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MPU U3AABAHE HA MPOTOKONN 3A MPOBEXAAHE HA NIEYEHUE HA HCV MPU BONHU HAZL 18
FOOULLHA BB3PACT

MpoTokoNbT Ce M3naBa OT CMELMAnUCTU - raCTPOEHTEPONo3M OT CreunanuavpaHa Komucus B nevebHW 3aBepeHus 3a
6onHuyHa nomow, cknoumunu porosop ¢ H30K. CneunannanpaHuTe KOMMCHUM Ce Cb3AaBaT CbC 3anoses Ha AvPeKTopa Ha
neyebHOTO 3aBeaeHme B cneanuTe J13: MacTPOEHTEPONOrMYHa KNUHMKa B YHuBepcuTeTckute 6onHuum B rp. Codms, Mnoeavs,
BapHa, Mnesex, Ctapa 3aropa, BMA — rp. Cocousi, MU — MBP — rp. Cocbusi, MBAJ1 “Tokyaa BonHuua Codus”, Y6 ,Jloserel’,
MBAN ,Codusmen” — rp. Cocbus.

I. PEQ 3A 3ABEPSAIBAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha TepanuaTa

= [onbHeHO 1 NoanNMcaHo NpunoxeHue 1 — NUCT 3a onpeaensiHe Ha kputepuuTe (No
T.A) C BCU4KM HeobXxoaUMK uscneaBaHus

= ETanHa enukpu3a, BKIIOYBALLA BCUYKIA M3CNeABaHMS 3a NpeaxoxaaluuTte 6 Meceua
no Tabnuuara 3a npocneassaHe Ha NPUNoXeHue 2 (Mpuiazam ce U Ha OpuauHaHa

CMNELMANU3NPAHA 6naHka unu 3aeepeHo Konue)
KOMUCUA e L) EKCI'IEPTHO CTaHOBMLUE C iCHa MeAuUMHCKa MoTUBauus (33}1‘bn)KVITeJ’|HO ce
oTbensi3Ba NuUNca Ha U3KMIoYBaLLM KPUTEPUH (MOOMUCAHO OM BCUYKU YNIEHOBE Ha

cneyuanuaupaHama Komucus)
= “lpoTokon 3a npeAnuUcBaHe Ha nekapcTea, 3annaiaiu ot H30K/P3OK” — o06p. M3-
/ H3O0K (nodnucax om ecuyku YneHose Ha crneyuanu3aupaHama KoMUCUsi)

3aBepka Ha
— | npotokona B8 P30K

lMpoTokony 3a NpoAbIKaBaHe Ha Tepanusita

= [lonbAHEHO U NoANMCaHO npunoxexHue 1 - nucr 3a onpeaensiHe Ha kputepuute (I"D
1.6)

= ETanHa envkpu3a, BKIOYBALLA BCUYKM U3CeBaHus no Tabnuuara 3a npocneassaqe
Ha NpuUnoXenue 2 (Mpusiazam ce U Ha OpuzuHasHa 6naHKka unu 3aeepeHo Konue),

CMELVMANU3NPAHA amBynaTopeH fIUCT OT MOCNEeAHNS Npernes Npyu cneuuanict
KOMUCUS | » | = EKCnepTHO CTaHOBMLE C SiCHA MEANLIMHCKA MOTUBALMS (33ABLIMKUTENHO Ce
oT6ens3Ba nunca Ha U3KINIoYBALLM KPUTEPUN (TOOMUCAHO OM BCUYKU Y/IEHO8E Ha

creyuanuaupaHama KoMUcusi)
= “MpoTokon 3a npeAnuUcBaHe Ha nekapcTea, 3annaiauu ot H3OK/P3OK” — obp. M3-
H3OK (nodnucax om ecuyku YneHose Ha crneyuanusupaHama KOMUCUSs)

Komucus no un. 78, 1. 2 ot 3aBepka Ha
330 B LY Ha H30K — | nportokona B P30K
Il. OBLUM MONOXEHUA

1. 330J1 nopasa noaroTBeHuTe AokyMeHTH B P30K, Ha TepuTopmsTa Ha KOATO e Hanpaeuno u3bop Ha OMNJ. fokymeHTuTe
BKIIOYBAT:

1.1 3asenexue no [lupektopa Ha P3OK.

