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MpOTOKONBT Ce M3faBa OT CMEUMANUCTU - raCTPOEHTEPONIO3N OT CMEeLManu3upaHa KOMUCUS B feveGHU 3aBedeHus 3a
BGonHuyHa nomow, cknoumnnu gorosop ¢ H30K. Cneumnanmanpannte KOMUCUM Ce Cb3AaBaT CbC 3anoBes Ha AUpeKTopa Ha
nevebHoTo 3aBeneHne B cneanuTe J13: MacTpoeHTeponorMyHa KnuHUka B YHueepcutetckute 6onuuum 8 rp. Cocpusi, Mnosave,
BapHa, MneseH, Crapa 3aropa, BMA — rp. Cocusi, MU — MBP — rp. Cocbusi, MBAJT “Tokyaa Bonkuua Codus”, Y6 Jlosenen”.

I. PEA 3A 3ABfPﬁBAHE HA NMPOTOKONUTE

MpoTokonn 3£ 3anoysaHe Ha TepanusTa

= MonbnHeHo U NOANUCAHO Konue OT Npunoxexue 1 - nucr 3a onpeaensHe Ha
KputepumTe (N0 T.A) C BCUUKN HEOBX0AUMU U3CneaBaHus

= Etanna enuKpu13a, BKNoYBalLa BCUYKW U3CneaBaHns 3a npeaxoxaawure 6 meceua
no Tabnuuara sa npocneassaHe Ha NPUNOXeHue 2 (npunazam ce U Ha opuauHanHa
CMELMANU3NPAHA |—>] 6narka unu 3aeepeHo Konue)

KOMUCUSA L Excnepmo CTaHOBMLUE C fiCHA MeAULIMHCKa MOTUBALMSA (JEABH)KMTEHNO ce
0T6eNsA38a NUNCa Ha MIKNIOUBALLYM KPUTEPUM (TOONUCAHO OM BCUYKU YNIEHOBE Ha

creyuanuaupasama Komucus)
= “lpoToKon 3a npeAnuceaxe Ha nekapcTea, 3annawanin or H30K/P3OK” — o6p. M3-
H3O0K (nodnucan om ecuyku yneHose Ha creyuanuaupaxama KoMucus)

Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LIY Ha H30K —®| npotokona B P30K

MpoToKoNM 33 NPoALIKaBaHe Ha TepanuaTa

= MonbnHeHo 1 noanucaHo Kkonue ot npunoxexue 1 - nuer 3a onpeaensiHe Ha
kputepuute (no T.6)
» EtanHa enuKpu3a, BKNiYBalla BCUYKKU n3cneasaHus no Tabnuuara sa npocneaasaxe

CMELMANU3NUPAHA Ha npunoxenue 2 (npunazam ce u Ha opuauHanHa 6naHKa unu 3aeepeHo Konue),
KOMUCUSA amBynaTopeH NUCT OT NocneaHUs Npernea nNpyu cneumanuet
L EKCI"EPTNO CTaHOBMUE C ICHA MEULIMHCKA MOTUBALMA (3aABIKMTENHO Ce

oT6Gens3Ba NMNCca Ha U3KIoYBALLM KPUTEPUN (MOAMIUCAHO OM 6CUYKU YNleHOse Ha
crneyuanuauparama KoMucus)

= “NpoTokon 3a npeAnvceaxe Ha nekapcTsa, sannawatu or H3OK/P3OK” — o6p. M3-
H3O0K (nodnucan om ecuyku yneHoee Ha crneyuanuaupaxama KoMUcusi)

Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LIY Ha H30K —®| npotokona B P30K

Il. OBLUW NONOXEHUA
1. 33011 nopasa noaroTeeHuUTe AokymeHTH B P30K, Ha TepuTopMsTa Ha KOSTO @ Hanpasuno u3Gop Ha OMJl. JokymeHTuTe
BKNOYBaT:

1.1 3asisnenue o upektopa Ha PSOK.

1.2 MonbnHeHo u noanucaxo npunoxenue 1. Monbnea ce N0 CbOTBETHaTa TOYKa W Ce Mpunara oTpaseHata B UMCHPOB
VMHAEKC MEAMLIMHCKA JOKYMEHTALVS, Y0CTOBEPSBALLA BCEKI €AMH OT KpUTEpUUTe.

