokasaHus B kpatkata xapaktepucruka Ha npoaykra.

4. H30K He 3annauya nevyeHue ¢ [03v Haj, MakCUMarnHo paspeLueHnTe no Kpatka xapakTepuctuka Ha npoaykra.

5. B cnydail Ha HacTbnuna NojoavpaHa Hexenawa nekapcTeeHa peakuvs, nekapst yseaomssa WAJI no peaa Ha un. 183 ot
3MINXM. Konue ot cbobLyeHneTo ce npunara kbM MeauLMHckaTa gokymeHTaums Ha 330J1 npu kaHauaaTcTBaHe 3a nevexve.

6. KOMUCUATA, uspgana npotokona Ha 30J1, cbxpaHsBa BTOPU €K3eMNAP Ha MPOTOKONMa M BCUYKN Heobxoaumu
AOKYMEHTH 3a U3aBaHeTO My.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHoeaHue u4ni. 56 om HayuoHaneH pamkoe 002060p 3a MedUUUHCKUME
deiiHocmu 3a 2014 200uHa (06H., 4B, 6p. 3 om 10.01.2014 2.) u enusam e cuna om 1 anpun 2014 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnoeusima u peda 3a 3annawase Ha nekapcmeHu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 6 XxymaHHama meoduuyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHuU XpaHu 3a creyuanHu
meouyuHeku yenu (o6H., OB, 6p. 31 om 2007 2.).

& VIBUCKBAHWUA HA H30K 3A NEYEHWE HA XPOHWUYEH BUPYCEH B XEMNATUT C UHTEP®EPOH AJI®A U HYKNEOTUAHW/
HYKNEO3WAHN AHANIO3M HAL 18 FOAULLIHA Bb3PACT B U3BBHBOIHUYHATA MOMOLL ~ 8 cuna ot 1 anpun 2014 roauna
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W3NCKBAHWA HA H30K 3A NEYEHWE HA XPOHWYEH BUPYCEH B XEMATUT C UHTEP®EPOH AN®A UNU HYKNEOTUAHW/
HYKNEO3WUAHW AHANO3W HAJ 18 TO[IULLHA Bb3PACT B U3BbHBONIHNYHATA NOMOLL, - B cuna ot 1 anpun 2014 roauHa





