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N3NCKBAHUA HA H30OK
nPu NEYEHUE HA XPOHWUYEH BUPYCEH B XENMATUT
HAO 18 TOOULWHA BBb3PACT

B USBBBHBOJIHUYHATA NOMOLLY



N3UCKBAHWUA HA H30K NPU U3OABAHE HA NPOTOKONW 3A NPOBEXAAHE HA NEYEHWUE HA XPOHWYEH
BWUPYCEH B XENATUT NPW BONHW HAQ 18 TOOULLHA BB3PACT

MpoTOKONBLT ce u3faBa OT CMELUanUCTU - raCTPOEHTEpPONo3n OT creunanuivpaHa KOMMCUA B nevyebHM 3aBeneHWs 3a
6onHuyHa nomou, cknoyunu gorosop ¢ H30K. CneuynanusmpaHnuTe KOMUCHUU Ce Cb3aBaT CbC 3anoBed Ha AMPEKTopa Ha
cnegnute J13*: YMBAN ,Anekcanpposcka“ - rp. Cocoma, YMBAJ ,Ceetn Meopru” - rp. Mnoeaue, YMBAJ ,Ceeta MapuHa” - rp.
BapHa, YMBAN ,O-p Meopru CTpaHcku - rp. MNnesen, YMBAI ,Mpod. a-p Croan Kupkosuy" - rp. Ctapa 3aropa, YMBAN "CeeTtn
Wean Puncku" - rp. Cocpms, YMBAT _Llapuua Moanna — UCYN' - rp. Codoma, BMA — rp. Codnsa, M — MBP — rp. Codus, YMBAJI
“Tokypa Bonuuua” - rp. Coduna, YB Mosened’ - rp. Cocmsa, YMBAN ,Codusmen” — rp. Codua, Bropa MBAN - rp. Codus,
Amxknbagem Cutu Knubuk® - rp. Cocus, YMBAT Kacnena® - rp. Mnosaue, BMA — rp. BapHa, MBAJ1 .Cbpue ¥ MO3bK* — rp.
Byprac, MBAJl ,Cbpue u mo3ek” — rp. MNneeeH, YMBAN ,Ceeta Mapuxa“ - rp. lneseH.

*Mpu ecsAka NPOMAHA Ha CbCMasa Ha creyuanu3upaHume KoMucuu ce npedocmass akmyanu3upaHa 3anoeed Ha dupexkmopa Ha /13.

I. A. PEQ 3A 3ABEPABAHE HA NPOTOKOINWUTE 3A NPOBEXOAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XENATUT
C AENTA ATEHT U BE3 AIENTA AFEHT C UHTEP®EPOH AN®A

MpoTokonu 3a 3ano4YyBaHe Ha NneveHue

= MeavumHcKka  OOKYMEHTauus, MOTBbLPXKAABAUlA  KpUTepuuTe Mo
npunoxenue 1 u  BCMukKM Heobxoaumu K3cnensBaHws, cbobpasHo

npunoxeHue 2
CMEUMANTU3MPAHA » * PeweHue Ha cneunanmaupaHa KOMUCUSA C ACHA MEAVLMHCKA MOTUBALWA
KomucuAa 3a 3ano4saHe Ha TepanusaTa

/ = ‘Tlporokon 3a npeanuceaHe Ha nekapcTea, 3annawanm ot H30K/P30K" —

0b6p. M3-H30K
Komucus noun. 78, 1. 2 ot 3aBepka Ha NnpoToKona B
330 B LY Ha H30K P30K

lMpoTokonu 3a npoabMKaBaHe Ha NeYeHue

=  MeguuMHCKA  OOKYMeHTauus, NOTBbPXaBalla  KpuTepuuTte  no

npunoxenne 1 ¥ BCUYKM HeoBXO4WMKM U3CneaBaHWus, CcbobpasHo
CNEUMATTU3NPAHA > npunoxexHue 2
KOMUCHA = PeweHue Ha cneyvanuanpaHa KOMUCHUS C AcHa MeauuUUHCKa MoTUBaLVs
3a npoAbkaBaHe Ha TepanuaTa
/ = ‘TMpotokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30K/P30K" —
0bp. M3-H30K

Komucusa noun. 78, 1. 2 ot
330 B LIY Ha H30K

3aBepka Ha NpoToKona B
P30K

4

M3NCKBAHMA HA H3OK NMPU NEYEHWME HA XPOHUYEH BUPYCEH B XEMNATWUT HAL 18 FOOWLLHA Bb3PACT
B M3BBLHEONHUYHATA NOMOLL,



I. 6. PEQl 3A 3ABEPABAHE HA MPOTOKONWUTE 3A NPOBEXOAHE HA NEYEHWE HA XPOHWUYEH BUPYCEH B XEMATWUT
C HYKNEOTWAHW/ HYKNEO3WOHWU AHATNO3U