1.3 MbnHUAT HaBop n3cneaBaHus (PU3NKaNHU, MHCTPYMEHTaNHU U nabopaTopHu), OTPaseH B NpUNoXeHue 2.

1.4 “TpoTgkon 3a npeanMcBaHe Ha nekapcTsa, 3annawann ot H30K/P30K" — 06p. M3-H3OK. Mpunara ce opurikan Ha
npoTokona, a fipu KaHAMAATCTBaHe 3a NPOAbIKABaHE Ha TepanusaTa ce NpeaCcTaBs OpUrMHan Ha npeaxoaHwWs NpoTokon ¢
OTpaseHu BCUYKN Ha3HaYeHus no Hero.

1.5 [leknapaums 3a uHgopMUpaHo cbrnacue no obpasel (npunoxexue 3).

2. P30K npuema fokyMeHTMTE NO T. 1 Criea cnpaBka OTHOCHO 3APaBHOOCUTypUTenHuA cTatyc Ha 33011,

2
W3NCKBAHNA HA H30K MPU U3JABAHE HA MPOTOKONN 3A NMPOBEXOAHE HA NEYEHWE HA BOJIHU C HBV C UHTEP®EPOH
ANGA NN HYKNEO3UAHW/ HYKNEOTUAHN AHANO3N
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3abenewka: MeouLuHCKama OOKyMeHmauus, ydocmosepAealla 6CeKl om KpUMEpUUMe 6 oCoYeHa C Uupa 6 UHOBKC U 3adbrKUmento
nNpudpyxaea HaCMOAULOMO NPUITOKEHUE.

A. KpuTepuu 3a 3anoysaHe Ha NbpBM KypC (3aALIMKUTENHO € HAIMYNETO Ha BCUYKU KpUTepum)
BuoxumuyHa aktusHocT: noBuweH ALAT>2 nbTu Haj ropHaTa pechepeHTHa rpaHula npu NoHe Ase onpeaensiHua
B pamkuTe Ha 6/meceua
BupycHa pennukauus ypes konuyectseH PCR:

= HBV.ONA Hag 10 000 copies/ ml (>2 000 U/ml), Hesaeucumo ot HBeAg / antiHBe cTaTtyca (cbrnacHo

Konoe‘ c Ha BAMEEAE ot 2010 T1.)
Mpu xucmonoauyeH cmadul Ha YepHodpobHama ¢ubposa F3 u F4 neyeHue ce Npoeexda u NPuU NO-HUCKU OM NOCOYEHUME Mo~
20pe Huea Ha HBY DNA.
XucTonoruyHa akTMBHOCT: 6enesu Ha YepHoAPOBHO BbananeHue u ubpoaa, OLEHeHa OnucaTesnHo 1 Ypes MHAEeKCH
(Knodell/ Ischak; METAVIR) * ~xuctoriorvyna aktueHocT>A2 u dubposa > F2
Tunca Ha ual MBaLW KPUTEPUKN NO T. B 7 (NP1 aHaMHECTUYHYM AaHHK N0 T. 2 oT B e Heobxoaumo aa ce
NPeACTaBN EKCHIEPTHO CTAHOBMILE OT NeKyBaLNs NCUXUATLP CNEUMANUCT NO NeYeHue Ha 3aBUCUMOCTH)
T Ha opuriHanHa 6nanka oT NabopaTopua (3aBEPEHO W MOANMCAHO KONWE); NPI HANUYME Ha XOCTUTANN3aLNs Ce npunara enukpusa ¢

Homep U3
2 opurMHaneH uw unu nognucaHo u sasepero konue (HBV IHK ce nscnessa konudectse real time PCR)
3 opuriHaiHa BnaHka OT XMCTONOMMYHO M3CTIEABAHE WM 3aBEPEHO U MOANUCAHO KOMME — aKTYANHOCTTa € 3 OA. NPeAU KaHAWAATCTBAHETO
YAOCTOHEPABA Ce C NOAMUC Ha CNeuManiucTa B NPUNOXeHUe 1 Ha HaCTOALLMTE W3NCKBAHWA U Ce npunarat HeoOXO4MMUTE U3CneaABaHus,
3BaT NIUNCATa Ha M3KNIOYBALLM KPUTEPUM N0 NoaTo4kM 6,7, 8, 9, 10, 11,1201 T. B