1.2 MonbnHeHo W noanucaHo npunoxenue 1. Monbnea ce Mo CbOTBETHATa TOYKA W Ce npunara oTpaseHata B Undpos
VHZEKC MeaMLIMHCKa 0KYMEHTaLWS,, YI0CTOBEepsiBalla BCEKM eAUH OT KputepunTe.

1.3 MbnHusT Habop n3cneaBaHus ((PU3MKaNHK, UHCTPYMEHTAMNHM U NabopaTopHK), OTPa3eH B NPUNoXeHue 2.

1.4 “TipoTokon 3a NpeAnucBaHe Ha nekapcTea, 3annawann ot H30K/P30K™ — 06p. M3-H3OK. Mpunara ce opuriHan Ha
npoToKOna, a NpU KaHAWAaTCTBaHe 3a MPOAbMXABaHe Ha TepanusTa Ce NPeACTaBs OPUrMHan Ha MPEeAXOAHWs NpoToKon C
OTPa3eHM BCUUKM Ha3HAUEHNsI NO Hero.

1.5 [leknapauus 3a uHdopmupaHo cbrnacue no obpased (npunoxexue 3).

2. P30K npuema nokyMeHTUTe no T. 1 crnepa cnpaBka OTHOCHO 3ApaBHOOCUIypuTenHus cratyc Ha 33011,

W3NCKBAHUA HA H30K MPU U3OABAHE HA MPOTOKO/N 3A NMPOBEXAAHE HA NNIEYEHWUE HA BOJIHN C XPOHUYEH
BWPYCEH XEMATUT C NP BONHW HAA 18 TOAULLIHA Bb3PACT
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Wwe: LEM [alial o] Sl Rl

3abenexka: MeduyuHckama OOKyMeHmauusi, yoocmoeepsiealua 6CeKu om KpUMepuume € rocodeHa C Uuppa 6 UHOEKC U 3a0LmKUMenHo
npudpyxasa HaCMOAWOMO NPUNOKEHUE.

A. Kputepuu 3a 3anoysaHe Ha MbpBU KypC (3aALIMKUTENTHO € HANMYMETO Ha BCUYKW KpUTEpUM)

Buoxummuyna akTMBHOCT: nosuweH ALAT 1,2 Haja ropHaTa pechepeHTHa rpaHuLa npu noHe eaHo uacneasaqe npn
E€XEMECE4HO NPpoCneAsBaHe B pamkuTe Ha 6 meceua unu ¢ubpoaa B cTeneH noHe F2 npu HopmanHa 6uoxummnyHa
aKTUBHOCT

BupycHa pennukaums:
*  Anti HCV antutena
*  HCV PHK Huso
= TeHotunusupaxe Ha HCV

* XucTonoruyHa akTUBHOCT: Genesm Ha YepHoApOBHO Bb3nanexue u nbposa, oLeHeHa onucaTenHo u/munu ypes
vHaekcn (Knodell/ Ischak; METAVIR)

Tlunca Ha u3KknioYBaWwM KpUTEpUM No . B ™ (Npu aHaMHECTUYHM AaHHN NO NOATOYKA 2 oT T. B e Heobxoaumo Aa
Ce NPEACTaBY eKCNEPTHO CTaHOBMLUE OT NeKyBAWMA NCMXMATBLP CMIEUMaNUCT NO NeYeHue Ha 3aBUCUMOCTH)