HDOTOKOHM 3a 3anoyBaHe Ha neyeHue
ﬂpomxonm 3a CMAHa Ha NeKapcTBeHa TepanuA

= MeaoMuuHCKa  OOKYMEHTauusi, NoTBbpXAaBalia  KpuTepuute  no
npunoxeHne 1 u BCuukm Heobxoawmw n3cneaBaHns, cbobpasHo
npunoxexHue 2
CNEUUATTUIUPAHA p = PeweHue Ha cneumanuanmpaHa KOMUCUA C AICHA MeJULWHCKE MOTUBaLMS
KOMUCHA 3a 3ano4YBaHe Ha TepanusaTa
= ‘“MpoTtokon 3a npeagnuceaHe Ha nekapcTea, 3annawanu ot H30OK/P30K" —
/ 06p. M3-H30K
Komucus no un. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K "| P30OK

ﬂpOTOKOJWI 3a npoabrnkaBaHe Ha nevdyeHue

= ‘TlpoTokon 3a npeanuceaHe Ha
CNEUMANMUINPAHA o nekapcTea, 3annawaHmu oT . 3aBepka Ha npoTokona B
KOMUCUA H30K/P30K" — 06p. M3-H30K » P30OK

Il. OBLLX NOJNOXEHUA

1. E-npoTtokon ce M3pgaBa OT YNeHOBe Ha chneuuanuaupaHum KoMucuu B nevebHu 3aBeneHus, okaspawm GonHMYHA MeAMUMHCKA NMOMOLY,
(N3BMN) Ha ocHosauue ,Pewexne Ha cneuuanuaumpana komwucus“ no Alp Ne 38 ,OnpepensHe Ha nNnaM Ha neyeHwe W npocnejfaBaHe Ha
TepaneBTUYHWA OTFrOBOP NPY NaUWEHTH, NonydYaBalyu CKbMNOCTPYBALLM NEKapCTBEHU NPOAYKTA MO peja Ha 4n. 78, 1. 2 330" B cboTBETCTBME C
HacToswwuTe Mancksanna Ha H30K, kaTto nbpBuAT 1 BCEKKM CnejBall NPOTOKON ce u3faeart 3a nepwoa Ao 180 aHu.

2. 3apaBHOOCUIY PEHOTO NULe YAOCTOBEpABa ¢ noanuca cu B Peluenne Ha cneuvwanuaupana komncua” no Allp Ne 38: cnegHoto: JKenaa aa
mu 6bae oa00peHo nedeHre C NeKapCTBEHUA NPOAYKT, KaTo AeKnapupam, Ye CbM yBeAOMEeH 3a AeiCTBUETO Ha HadHayeHaTa NekapcTeeHa Tepanva
1 paeaM MHAMOPMUPAHO Cbkrnacue cbiyata Aa mu 6bae npunaraHa’; ,Cbrnaced/a cbm 3a U3NON3BaHE Ha NMWYHWTE MW JAHHW 33 UenWTe Ha
ekcneptusarta‘; enana ga 6baa yBejgoMeH/a 3a pesynrtata ot ekcneptiusata ot P30K no eguH OT cnegHWTe Hauyvuu: no e-mail, TenedoH unu Ha
mAcTo B P30K"; ,PaspelsaBam JOCTLN A0 €NEKTPOHHOTO MU 34paBHO gocue”.

3. Mpepw cTapTupaHe Ha npolueca no uaaasaHe Ha E-npotokon Ha 30/, cneunanvaupaHaTa KOMUCUS CMEJ NOMyYeHo paspelleHne 3a AOCTbN oT
300 po enekTpOHHOTC My 34paBHO JOCUE, NMpaBX CnpaBka NO ENeKTPOHeH NbT 3a M3AaAeHW NPEeAXOAHW NPOTOKOMM, MO ChluUA npodun Ha
3abonaBaHe. poueckT no u3gaBaHe Ha E-NpoTokon ce peanuaupa B MeauMuMHCKn codTyep. B HacToAWMTE M3UCKBAHUA Ca NOCOYEHWU
HeoGxoQuMMuUTe NOKYMEHTH 3a u3aasaHe Ha E-npotokon Ha 30J1.

4. Kbm Bcekn E-npoTokon, ¢ KOWTO € Ha3zHayeHa nekapcTBeHa Tepanus, ce npunarar Heobxoaumute AoKymeHTU (ambynaTopHUTE NUCTOBE,
eNuKPU3N, U3CNeABaHNA W [Ap.), CNej KOETO AOKYMEHTUTE Ce M3npallart no enekTpoHeH NbT KbM WHOpMauwoHHaTa cucTema Ha H3OK.
[oxkymeHTute, kouto cuujectayear 8 H3WMC/uHpopmaumonHaTa cuctema Ha H30K, ce gexknapupart B E-npoTokona ¢ TeXHUTE yHUKanNHW HoMmepa
(HPH).