: Mpy Hanuuve Ha NPUAPYXasawn 3aBONABAHWUA, KOUTO Ca KOHTPaNHAMKALMA 3a YepHoApoGHa Guoncus ce n3sbpLBa OueHka
HW KbM NPOTHO3ATa HA CLOTBETHOTO MPWAPYXABALLO 3a60NABaHe. Tadh OLEHKA 3aALMKUTENHO Ce BIMCBA B EKCNIEPTHOTO
cTaHoBuWe. TEXH. HeyCnewWeH onuT Aa € AOKYMEHTUPaH C XUCTONOrMYEH PeaynTat, Nokaseay HeAOCTaTBYHO KONMYECTBO YepHOAPOGHa ThkaH 3a
ajeKBaTHa XUCTONOTMYHA NPELieHKa.

B. Kputepuv 3a npoabrixaBaHe Ha TepanusiTa (3aAbKUTENHO e HaNIMYMETO U Ha ABaTa KpUTepus)

Hanuune Ha paHen oTroBop Ha Tpetus Mecel| ¢ HamaneHue Ha HBV DNA > 1 log 10 B cpaBHeHue C 3XOAHOTO HMBO !

Tlunca Ha CTPaHU4HY eeKTM M U3KTIOYBALUN KpUTEPUM N0 T. B 2
T OpUrMHANeH (UL WAW NOANMCAHO 1 3aBepeHo Konme (HBV [IHK ce Wacneasa Ypes KonndecTaen PCR)
z)/AOC‘TOB ABa Ce C eTanHa enukpu3a, NoANMCaHa oT CNeunanucTuTe, HasHauyunu NeYeHneTo
3abenexka: NPy HanMuMe Ha paHeH BUPYCOMNOrMUYEH OTFOBOP NEYEHNETO C MHTepthepoH arnda npoabxkasa 48 ceamuum.

B. U3KITIOYBALLIN KPUTEPUK
1.| Meuxuunm sabonsasanus.
BonHu, 3noynoTpeBABALLN CUCTEMHO C aNKOXO, HApKOMaHK, NPOABMKABALLM YNOoTpeGaTa Ha HAapKOTULW, KaKTO
¥ Takusa 6es YNCT OT MHTOKCUKALMSA Nepuoa, He No-manbk oT 12 mec. BonHu Ha MeTafoHoBa Tepanus.
3.| [ekomneHcupaHa yepHoApobHa umposa.
4. Texxu npuapyxasally 3aboNsABaHNA Ha Cbp/IeYHO-CbAi0BaTa U AuXaTenHara cuctema.
5. ABTOMMyHeH xenaTut.
6.| Ko-uncpexumsi ¢ HCV — obukHOBEHO ce npoBexa nevetne Ha HCV MHEeKUMsTa, CbrnacHo CboTBeTHUTE
KpuTEpUM.
7. CuctemHu 3abonsiBaHns Ha CbeAMHUTENHATa ThKaH.
8. HekoHTponupaH xunep- u xunotupeonansvm (TSH).
9. AKTUBHW XpOHWU4HM BakTepuantu uxdekumu (MKK ¢ AKK).
10. HeyTponeHusi (< 750) u TpomBoLmToneHus (< 50 000) (MKK ¢ AKK).
1
1
1
1
1

. HekoHTtponupaH saxapeH auaber.

2. XBH 6e3 avanuaa (061 6enTbk, anGyMuH, KpeaTuHH).

. Cenwbrereawa HIV npu 6poi CD4 < 200 (anti HIV).

4. BpeMeHHOCT 1 KbpMEHe.

. Junca Ha cnap Ha HBV DNA ¢ = 1 log 10 IU/ml B kpas Ha 3-5 Mecel OT Ha4aroTo Ha NIeYeHUETO B CPaBHEHNe C
WU3XOZ\HOTO HUBO (NUNCa Ha paHeH OTroBOp).