"Ha OpurMHanHa 6nakka oT 1abopaTopust (3aBEPEHO U NOANUCAHO KONUE), NPY HANWYUE Ha XOCNUTANM3ALIA Ce NpUnara envkpu3a c
Homep M3 CroitHoctn Ha ALAT Aa ce onpeAensT Cnpsamo NpueTuTe pedepeHTHI rpannum 19 3a xeHn n 30 — npu Mbxe.
? opuruHaneH L unu NoanMcaHo u 3asepero konue (HCV PHK ce nacneasa ¢ konudectseH PCR)
* opuruHanHa 6nakka OT XUCTONOMUYHO UICNEABAHE — aKTYanHOCTTa € 40 3 FOA. NPEAN KAHAWAATCTBAHETO
YAOCTOBEPSABA Ce C NOANWC Ha CELManicTa B NPUNOXeHUe 1 Ha HaCTOALYUTE WIUCKBAHWS U Ce NPUNAraT Heo6XoANMUTE M3CNeABaHNS,
KOMTO AOKa3BaT Niuncara Ha U3KNoYBalm KpuTepum no noatoyku 6,7, 8, 9,10, 11,1201 1. B
3abenexka: * py Hanuuve Ha NPUAPYXaBaluy 3aGONABAHNA, KOUTO Ca KOHTPAMHAMKALMS 33 YEPHOAPOBHA GMONCUA Ce UIBLPLUBA OLEHKA PUCK/
non3a, OTHECEHM KbM MPOTHO3aTa Ha CLOTBETHOTO MPWAPYXKABAWO 3abonsisaHe. Tadu OUEHKa 3aAB/KATENHO Ce BNUCBA B EKCMIEPTHOTO
craHosuwe. TeXH. HeyCneLueH OnuT Aa € AOKyMEHTUPaH C XUCTONOMMYEH Pe3ynTarT, Noka3sall HEAOCTaTbYHO KONMMYECTBO YEPHOAPOGHA TbKaH 3a
ajeKsaTHa XUCTONOrMyHa npeueHka. Mpu AokasaHa B MMHANOTO YepHOAPOGHa LMpo3a — HoBa CYB ce M3BbPLUBA NO NPELEHKa Ha NeK.ekun.
** Mpn HeoBXOAUMOCT OT MOBTOPHO NEYEHUE NPW NUNca Ha OTrOBOP AW Penanc nNpu NPeAXOAHO NevyeHue e HeoBXoAUMO MUHUMYM 6 Meceua
OTCTOSIHME OT Kpas Ha MPEAXOAHMA KypC, KaTo NOBTOPHOTO feuyeHMe Moxe Aa ObAe CbC Cbljata WM Apyra TepanesTuuHa Cxema.
TMpenopbumTenHo e npu eanH Gone Aa ce NpoBeAEHU He NoBeye OT ABa NeyeGHU Kypca - KOMGUHaLVSA NernnupaH UHTEPGEPOH 1 PUGABUPHH.

B. Kputepuu 3a npoabkxaBaHe Ha TepanusTa (3aAbL/HKUTENHO € HaNMYMeTo M Ha ABaTa KpUTepus)

Hanuuue Ha Hamanenue Ha HCV PHK > 2 log 10 IU/ml B Kpasi Ha 3-1 MeceL| OT Ha4anoTo Ha NeYeHNeTo B CpaBHeHNe
C WI3XOAHOTO HUBO (DaHEeH BUPYCOnoryeH oTrosop) '

ﬂunca Ha CTPaHNYHU eheKTH M U3KMIOYBALM KPUTEPUKU No T. B #

opumnanen uww unu noanucato u 3asepero konue (HCV PHK ce uacnepsa c konuyectseH PCR)
?ypocToBepsiBa Ce C NOANUC Ha CNIELMAnVCTa B NPUMOKEHUE 1 Ha HACTOALUMTE USUCKBAHUA W CE MPUNaraT HeOGXOAUMMTE M3CNeaBaHNs,
KOMTO A0Ka3BaT NUNCaTa Ha U3KIoYBalyM KpuTepum no noartoykm 6,7, 8,9, 10, 11 ot 1. B
3abenexxa:
* Cnaj Ha HuBOTO Haj 2 log 10 B CpaBHEHNE C W3XOAHOTO HUBO HE Ce u3ucksa npu GonHu ¢ reHotun 4, 5 u 6, KOUTo nonydaeat uenus 12 —
MECEUeH KypC Ha neveHue.
= [lpn Hanu4Me Ha paHeH BUPYCONOrMYeH OTFOBOP NEYEHNETO NPOALIXaBa 6 Mec. Npu reHoTun 2 v 3 1 48 ceamuuy npyu reHotun 1, 4, 51 6.
* Tpu Gonkn ¢ Hanuuue Ha HCV UHGEKUUS C MOBEYe OT eauH reHoTun, GONHUTE Ce fekysaT MO CXemaTa CbOTBETHA Ha reHoTuna C Haii-
HeGnaronpusTeH TepanesTHYEH OTroBOp.
= [pu 6onHu HEOTrOBOPUNY NPU NPEAXOXAALLO neyeHne — Hegonosuma HCV RNA B kpas Ha 3-a Mecel .