WHbopmaumaTa, 0OTHOCUMA KbM U3aaBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOWTO HAMAa eneKkTPoHeH chopMaT, ce nonbnea B PelweHneTo Ha
crneuvanvanpaHa KOMUCKA - OCHOBaHWe 3a u3faeaHe Ha E-npoTokona, unu ce npunara Kato CKaHWPaHO Konue

5. MNpu uzgasane Ha E-npoTtokon no peaa Ha ekcnepTtuaaTa no 4n.78, 7.2 ot 330, oTnaga Heob6xoAMMOCTTa Aa ce NpPefoCTaBAT U ChXpaHABaT
npunoxexHune Ne 1 u npunoxenune Ne 3 ot HacToawwTe MancksannsaTa Ha H30K", npu cneaHuTte ycnosus:

- 3a npunoxeHue Ne 1 - npy HanWYMETO Ha TEKCT B CbOTBETHWS uekbokc B PelueHwe Ha cneuwanusmpaHa komucus“ no AMp Ne 38:
JMnceaT naknoyBalm KpUTEPKUM 3a 3anoyBaHe/NpoAbkasaHe Ha nevenne ¢ NN

- 32 npunoxeHue Ne 3 - npn HanuymeTo Ha TekcT B ,PeweHne Ha cneuynanu3npada komucua' no Allp Ne 38: Xenasa ga mu 6vae ogobpeHo
neYeHne C NEeKapcTBEHWA NPOAYKT, KaTo AeknapvpaM, Ye CbM yBEAOMEH 33 AEWCTBMEeTO Ha Ha3HayeHaTa NeKapcTBeHa Tepanus W jaBam
MH(pOPMUPaHO cbrnacve cblyarta ga My 6bae npunaraHa’

M3NCKBAHWA HA H3OK MPK NEYEHWE HA XPOHWYEH BUPYCEH B XENATUT HAZ 18 TOAULLIHA BbL3PACT
B N3BBbHBONMHWYHATA NMOMOLL




NPUNOXEHUE 1A

NUCT 3A ONPEOENAHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA NEYEHWE HA XPOHWUYEH BUPYCEH B XENATUT C
WHTEP®EPOH AN®A HA BONMHU HALl 18 TOOULLHA BB3PACT

A. Kputepuu 3a 3anoyBaHe Ha NbPBU KYPC (3aAbMKMTENHO @ HAaNu4yMeTo Ha BCUYKU KpUTepuu)

1 BuoxumMuyHa aKTUBHOCT: noBuweH ALAT > 2 nbTM Haj ropHata pedpepeHTHa rpaHuua npu noHe Ase
onpeaensHus B pamkuTe Ha 6 meceua ' ? -
BupyconoruueH ctatyc (BupycHa pennukaums ype3 konudectsed PCR): ' ?
= HBV DNA > 2 000 IU/ml, HesaBucumo HBeAg/anti HBe crartyca (cwrnacHo KoHcexcyc Ha BAOMEMEAE ot
2 2013 r.)
=  HBsAg konu4ecTseH
Mpu XUCTOnOrMdeH cTaawii Ha yepHofpobHaTa dmbposa F3 u  F4 neveHue ce nposexaa WM NpU NO-HUCKW OT
noco4eHuTe no-rope Huea Ha HBV DNA. -
3 XuctonoruyHa akTUBHOCT: Denesn Ha uyepHo4pobHO Bb3naneHwe u ubposa, oleHeHa onucaTenHo W 4pes
uHaekcn (METAVIR) - xucTonoruyHa aktueHocT > A2 v ¢mbposa > F2 ' 2 o
4 INvnca Ha U3KNOYBaWK KPUTEpPUM No Touka B (npu aHamHecTWyHW gadHm no 1. 2 oT B e Heobxoaumo na ce
NPEACTaBK EKCNEPTHO CTAaHOBMLUE OT NeKyBalMUA NCUXMATLP, CNELMANUCT No NeYeHne Ha 3aBucumocTtu) 2

"peweHune Ha cneuManuanpaxa komucus no Alp Ne 38
2 MeauuuHCKa ADKyMeHTaLIVlﬂ, noTsbpXaaeawia Kplﬁ‘repume no npﬂnoﬂ(eHHe 1 1 BCUYKH HEOGXORMMM n3cneaBaHuA, CbDﬁpaSHO npUNoXeHue 2

* Mpu Hanuuue Ha npuapyxasalwm 3abonsBaHWs, KOWUTO Ca KOHTPawHAWKauws 3a YepHoapobHa Guoncus ce M3BbpLUBA OLIEHKa pUCK/ nonsa,
OTHECEHW KbM MpPOrHO3aTa Ha CLOTBETHOTO NPMAPYXKaBawo 3abonseave. Tasn OUEHKa 33AbIKUTENHO Ce BNMCBA B peleHVe Ha
cneuMannanpaHaTa komucua. TeXHNYECKN HeyCneLleH onuT Aa ce AOKYMEHTUPA C XWCTONOrMYeH pe3ynTar, NoKa3sall HeAoCTaTbYHO KONUYeCcTBo
yepHoapobHa ThKaH 3a aAeKBaTHA XMCTONOMMYHA NpeLeHka.