16. Hucka supycta pennukauus HBV DNA < 1000 copies/ mi (<200 1U/ ml).

17. CvcTemHo HecnassaHe Ha nevebHaTa cxema OT CTpaHa Ha GOMHMs, C NpeKbCBaHe nosevye oT 1 Mecel.

18. BkniouBaHe Ha GONHWSA B KIWHUYHO NpoyYBaHe*.

* KomucusTa, KORTO @ HasHauuna neyeHneTo u Habnioaasa 33001, e AnbxHa HesaGaBHO Aa yBeaoMu KomucusTa 3a ekcnepTuau no un. 78
B LY Ha H3OK| Tean GonHu ce 3anucBaT B OTAENeH PerucTbP W He ryGST NPaBOTO CM 3a NPOALIKABAHE HA NEYEHUETO cnea
NPUKNIOYBAHE HA KTMHMYHOTO NPOyYBaHe.

OTrosaps Ha KpuTepuuTe 3a NneyeHue ¢ BAHEBHA 032 ...

MOANMC Ha cneuvanucTa:

3
W3NCKBAHWNSA HA H30K MPY U3LABAHE HA MPOTOKON 3A MPOBEXAAHE HA IEYEHWE HA BOJIHW C HBV C UHTEP®EPOH
ANOA UM HYKNEO3NAHW HYKNEOTUAHM AHANO3U
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3abenexxka: meduyuHckama OOKyMeHmayus, yoocmosepseausa eceku om Kpumepuume € nocoyeHa C Uugpa 6 UHOBKC U 3a0bIKUMenHo

npudpyxaea HaGMOAUOMO NPUNOKEHUE.
H30K H¢ 3annawa neyeHue ¢ KOMGUHMPaHa Tepanusi HyKNEOTUAHWHYKNEO3NAHU aHANIO3N M MHTEPDEPOH.

A. Kputepum 3a 3anoyBaHe Ha MbpBY KyPC (3aALIKMTENEHO € HANMYNETO Ha BCUYKU KpUTEpnM)

BuoxumnyHa akTMBHOCT: noBuweH ALAT>2 nbTv Haa ropHata pedepeHTHa rpaHuLa Npy NoHe JBe onpeaensHus
B pamkuTe Ha 6|Meceua. lNpu XMCTONOrMYHa akTUBHOCT > F2 nauueHTUTe noanexar Ha neyeHne Hesasucumo ot
HUBOTO Ha ALA

BupycHa pennpkaums:
= HBVDNA> 10000 copies/ ml (>2 000 IU/ml), Hesasucumo HBeAg/anti HBe cratyca (cbrnacHo KoHceHcyc
Ha BAFETEAE ot 2009 1)
Mpu xucTonorugeH craauit Ha yepHoapoBHaTa cmbposa F3 u F4 nevenne ce nposexaa 1 npu No-HUCKM OT
nocoyeHuTe no4rope Huea Ha HBV DNA.

* XuctonornyHa akTMBHOCT: Geneav Ha YepHoapoBHO Bbananexue u hnbposaa, oueHeHa onucaTenHo unu Ypes
wHaekcu (Knodell/ Ischak; METAVIR)

Tunca Ha u3l BalLy KpuTepum Mo T. B 7 (N1 aHaMHECTUYHYM AaHHK N0 T. 2 OT B e Heobxoaumo fa ce
NpeacTasy eKCHePTHO CTaHOBMILE OT NEKYBALMS NCUXUATLP CMIELUMANIACT MO NeYeHue Ha 3aBUCUMOCTH)
T wa opuriHanHa 6nanka or nabopaTopus (3aBEPEHO W NOANUCAHO KONWE); NPW HANNYME Ha XOCNMTANM3aUUA Ce Npunara enukpuaa ¢
Homep W3
opvriHanes ww uiv noanucako u sasepeto konue (HBV DNA ce uscneasa c konuyectseH real time PCR ). Ha neuenve ¢
HYKNeo i/ HYKNEO3MAHM aHano3n noAnexar U 6OMHI Ha MMYHOCYNPECUBHA Tepanusi NPeAn v Criej OpraHHa TPaHCNNaHTauus