B. U3KIKOYBALLN KPUTEPUK

MeuxuyHn 3aGonsBaHus.

Bonku, 3noynoTpeBsBaLLy CUCTEMHO C ankoxon, HapKOMaHW, NPOALIKABALLM yNoTpeBaTa Ha HAPKOTMLY, KaKTO U Takvsa Ge3 uncT

OT WHTOKCUKALMA NEPUOA, He No-Manbk ot 12 mec. BonHu Ha MeTaAoHOBa Tepanus.

[lexomneHcupaHa YepHOAPOBHA LUPO3a UNK TEXKM NPUAPYXaBaLLY 3a60NABaHNA HA CbPAGYHO-CLAOBATA U AUXaTeNHaTa cucTema.

ABTOMMYHEH XenaTur.

CucTemHy 3a60NSBaHUA Ha CbEAMHUTENHATA ThKaH.

HekoHTponupaH xunep- u xunotupeonaussm (TSH).

AKTUBHYN XpOoHUYHK GakTepuantu uHdekuum (MKK ¢ AKK).

HeyTtponeHus (abconioteH Gpoit HeyTpodunu < 500 mm3 u TpomGoumTonerus (< 50 000) (MKK ¢ AKK).

Xemorno6uHonaTuu (Hanp. Tanacemus, CbpNoBUAHOKNETEYHA aHEMUS) — 3a NpUnoxeHue Ha Ribavirin *.

10. HexontponupaH 3axapeH auaber.

11. XBH 6e3 ananu3a (06w GenTek, anGyMuH, KpeaTUHWH).

12. Cunwrereawa HIV npu 6poit CD4 < 200 (anti HIV).

13. BpemMEeHHOCT 1 KbpMeHe.

14. Nunca Ha cnag Ha HCV PHK ¢ = 2 log 10 1U/ml B kpasi Ha 3-7 MECeL| OT HaYanoTo Ha NEYEHNETO B CPABHEHUE C UBXOAHOTO HUBO
(nunca Ha pakeH oTrosop)

15. CucTemHo HecnassaHe Ha neuebHaTa cxema oT CTpaHa Ha 60NHUsA, C NpekbeBaHe noseye oT 1 Mecel,

16. BkniousaHe Ha GONHUS B KNMHUYHO NPOy4YBaHE™.

CONOIORD M=

* Mpu Hanuume Ha Tanacemus (MUHUManHa GONECT ChC CTORHOCTH Ha Hb>10 gll) ce NPoBEXAa NeYeHMe Camo ¢ UHTePdEPOH-anda NpH BUCOKA BHOXMMMU KA
W BUPYCONOrMYHa aKTUBHOCT.

** KoMucusTa, KOATO @ HasHauuna nevexueto u Habnionasa 33071, e AnbxHa He3abaBHO Aa yBeaomu KomucusTa 3a excneptiuau no un. 78 B LIY Ha H30K.
Te3an 6onHu ce 3aNKUCBaT B OTAGNEH PErMCTLP W He ryGAT NPaBoTO CYM 3a NPoA! Ha TO cnea 4BaHE Ha KITMHWYHOTO NPoy4BaHe.