** Mpn cbnbTCTBaWM 3aBonasanns e HeoBX0ZMMO NPOBEXAAHE HA KOHCYNTaUUs CbC CNEUWanicT, Npeau Havanoto Ha TepanusaTa,- B-vea kato
3aAbHKUTENHO C@ BNUCBAa OLEHKa nonsa/puck 3a 06LI0TO CbCTOAHME Ha NaUWeHTa OT NPOBEXAAHETO Ha TepanuaTa.

B. KpuTepuu 3a NpoAbImKaBaHe Ha TepanusaTa (3aA4bMKUTENHO e HAaNWYMETO M Ha ABaTa KpUTepus)

Mpu HBeAg (-) nauueHTU: HanW4ne Ha paHeH OTrOBOP Ha TpeTusi mecell ¢ HamarieHne Ha HBV DNA > 2 log 10 B
CpaBHEHWe C U3X0OHOTO HWBO' 1 cnap Ha TWTLpa Ha HBsAg 2

Mpu HBeAg (+) nauveHTH: peaykuus Ha HBsAg Ha TpeTus meceu OT nedeHUeTo, KakTo U cnag Ha HBsAg <
20 000 IU/mL Ha wecTus mecel, ot TepanusaTa. ' ?

2 Jlunca Ha cTpaHWYHK edheKTH U N3KIMIDYBALLM KpUTEpUM No Touka B ' 2

"pewenune Ha cneunanuaupaHa komucua no Alp Ne 38
2 MeMLVMHCKa [,OKYMEHTaLWA, NOTBBPXAABALLA KPUTEPUUTE MO NPUNOXeHUe 1 1 BCUuki HeoBX0AUMN M3CNeABaHNs, CboBpasHo NpUnoxeHue 2

3abenexka: Mpu HanWuue Ha paHeH BUPYCONOTMYEH OTTOBOP NEYEHUETOo C MHTepdhepoH anda npoabxaea 48 ceamuum

B. U3KIMKOYBALLUW KPUTEPUU

1. Mecuxuynn 3abonaBaHus, enunencus

2. bBbonHu, 3noynoTpebaBaLLy CUCTEMHO C ankoXori, HApKOMaHu, Npoabmkasalm ynotpebata Ha HapKOTULW, KAKTO U TaKUBa
6e3 YMCT OT MHTOKCUKALWMA Neproa, He no-mantk oT 12 meceua. Bonun Ha meTagoHosa Tepanvs

3. [JexomneHcupara YyepHoapobHa uuposa

4. Texxu npuapyxasalun 3abonsBaHna Ha CbPAEYHO-CBAOBATA W AUXaTenHarta cucrema

5. ABTOMMYHEH xenaTtut

6. Ko-uHdekums c HCV — obukHoBeHO ce npoeexaa neveHuwe Ha HCV uHbekumaTa, ChrnacHo CbOTBETHUTE KpUTepun

7. CwucteMHu 3abonaBaHnsA Ha CbEAVHUTENHATA ThKaH,; TEXKWN (DOPMK Ha NCOpWasnc U peBMaTouieH apTpuT

8. HekoHTponupaH xunep- u XuNOTUPEonan3bM

9.  AKTMBHM XPOHWYHK BakTepuanHn nHgekumrm

10. HeyTtponeHus (< 750) n TpomboumnTonexus (< 50 000)

11. HekoHTponupaH 3axapeH anabet

12. XBH 6e3 gnanvsa

13. CwnbreTRawa HIV npu 6pon CD4 < 200

14. BpeMeHHOCT U KbpMeHe

15. Jlunca Ha paHeH OTroBOp (CbIMACHO KpuTepunTe nocodeHn B T.6 1).

16. Hucka supycHa pennukauva HBV DNA < 2000 1U/ml).

17. CucTeMHOo HecnaseaHe Ha neyebHaTa cxema OT cTpaHa Ha 6oMHKs, ¢ NpekscBaHe noseye o7 1 mecel

M3NCKBAHWA HA H3OK NMPU NEYEHWME HA XPOHWUYEH BUPYCEH B XENATUT HALl 18 TOAULLHA Bb3PACT
B U3BBHBEONMHUYHATA NOMOLLL




NPUNOXEHWE 1B

NUCT 3A ONPEOENAHE HA KPUTEPUWUTE NPU NPOBEXOAHE HA NEYEHUE HA XPOHWYEH BUPYCEH B XENATUT C
HYKNEOTUOHW/ HYKNEO3UWAHW AHAINO3U HA BOJNTHW HALL 18 TOOWLWLHA BBL3PACT

H3O0K He 3annawa neyeHne ¢ KOMBUHUpPaHa Tepanusa HYKNeoTUAHW/ HYKNeO3UAHW aHano3u u UHTepcepoH.