HE3aBUCUMO OT HMBaTa Ha HBV DNA. B Te3n cnyqan KbM MeAMLMHCKaTa A0KyMEHTALMA Ce NpeACTaBA enukpusa ¢ Homep U3 ot

3BT NANCATa Ha M3KNIOYBALLM KPUTEPUM NO NOATOYKM 4,5 T. B

Ha OpraHHa TPaHCNNaHTauws, amGynatopeH SIUCT OT NperneA NPy CNEeUManucT 3a NPoBeXAaHa UMyHOCYNpecHBHa Tepana
Ha BnaHka OT XUCTONOMMYHO U3CNEABAHE UMK 3aBEPEHO U NOANUCAHO KOMKE — aKTyanHoCTTa @ 3 roA. NPeAu KaHAWAATCTBaHETo;
pABa Ce C NOANUC Ha CNeuManicTa B NPUNOKEHUe 1 Ha HaCTOALIUTE UIUCKBAHWA W Ce Npunarat HeoGXOAMMUTE 3CNeABaHMA,

ka: pu Hanuyne Ha Npuapyxasaluym 3aGONABAHMA, KOUTO Ca KOHTPAMHANKALMA 3a YepHOAPOGHa Groncus ce M3BBLPLIBA OLEHKA
pUCK/ NON3a, OTHECEHM KbM NPOrHO3aTa Ha CbOTBETHOTO NPUAPYXaBaWo 3aGonseaxe. Tasu OLEHKa 3aABIKUTENHO Ce BNUCBA B eKCNEepTHOTO

cTaHosuule. TexH, HeyCneleH OnuT Aa & AOKYMEHTUPAH C XWCTONIOTMUEH Pe3ynTar, rokagsauy HEAOCTATBYHO KONMYECTBO YEPHOAPOGHA ThKaH 33

apeKsaTHa XMCTOMIOMMYHA NpeueHKa.
Mpw Aex
Ha XMCTONOTUYHOTO M3CneaBaHe.

B. Kputépuum 3a Nnpoab/kaBaHe Ha TepanuaTa (3aAb/HKUTENIEHO @ HaNMYMEeTO M Ha ABaTa KpUTepus)

NeHCUpaHa UMpo3a (Bapuum, acuuT, MKTep) - neyeHue C NaMMBYAWH, HE3aBUCUMO OT HUBO Ha HBV DNA u nasHocTTa

Hanuuve Ha paleH 0TroBop Ha TpeTus Mecel ¢ Hamanenue Ha HBV DNA > 1 log 10 B CpaBHEHWE C 3XOAHOTO HUBO d

Mocnepsaluo gmMepsaHe u 3aAbMKUTENHO npocneassane Ha HBV DNA npes wHTepean o 3 meceua*™

Iunca Ha crpnﬁmwuu eeKT! U U3KMIYBaLLM KpuTepun no 7. B 2

T opwruraheH dui unu noanucaro u 3asepeno konve (HBV DNA ce uscneasa ¢ konudectsen PCR)
2 yAOCTOBEPABA CE C NOANMC HA CMIeLMANUCTa B NPUNOXKEHME 1 Ha HACTOALNTE MSUCKBAHNS

3abenexka: Npu HanUYMe Ha PaHeH BUPYCONOrMYEH OTIOBOP NEYEHNETO C HYKNEOTMAHW/ HYKNEOSMAHM aHano3n NPOABLNXABA A0 5 roANHM
B Tean Cnyyav npi HanW4Me Ha BUPYCHA U GMOXMMWYHA AKTHBHOCT B PAMKWTE Ha 12 Mecewa CieA MPUKTIUBAHE Ha NeUEHNeTO Cnej NpeLeHKka Ha

PUCK / NON3a OT TPUMA BLHILHM excnepTh Ha H3OK, ce B3ema pelueHve 3a neyeHue C Apyr HyKNeoTUAEH/ HYKNeOo3UAGH aHanor unn HTepdepoH.