OTrosaps Ha KpuTepuuTe 3a fneyeHue ¢ B AHeBHa Ao3a
MOAMNWUC Ha crieuuanucra:

W3NCKBAHUA HA H30K NP U3OABAHE HA MPOTOKO/IN 3A NPOBEXAAHE HA IEYEHWE HA BOJIHU C XPOHUYEH
BUPYCEH XEMATUT C NPW BOJSIHW HAZ 18 FOAULIHA Bb3PACT
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|. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

] ﬂEKAPCTBEHM MPOAYKTH, Bknioyenn B Mpunoxenne 1 Ha MIIC, kouto H3OK 3annawa B CLOTBETCTBUME C
AeNCTBaLMTE HOPMATUBHU AOKYMEHTH.
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* 3a 6onHu uHekTupanu ¢ HCV reHotun 2 u 3

** 3a 6onHu uHekTupanm ¢ HCV renotun 1

*** 3a GonnuTe ¢ HeratueHa HCV PHK Ha 6 — Tus mMecel cnej cnupaHe Ha NeYeHNeTo, CbllaTa ce U3CNeABa U Ha 24 — Tus mecel (2 roaunHu)
cnepj cnupaHe Ha nevyeHweTo

**** KaTo onuus - konuyectseHo usmepsaHe HCV PHK B kpas Ha 4-Ta ceamuua npu reHotun 1 1 3, ¢ uen otaudepeHumpare Ha naumeHTuTe
C GbP3 BUPYCOMNOrMYEH OTFrOBOP.

1l. OBLUM U3UCKBAHUA

1. Kom6unmuparo neuyenue ¢ Peglinterferon+Ribavirin e npenopsuutenHo: npu HenekysaHu 60nHM A0 60 roArHM, NPy HEOTrOBOPUNM
Ha nevyeHneto 10 45 roauwHu, npu peuuave Ha 3abonsBaHeTo Ao 50 roauHu (cbrn. KoHcencyc Ha BACEMEAE ot 2008 r.)
Bb3pacToBata rpaHuLa Ce U3YMCMsiBa B HABBLPLUEHW OAVHU - T.€. BKMIOYUTENHO KbM AaTaTta Ha u3aaBaHe Ha npotokona ot
cneumanuavpaHaTa KOMUCHS.

2. Mpy Ha3HauaBaHe Ha Tepanusi Mo NPOTOKON 3aABLMKUTENHO Ce CboOPa3sBAT Bb3PACTOBUTE OFPAHNYEHNS, CLINACHO KpaTkaTa
XapaKTepuCcTUKka Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpAeHa o peaa Ha 3/MXM.

3. H30K He 3annatia neveHve U3BbH ykasaHaTa Bb3PACTOBA FPaHULA B KpaTKaTa xapakTepucTvka Ha npoaykTa.

4. H30K He 3annatuya neyenve C 1031 HaJ MakCMMarHo pa3peLUeHUTe Mo kpaTka XapakTepucTika Ha npoaykTa.

5. B cnyyait Ha HacTbNUNa Nojo3vpaHa HeXenaHa NekapcTBeHa peakuws, nekapat ysegomsea MAJI no peaa Ha un. 183 ot
3/INXM. Konue ot cbobLueHneTo ce npunara KbM MeAuLMHCKaTa AokyMeHTaums Ha 330J1 npu kaHanAaTCTBaHe 3a nevyeHue.

6. Ha aHTuBmMpycHo neyexne noanexat u 330]1, HEOTFOBOPUNM Ha NPEAXOXAALLO aHTUBUPYCHO NeYeHNe, KakTo U Te3n C peunans
Ha GonectTa, npu noHe 6-MeceuyHo npocneasBaHe CrieA CvpaHe Ha neveHneTo. MHaukauuuTe ca CbluMTe Kakto W npu
HenekyBaHuTe 6onHu.