A. KpuTepuu 3a 3ano4YBaHe Ha NbPBU KYpPC (3aQbIMKUTENEHO € HanuYMeTo Ha BCUYKU KpUTepum)

BuoxumnyHa aktuBHOCT: noBuweH ALAT > 2 nbTv Hap ropHata pedpepeHTHa rpaHuua npv noHe Age
1 onpegensiHua B pamkuTte Ha 6 Meceua. [pu XUCTONOrMYHa akTUMBHOCT > F2 nauveHTUTe NOAnexaT Ha neyeHue
HE33aBUCUMO OT HMBOTO Ha ALAT ' 2

BupyconoruueH ctatyc (BupycHa pennukaums): ' ?
=  HBV DNA > 2 000 IU/ml, He3zasucumo HBeAg/anti HBe ctaTtyca (cernacHo KoHceHcyc Ha BAMEMEAE ot
2013r)

2 *  HBsAg konuuyecTBeH
Mpu XucTonoruueH craguin Ha yepHoppobHaTta ubposa F3 u  F4 neuyeHue ce nposexaa v NPW MoO-HUCKU OT
nocoudeHuTe no-rope Huea Ha HBV DNA. -

3 * XMCTONOrM4YHa akTuBHOCT: Benesu Ha 4yepHoapobHO Bbananexue n ¢hubposa, oueHeHa oNMCATENHO W Ypes
uHaeken (METAVIR) ' 2 - o

4 TNunica Ha M3KNWYBaLKM KPUTEPUU NO Touka B (Npu aHamHecTUyHW Januu no T. 2 oT B e Heobxoawmo aa ce

NpeacTaBsv eKCNepTHO CTAHOBULLE OT NeKyBalUs NCMXUATLP, CMeLuanucT no nevyeHue Ha saBucumoctm) ' 2

‘pewenue Ha cneumnanu3upaHa komucusa no Allp Ne 38
2 MeauUMHCKa AOKYMEHTaLMA, NOTBLPXAaBaLLa KPUTEPUUTE NO NPUINOoXeHUe 1 1 BCUYki HeoBXoAUMN U3CneaBaHns, CboBpasHo npunoxeHue 2

* Mpu Hanuuve Ha Npuapyxasaww 3ab6onABaHWA, KOUTO Ca KOHTpauHAMKauua 3a 4YepHogpobHa Guoncua ce u3BbLPLWIBA OUEHKa puUck/ nonaa,
OTHECEHM KbM MPOrHO3aTa Ha CLOTBETHOTO npuApyXasawo 3abonseaHe. Ta3u oOuUEHKa 334b/MKATENHO CE BMNUCBa B PELUEHWETO Ha
cneunanuanpaHaTa Komucua. TexHWYeckn HeycnelleH onuT Aa e AOKYMEHTUPaH C XUCTONOrMYeH PesynTar, nokassawl HeAoCTaTbYHO KONMMECTBO
yepHoapobHa TbKaH 3a ajeKsaTHa XUCTONOIrMYHa NPeLeHKa.

Mpu nekoMneHcUpaHa uMpo3a (BapvuM, acLuT, UKTEP) ce NpoBexaa neveHne ¢ NaMmMByauH, HE@3aBUCUMO OT HUBO Ha HBV DNA u
[AaBHOCTTa Ha XMCTOMOTUYHOTO U3cneaBaHe.

B. Kputepuu 3a npoabikasaHe Ha TepanusaTa (3aA4bLMKUTENEHO € HaNMYueTo U Ha ABaTa KpUTepuUs)

Mocriedsalo naMepsaHe W 3aabiDKMTENHO npocneasisaHe Ha HBYV DNA npes unTepean oT 3-6 meceua*™, v

1 konuyecTeeHo onpeaeneH HBsAg/ anti HBs twTbp Ha uHTepsan ot 12 meceua ™

2 JNlunca Ha cTpaHuy4HK eheKTH U U3KIMIOYBALLM KpUTEPWUM NO ToYka B

* MpoABLMKUTENHOCTTA Ha NEYEHNETO Ce ONpeaens OT BUPYCONOTrMYHUA OTFOBOP U TEXecTTa Ha yepHogpobHaTa Bonect. cnej opobpeHue ot
eKCNepTHa KOMWUCKSA.

** WacneasaneTo Ha HBV DNA npes 6 meceua npu Tepanus ¢ TeHooBup W enTekasup. Mpw Tepanus ¢ namueyanH 1 TenbusyanH nacneaBaHeTo
3aAbMKUTENHO Ce U3BBLPLLBA Npe3 uHTepean ot 3 meceua!

*** Mpu Hanuuue Ha BUPYCONOrMYeH NPobuB Ce Hanara W3BbpLUBaHE Ha W3CNeABaHe 3a MyTauuW U joka3BaHe Ha pesucTeHTHocT. Mpu aokassaHe
WM Ce NpemMuHaBa Ha Tepanus C ApYr NeKapCcTBeH APOAYKT, cbrnacHo npuetus KoHcencyc Ha BAM 2013 r.