** Ipu HANW4WE HA BUPYCOMOTMYEH NPOGME Ce Hanara W3BLPLWBAHE HAa W3CNEABAHE 33 MyTauWM W AOKasBaHe Ha pesucTeHTHocT. Mpu

AOKa3BaHe UM ce NpeMWHABA Ha Tepanis C APYr NekapcTeeH NPOAYKT, Cbrnacko npueTha Koncencyc Ha BAM 2012 .

B. U3KIMKOYBALLN KPUTEPUN
1.| Juua nog 18 roauiuHa BbL3pacr.

2.| BonHu, 3N10yNOTPEBABALLY CHCTEMHO C aNKOXON, HapKOMaHK, NMPOABLIKABALUYM ynoTpe6aTa Ha HapKOTULM, KaKTO

¥ TakuBa 6€3 YUCT OT MHTOKCUKALWMS NEpUOZ, HE Mo-Manbk oT 6 Mec.
3.| Koundpektupanu naumenu ¢ xenatut C supyc [HCV] unu xenatut D supyc [HDV])

amBynaTopeH NUCT OT NperneA nNpu rMHeKonor).

5. Junca Ha paHeH OTroBoOp B Kpas Ha TPeTUsi MeceLl, T.e nunca Ha HamansisaHe Ha HBV DNA ¢ > 1log 10 8

CpaBHEHME C U3XOAHOTO HMBO.
6./ CucTeMHo Hecnassake Ha neyeGHaTa cxema o BuHa Ha GonHus, C NpekbCBaKe noseye oT 3 Meceua
7.| BkniouaHe Ha BONHUSA B KNUHUYHO NpoyyBaHe™.

4.| BpemeHHOCT U kbpmeHe (BpemenHi B IIl-T TpumecTLp Ha GepemenHocTTa ¢ HBV DNA > 100 000 000 cp/ml (>
20 000 000 IU/ml moraT Aa GbAaT NeKyBaHn npu NpeueHka Ha puck/ nonsa, B Te3n cnyyan ce npeacTass

KomucunTa, KosITO e Ha3Hauuna nevexmeTo u Habnionasa 33011, e AnbxHa He3aGaBHO Aa yBeaoMM KomucksTa 3a excnepTuan no un. 78
8 LY Ha H30K, Tean GONHM Ce 3anMCBaT B OTAENEH PETMCTLP W He ryGST NPAaBOTO CH 3a NMPOALIKABAHE HA NEYEHMETO Cned

NPUKNIOYBaHE HA KIIMHUYHOTO NPOyYBaHe.

OTroBaps Ha KpUTEpUUTE 3a NeveHue ¢ B AHEBHa A033

MOANMC Ha CneumanucTa:....

u WU3UCKBAHMA HA H30K NMPU U3JABAHE HA NPOTOKONM 3A NPOBEXXAAHE HA NEYEHUE HA BOJIHM C HBV C UHTEP®EPOH

ANOA WU HYKNEO3NAHW/ HYKNEOTUAHN AHANO3U

4
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I. NEYEBHO-AWATHOCTUYEH ANMOPUTBM npu JIEYEHUME HA BOJNIHW C XPOHUYEH BUPYCEH B XEMATUT C
WHTEP®EPOH AN®A

1. NEKAPCTBEHU NPOAYKTU, sknioyenn B lMpunoxenne 1 Ha MNC, kouto H3OK 3annawa B chLoOTBETCTBUE C

AencTeawmTe

2. NPOCNEQA

HOPMaTUBHU AOKYMEHTH

BAHE

3abenexka: aKTyanHocTTa Ha M3XOAHOTO u3cneaBaHe Ha HBV DNA e no 6 Mecelia npeav kaHAMAATCTBAHETO.

Tlepnos Ha nevenue * MpocneasisaHe
P

Wacnensanus
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HHU

HBeAg/ anti Hb

-

HBV DNA

HBsAg/ anti HB:

N
ANENAN
<

anti HCV

anti HDV ***

AVRNANERNANAY

anti-HIV

3abenexka: npu
Mpu HBeAg (+) ~|

[Bonku ¢ nuNca Ha paHeH BUPYCONOMMYEH OTTOBOP NEYEHNETO ce cnupa.
HOBYU MapKepH NPy BCAKO NPOABIKEHME.