7. MPU CNEUWANUCTA, cbrn. un. 152, B, 7. 1 ot HP[] 3a MmeauumHckute aeitHoctu 2012 r. (o6H. B 1B 6p. 3 ot 10.01.2012
r.), Ha 330J1, Ha KOMTO ca U3AaBaHW NPOTOKONM MO peAa Ha HacTOsIUMUTE W3UCKBaHWS, CrieABa Aa ce npunarar BCUYKU
HeobXoAuMM AOKYMEHTM KaTo: ambynaTopHuTe NUCTOBE OT M3BbPLUEHUTE Nperneau, BTOPUST eK3eMNNsp OT u3jaaeHuTe
NPOTOKONM, KOMMA OT enWKPU3W, KCMEePTHU CTaHOBULLA W [PYrM AOKYMEHTW, KOUTO Ca OCHOBaHWE 3a M3AaBaHe Ha NpoToKOn,
BCUYKM M3UCKBALLM Ce M3cneaBaHusi, konue OT npunoXxeHue 1 Ha HacTOSALMUTE U3UCKBAHWUA MOMBIIHEHO MO CbOTBETHaTa
TO4Ka, NoANMCaHO OT cneuuanucTa, ugan npotokona.

Hacmosuwume u3uckeaHus ca paspabomeHu Ha ocHogaHue yn. 55 om HP/L 3a meduyuHckume OeliHocmu 2012 2oduHa (06H. e B
6p. 3/10.01.2012 2.). u enu3am & cuna om 01.05.2013 2., cbenacHo yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 2. 3a ycrosusima
u peda 3a 3annawjaHe Ha nekapcmeeHu npodykmu o yn. 262, an. 4, m. 1 om 3akoHa 3a nekapcmeeHume npodykmu e
XyMaHHama MeduuuHa, Ha MeOUUUHCKU u30enus u Ha OUeMUYHU XpaHu 3a crieyuanHu MeduyuHcku yenu (o6H. B, 6p. 24 om
2009 2.).

W3NCKBAHUA HA H30K NPW U3JABAHE HA MPOTOKONN 3A NPOBEXOAHE HA IEYEHWE HA BOJIHN C XPOHUYEH
BUPYCEH XEMATUT C NPV BOJIHU HAZ 18 TOAVULIHA Bb3PACT
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MPOAYKT.....covvvaes

MPUNOXEHME 3

AEKNAPALIUA 3A UHOOPMUPAHO CBbITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ NPOABLINKABAHE HA
NEYEHUETO C NEKAPCTBEHWS NPOAYKT

KaTo Ce 3anosHax C usnata MW npeaocTaBeHa WHGOPMauMs W LeNTa Ha JIEYEHMeTO C NeKapcTBeHus
W Cep Kato Nomyuux M3uepnaTenHi OTroBOpU Ha

NOCTaBEHUTE OT MEH BBNPOCH, AEKNapupam ut

1
2

LLle cnaseam npenopbyaHaTa M1 CXeMa Ha NIeYeHe 1 NepUOANHHOCT Ha KOHTPOMHMTE Nperneay.

PeaoBHO e ce sBsIBaM Ha KOHTPOMHM Mperneav W Hama aa twouaum CaMOBOMHO WM MOA APYro BHYLIEHWE
HasHauyeHaTa M1 Tepanusi.

Mpy NpeycTaHoBsiBaHe Ha NEYEHNETO MO NPUYMHM, HENPOU3TUYALLYM OT peLIeHNeTo Ha Komucusita 3a ekcnepian 8 P30K
wwvnn Komucmsita no un. 78, 1.2 ot 336,1!10 yBeaoms HeszabaBHO nuuyHusa cu nekap u P30K u we BbpHa B P3OK
noCNeAHMst NPOTOKON, N0 KOITO CbM NoNy4asan/a NekapcTBeHHs NPOAYKT.

Mpu HecnassaHe Ha MOCOYEHUTE YCIOBUS NEYEHUETO MU C YO NeKapCTBEH MPOAYKT we Gbe npekpaTeHo u

HAMa Ja umam npTeHuun kem H30K.

Lara............ SSEE N

(ume, npesnme n hamunus)

- Moann

W3NCKBAHUA HA H30K NPY U3JABAHE HA MPOTOKOMM 3A NMPOBEXXOAHE HA NIEYEHWE HA BONIHU C XPOHUYEH
BWPYCEH XEMATUT C NPU BOJIHN HAA 18 FOAULLHA Bb3PACT