B. U3KMNIOYBALLW KPUTEPUHK

1. Jlvuya nop 18 roguwHa Bb3pacT

KouHdekTupanu nauventn ¢ xenatut D supyc [HDV], npn Hanuymne Ha Hneo Ha HDV RNA

BonHu, 3noynoTpebaBalLM CUCTEMHO C ankoxon, HapkoMaHW, Npoabxaealun ynotpebata Ha HapkoOTULM, KaKTo U Takuea

63 YMCT OT MHTOKCUKALMS Nepros, He No-manbk oT 6 meceua

4. bBpeMeHHOCTTa He e NpPOTWBOMNOKazaHWe 3a neveHwe c TeHodosup, lpu 3abpemeHsBaHe B xoga Ha NPOTUBOBUPYCHO
neyeHue c TeHoOBWpP, NOCNEAHUST He crneaBa Aa ce cnupa. Ako BpeMeHHOCTTa HacTbnu MO BpeMe Ha Apyr Bui
BUPYCTaTUK BonHaTa cneasa ga npeMuHe Ha neveHuwe C TGHOCDOBVID

5. BbpemeHHu B IlI-T TpumecTbp Ha GpemeHHocTTa ¢ HBV DNA > 200 000 IU/ml morat ga 6bvaart nekysadu npu npeueHka
Ha puck/ nonsa, B Tean crnydyan ce npeacTtass ambynaropeH NWUcT oT npernez npv ruHekonor

6. CucTtemHOo HecnasBaHe Ha nevyebHaTa cxema no BUHA Ha BonHWA, ¢ NpekscBaHe noseye ot 3 Meceua

QN

M3NCKBAHWA HA H3OK MPU NEYEHWE HA XPOHWUYEH BUPYCEH B XEMNATUT HAL 18 TOOWLLUHA BL3PACT
B M3BBbHBEONMHUYHATA NOMOLL




. NEYEBHO-ANWATHOCTUYEH ANTOPUTHBM

NPUNOXEHUE 2

1.A. NIEKAPCTBEHW NPOOYKTH, BknioueHu B Mpunoxenue 1 Ha NNC, kouto H30K 3annawa B cLOTBETCTBMUE C

AeUCTBaWMTEe HOPMaTUBHU AOKYMEHTH.

INN MKB

PEGINTERFERON ALFA-2A B18.0,B18.1, K74.0,K746 |

OO3A U CXEMWU HA NEYEHUE

180 meg / cepmudHo

1.6. NEKAPCTBEHW NMPOOYKTW, sBknioyeHu B MpunoxeHue 1 Ha MNINC, kouto H30K 3annawa B cCbOTBETCTBUE C

AEUCTBALWUTE HOPMATUBHU [OKYMEHTH.

INN MKB

[03A U CXEMU HA NTEYEHVE

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

100 mg / gHeBHO

TENOFOVIR DISOPROXIL B18.1, K74.0, K74.6

245 mg / agHeBHO

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

0.5 mg / aHeBHO

2. NPOCNEAABAHE

NPOCNEAABAHE HA BONHWU C XPOHUYEH BUPYCEH B XEMATUT NPW NEYEHUE C UHTEP®EPOH AN®A

Ta6nuua 1

| Ilepuoa na neuenue *
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N ENENENENENENENENENER

‘BAPYCONOTUYHW

<

HBeAg/ anti Hbe

HBV DNA

AN

‘\

HBsAg/ anti HBs****

anti HCV

anti HDV ***

NENENERNENEN

anti-HIV

3abenexka: npv GoNHU C NUNCa HA paHeH BUPYCONOrMYeH OTroBOP NEYEHUETO ce cnupa

* TepanuaTa e ycnewHa npu gocturaHe Ha HBV DNA < 2 000 IU/ml n Hopmanuanpare Ha ALAT. Mpu HBeAg (+) — nocturaHe Ha HBeAg

CEpPOKOHBEPCUA.

** cnepn 6-Tus Mecew OT cNUpaHe Ha NevYeHneTo npes 4-6 Meceua ce KOHTPONUpPaT aMMHOTpacdepasu U NPU MHAWKALMK — BUPYCOMOTUYHM

u3cneaBaHus

*kd

MeTOOUKW.

ko-uHdekumusaTa ¢ HDV noanexu Ha neyeHwe ¢ nermnupaH MHTeEpdepoH (1dnakoH ceaMuyHo) 3a 12 meceua. [lokazBaHe Ha HDV RNA ¢ PCR

**** BbB Bpb3Ka C HOBUTE JaHHW 33 3HAYEHUETO Ha CepyMHUTE HUBA Ha HBsSAQ 3a oueHaBaHe Ha edekTa oT NPUNaraHoTo NevYeHne ce BbBexaa
KaTo Konu4ecTseHo namepeare HBsAQ naxogHo, Ha 3-Tu U 6-Tu Mecel, B Kpas Ha TepanuaTa u 6 Meceua cnej NpekpaTABaHe Ha NevyeHneTo.
AKTyanHocTTa Ha U3XoAHOTO M3cneaBaHe Ha HBV DNA e g0 6 Meceua npeau kaHanaaTCTBaHETO 33 NeYeHne.
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U3UCKBAHMA HA H3OK NPU NEYEHWUE HA XPOHWYEH BUPYCEH B XENATUT HAL 18 TOAULLIHA BL3PACT