* TepanusiTa e ycnewHa npu gocturase ha HBV DNA < 100 000 cp/ml v Hopmanuavpase Ha ALAT. Mpu HBeAg (+) — nocturane va HBeAg

CepOKOHBEPCHS.

4acT ot cnyvauTe ce ovakea u HBSAg cepokoHBepcHs.

** cnep 6-Tus MeceLl OT CIUpaHe Ha NeYeHneTo npe3 4-6 Mecea ce KOHTPONMPAT aMMHOTPAcHEPasu M NPU UHAMKALUM — BUPYCONOTUYHN

u3cneasaHus

*** ko-uHcbexumsira ¢ HDV noanexm Ha nevexue ¢ uHTepdepoH 8 Ao3a 6 MIU 3 x CeAMMYHO UK nerunupan uHTepdepoH (1dn./ceamnito) 3a 12

meceua. [loka3s:
“* Bua BpraKa
KaTo OnuuA Konu

M3uC
AlGA

He Ha HDV RNA ¢ PCR meToaunku.
HOBUTE AaHHW 33 3HaYEHVETO Ha CepymHuTe HMBa Ha HBSAQ 3a OLeHABaHE Ha BekTa OT NPUNaraHoTo NeyeHme ce BbBEXAA
lecTBeHo 3mepBaHe Ha HBsAg Ha onpeaenenuTe etanu.
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I. NEYEBHO-AUArHOCTUYEH AJNIFTOPUTBHM MPU JNIEYEHWME HA BOJIHW C XPOHWYEH BWUPYCEH B XEMATUT C
HYKNEOTUAHW HYKNEO3WOHU AHANO3W

1. NEKAPCTBEHU MNPOAYKTW, Bkniovenn B MMpunoxenue 1 na MNC, kouto H3OK 3annawa B chbOTBETCTBUE C
AeiCTBalMUTe HOPMATUBHU AOKYMEHTH
2. MPOCNEASABAHE:

3abenexka: akTyanHocTTa Ha M3XOAHOTO M3cneaBaHe Ha HBV DNA e Ao 6 Mecela npeav kaHauaaTcTBaHeTo

Mepunoa Ha neyexne MpocnepsiBaHe*
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3abenexka: npyu BONHM C NUNCA Ha paHeH BUPYCONOrMYEH OTrOBOP NIEYEHNETO Ce Cnupa.

* npocneasiBaHeTo ce M3BLPLIBA Ha BCEKW 3 Meceua, Ha Bceku 6 Meceua ce uacneasa HBeAg/ anti HBe .

KpartkoTpaitHo .nguenue: Mpu Tepanus Ha HBeAg (+) nauvexTy e cnyyait Ha nosisa Ha HBeAg-cepokoHBepcUs no Bpeme Ha neyexuteto (HBeAg (-
)/anti-HBe (+) craryc), TepanuaTa moxe Aa Gbae npekpaTena s cneasawuTe 6-12 meceua

Ko-undpexuusta ¢ HIV HAMa KOHTPaMHAMKaLWN 32 NEYeHNe C Nepopantun NPoTUBOBUPYCHU CPEACTBA.

Mpn AOKasaHa PE3UCTEHTHOCT/MYTAUMM KM ONPEAENEH NekapcTBEH NPOAYKT € NPEnopLYMTENHO 33 MHTEPBan OT 3 Meceua Aa ce 3acTbNAT ABa
NeKapCTBEHY NPORYKTA.

II. OBLUY U3UCKBAHUA

1. Bb3pacToBaTa rpaHMULIa Ce 3YNCISBA B HABBLPLIEHU TOAUHM - T.€. BKIIOYMTENHO KbM AaTata Ha u3aasake Ha npoTokona ot

creuvanuaupaHara KoM1CHs.

2. Mpy HasHayasaHe Ha Tepanus No NPOTOKON 3aLMKUTENHO Ce CbOBPa3nBaT BL3PACTOBUTE OrpaHUYeHUs), CbrnacHo kpatkata

XapaKTepuCTUKa Ha CLOTBETHUS NEKAPCTBEH NPOAYKT, yTBbpAEHa o peaa Ha 3/1MXM.

3. H30K He 3arnatia neyeHve U3BbH ykasaHata Bb3pacToBa rpaHuLa B Kpatkarta xapaktepucTika Ha npoaykra.

4. H30K He 3arnalua neyexue ¢ 103N Haf MakCUMAanHO paspeLieHnTe Mo KpaTka XapakTepucTuka Ha npoaykra.

5. B cnyuail Ha HacTbnuna Nojo3upaHa HEXenaHa NexkapcTeeHa peakums, nekapsT ysegomssa WAJT no peaa Ha un. 183 ot

3NINXM. Konue|oT cboblueHneTo ce npunara kbM MeAULIMHCKaTa fAokymeHTauus Ha 330J1 npu kaHauaaTcTeaHe 3a nevexme.

6. Ha aHTuBMpyCHO nevenne noanexart u 330J1, HEOTrOBOPUIKM Ha NPEAXOXKAALLO aHTUBUPYCHO NEYEeHe, KakTo U Tesu C peLunans

Ha Bonectta, fipn noHe 6-MeceuHo npocrneasBaHe Cnej CnupaHe Ha neyveHueTo. MHaukauuute ca CblyuTe Kakto W npu

HenekyBaHute QonHu.

7. NPU CMEUWANUCTA, cbrn. un. 152, B, 1. 1 ot HP[] 3a meanumnHckute aeiHoctu 2012 r. (o6H. 8 4B 6p. 3 ot 10.01.2012

r.), Ha 330J1, Ha KOMTO ca M3AaBaHW NPOTOKONM MO PeAa Ha HACTOSLWMTE W3UCKBAHWSA, CrieaBa Aa ce npunarat BCUYKW

Heobxoaummu |OKYyME@HTU KaTo: aM6ynaTopnme NUCTOBE OT WU3BBLPLUEHWUTE Npernean, BTOPUAT eK3eMnnap OT usjageHuTte

NPOTOKONK, KOMWUsi OT eNWUKPM3W, eKCNepTHU CTaHOBWLIA U ApYr¥ AOKYMEHTHM, KOUTO Ca OCHOBaHWe 3a W3aasaHe Ha npoTokon,

BCUYKM U3NUCKBALLM Ce M3CneaBaHusa, Konue OT npunoxexHue 1 Ha HacToAWMTEe U3UCKBAHUA NONMBLISIHEHO NO CbOTBETHaTa

TOuKa, NOANKCAHO OT cneuuanucTa, usaan npotokona.

Hacmoswume U3uckeaHus ca paspabomeHu Ha ocHosaHue 4. 55 om HP/ 3a meduyurckume deliHocmu 2012 2oduHa (06H. € B

6p. 3/10.01.2012 2.). u enuzam & cuna om 01.10.2012 2., cbenackHo un. 10 Ha Hapedba Ne 10 om 24 mapm 2009 . 3a ycnogusma

u peda 3a sariaware Ha nekapcmeeHu npodykmu no un. 262, an. 4, m. 1 om 3akoHa 3a nexapcmeeHume npodykmu &

XyMaHHama MepuyuHa, Ha MeAUUUHCKU u3denusi u Ha QUEeMUYHU XpaHu 3a creyuanHu MeduyuHcku uenu (o6H. B, 6p. 24 om

2009 2.).
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ﬂEKﬂA*uMﬂ 3A UHOOPMUPAHO CBIMACHUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NMPOABIKABAHE HA
NEYEHMUETO C NEKAPCTBEHUWA NPOAYKT

cnes  Kkato 3anosk uenTa Ha fleYeHMeTo C  neKapcTBeHus
NPOAYKT.... L it o KaTO MOMY4MX M34EpnaTenHi OTTOBOPH Ha

HTPONHUTE Nperneav.

Q{oﬂko WM NOA APYro BHylueHue

eTo Ha Komucusita 3a ekcnepTuan 8 P3OK
cu nekap u P30K u we BbpHa B P3OK

H NpOAYyKT 7\3 6bae npekpaTeHo u
RS

(ume, npeaume n dammnns)
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