NPUNOXEHUE 2

NPOCNEAABAHE HA BOJTHU C XPOHWYEH BUPYCEH B XENATWUT NPU NEYEHWE C HYKNEOTUAOHW/ HYKNEO3WUOHU

AHANO3U

Tabnuua 2
o Mepuoa Ha nevyenune MpocnensBaxe™
WscnepBawma wixoghm | 3m. | 6m. [ oam | 12m. + Ha BCEKU 3 M.
XEMATONOIrMYHU
XemornobuH v v 7 v v v
Epvtpountn v v v v v v
JleBkoumnTH v v v v v v
TpombBouuTti v v v v v
BUOXUMWYHU
ASAT ; v v v v v v
ALAT v v v v v .
GGTP v v v v v v
AP v v v v v v
06w GenTbk v v v v v v
AnBymuH v v v v v v
Bunupybux v v v v v v
KpeaTuHuH v v v 7 " v
KpbeHa 3axap v v v v v v
[MUkoYHa KucennHa v v v v v v
BUPYCOJTOrMYHU
HBeAg/ anti Hbe v v v v
HBV DNA v v v v v
HBsAg/ anti HBs v v*
anti HDV v
anti HCV v
anti-HIV v

* npocneasBaHeTo ce U3BLPWBa Ha Bceku 3 meceua npu NUC ¢ Hucka Gapuepa v Ha 6 meceua npu NUC ¢ Bucoka Gapuepa; Ha Bceku 6
Meceua ce uacneasa HBeAg/anti HBe; Ha Bcekm 12 meceua ce uscneasa HBsAQ /anti HBs.

KpaTkoTpaitHo .nevenue: Mpu Tepanvs Ha HBeAg (+) nauneHTn B cnyyai Ha nosea Ha HBeAg-cepokoHBEPCHA NO BpeMe Ha neyeHnTeto (HBeAg
(-)/anti-HBe (+) craTyc), TepanuaTa moxe Aa 6bae npekpateHa B cnegsalnTe 6-12 meceua. Mpu Hanu4ne Ha HBsAg-cepokonsepcmns (HBsAg (-
) HeraTueeH / anti HBs (+) nonoxuTeneH) u HeiHOTO noTebPXAEHWE cnej 6 Meceua, nedexuneto ¢ NUC moxe 4a ce npekpaty.

Ko-uHdhbekumata ¢ HIV HAMa KOHTpanHAUKALWK 338 NeYeHWe C NnepopanHu NpOTUBOBUPYCHM CpeacTBa

Mpu fokazaHa pe3aNCTEHTHOCT/MYTaUWUKM KbM ONpeAEeneH NekapcTBeH NPOAYKT € NPenopbYNTENHO 38 UHTEPBAN OT 3 Meceua Aa ce 3acTbnsT 484
NeKapcTBEHN NPOAYKTA.

AKTyanHocTTa Ha U3xogHOTO uscneasaHe Ha HBV DNA e no 6 meceua npeav kaHanOaTCTBAHETO 3a NeYeHue.

Il. OBLWWX U3NCKBAHUA

1. Bb3pacToBaTta rpaHMua Ce MW3YUCNABA B HABLPLIEHW TOAWHW - T.e. BKMYMTENHO KbM [atata Ha W3faBaHe Ha npoTokona oT
cneynanuavpaHaTa KOMUCHS.

2. MNpn HasHavaBaHe Ha Tepanusa no NPOTOKOMN 334 BLIMKUTENHO ce CLoDPa3ABaT BL3PACTOBUTE OrPaHUYEHUs, ChIMACHO KpaTkaTa XapakTepucTuka
Ha CbOTBETHWUA NeKkapcTBeH NPOAYKT, yTBbPAEHa no peaa Ha 3JIMNXM.

3. H3OK He sannawja neveHne W3BBLH yKkazaHaTa BbL3pPacToBa rpaHuLa B KpaTKaTa XapakTepucTka Ha npoaykTa.

4. H3O0K He 3annalla neyeHne C 031 HaJ MaKCUManNHO pPa3peLUleHnTe No KPaTka XapakTepucTUka Ha NPoayKTa.

5. B cnyyait Ha HacTbNuna noao3vpaHa HeXenaHa NekapcTBEeHa peakuus, nekapaTt ysepomasa WAJ no pega Ha un. 184 ot 3MMXM. Konue ot
cbobLeHneTo ce npunara/onncea KbM/B MEAULMHCKATA AokyMeHTauusa Ha 30J1 npu kaHauaaTcTeaHe 3a nedexve.

6. Bceku e-NnpoTOKON Ce M3JaBa Bb3 OCHOBA HA M3AaAeH MEAULMHCKM JOKYMEHT. creunanuaupada komucnsa B J1I3BM Ha ocHosaHne Alp Ne 38
,OnpeaensHe Ha nnaH Ha neyeHwe W NPocneiABaHe Ha TepaneBTUMHWA OTTOBOP NpPU NaUWEHTH, NonydYasaln CKbNOCTPYBALUM NeKkapcTBEHU
NPOAYKTW No peaa Ha un. 78, 7. 2 330"

Exsemnnap Ha xapTueH Hocuten ot Alp Ne 38 OnpeaensHe Ha NnaH Ha NEYEHWE W NPOCNEeASBaHE HA TEPanesTUMHUA OTFOBOP NPU NALUWNEHTH,
nony4asalun CKbNOCTPYBALLM NeKapcTBeHU NPoAYKTM no peaa Ha un. 78, 7. 2 330", KoWTO e OCHOBaHWE 33 U3JaBaHe Ha NPOTOKON, NOANUCAH OT
cneunanuaupana komucus n 30J1, ce BoAK No pea, onpeaeneH oT nedebHOTO 3aBefeHne 1 ce ChxpaHasa B kabuHeTa Ha koMUcuATa

7. MNpu n3pasave Ha E-npoTokon no peaa Ha ekcnepTtusata no un.78, 7.2 ot 330, oTnaga HeobxoAMMOCTTa Aa Ce NPeOoCTaBAT U CbXPaHABaT
npunoxexnne Ne1 n npunoxenue Ne3 ot HacTosAwmTe MauckeaHus Ha H30K".

8. MapaBaHeTo Ha E-npoTokon ce ocblUecTeABa B CLOTBETCTBUE CbC CHBMECTHU ,YKasaHua 3a paboTta ¢ nodajeH No enekTPOHeH NbT NpoToKon
IA/IB/IC (e-npoTtokon)’, mexay HaunoHanxata 3apasBHOOCATYpUTENHA kaca W Bbnrapcku nekapcky cbio3 3a npunarase Ha HauMoHanHus pamkos
AOroBOP 3a MeAULMHCKUTE AelHOCTU.

Hacmoswume u3uckeanus ca ymebpdeHu om ynpasumens Ha H3OK cned Pewetiue Ne PL-HC-04-66/31.07.20252. Ha
HadsopHus cbeem Ha H30K u npedeapumentio cbenacysare ¢ 5I1C. Ha octosaHue 4.51, an. 10 ebs ep. ¢ an.8 om MpasunHuka
3a ycempotcmsomo u deliHocmma Ha HayuoHanHama 30pasHoocuzypumenHa kaca. MauckeaHusma enusam & cuna om damama
Ha obHapodeaHemo um e  [bpxaseH eecmHuk” u ommeHam dedcmeaawjume u3uckeaHus, 8 cuna om 19.04.20242. Ha ocHog8aHue
peweHue Ne P[]-HC-04-34/22.03.2024z.

h =" M3NCKBAHWA HA H3OK MNPW NEYEHME HA XPOHWYEH BUPYCEH B XENATWUT HAl 18 TOAVLLHA BbL3PACT
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NPUNOXEHUE 3

OEKINAPALUUA 3A MLHOOPMWUPAHO CBIMACKUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOOBIMKABAHE HA
NEYEHWETO C NEKAPCTBEHWA NPOOYKT

cnep kato Cce 3ano3Hax C usnata Mu  npegocTtaeBeHa wHdopmaums W Uenta Ha neYeHneTo C NeKkapcTBeHus
PO RVIT s MR E wovrsmey B E  E e W Cneg karo nofyynx u3depnaTtenHu OTroBOPW Ha
NoCTaBeHWUTE OT MEH BLNPOCK, AeKnapupam ye:
1. Llle cnaseam npenopb4aHaTa MU CXema Ha NevYeHne 1 NepMoandHOCT Ha KOHTPONHWTE nperneau.
2. PepoBHO wWe ce sBABaM Ha KOHTPONHU Mpernean U HAMa Aa NPOMEHAM CaMOBOMHO WNW MNOA4 APYro BHYLUEHWE
HasHaveHarta Mu Tepanus.
3. [pwu npeycTaHOBABAHE HA NEYEHMETO MO NPUYMHKA, HENPOU3TUYALLM OT pelenveTo Ha Komucuara 3a ekcneptuam B P30K
u/unv Komucuata no un. 78, 1.2 ot 330, wWwe yBeaoMs HezabaBHO NMYHMA CU Nekap.
4. [pv HecnasBaHe Ha NMOCOYEHWTE YCMNOBWSA NEYEHWETO MU C YNOMEHATWs NeKapcTBeH MPOAYKT wWie 6bae npekpaTeHo u

HAMA Aa umam npeteHuun kem H30K.

?I,'% N3NCKBAHWA HA H3OK NMPW NEYEHME HA XPOHWUYEH BUPYCEH B XENATUT HAL 18 TOAWLWIHA Bb3PACT
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