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[MpoTokonbT ce u3haBa OT CreuuanucTu C KOA Ha crneuuanHocT 16 (MeguuMHCKa napasutoriorusi), paborewm no
poroeop ¢ H30K, ekcnepTHOTO CTaHOBMLLE ce U3faBa OT cneuuanuanpaHa Komucus B nevyebHu 3aBefeHns 3a GonHuyHa
nomouy, ckrouunu gorosop ¢ H30K. CneunanuaupaHnTe KOMUCUM Ce Cb3aaBaT CbC 3anoBes Ha AWpekTopa Ha nevyebHoTo
3aBegeHve (J13) — YHuBepcutetcTka GonHuua mnu HauuoHaneH LEHTbp Mo 3apas3Hu u napasutHu Gonectu - rp. Cocbus,
CBAJIUIB npod. ,Mean Kupos” - rp. Cocousi

I. PEQ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

MpoToKony 3a NpoBeXaaHe Ha NeYeHUeTo

creyManucT, CKI4us orosop ol [MonbnHeHo n noagnucaHo npunoxeHue 1 — nNUCT 3a onpeaensiHe Ha
¢ H30K KPUTEPUUTE MO CHLOTBETHUTE TOYKM C MPUIOXEHW BCUYKM Heobxoaumu

[OKYMEHTK
W / = AmOynatopeH nuct/ eTanHa enukpusa C BCUYKM Heobxogumu

nscneasaHusa

= “[poToKON 3a NpeanucBaHe Ha nekapcTea, 3annawaxdu ot H3OK/P30K” —
cneuunanuavpaHa kKommcus 06p. M3-H30K

= EKCNEpPTHO CTAHOBMLE C SICHA MEAUUMHCKA MOTMBaUUS C AaBHOCT 2
MeceLa KbM AaTtaTta Ha noaaBaHe Ha AokymeHTuTe B P3OK

Il. OBLUW Nnon

uTe gokyMeHTH B P30K, Ha TepuTopusATa Ha KOATO € Hanpasuno u3bop Ha OMJ1. [lokymeHTute
pa Ha P3OK. v
npunoxexue 1. [Monbnea ce No CbOTBETHATa TOYKa M Ce npunara oTpaseHaTa B LMdpPoB MHAEKC
OCTOBEpsiBalLia BCEKW €MH OT KpUTepunTe. setie
A ((hvanKanHu, MHCTPYMEHTanHu 1 nabopaTopHu), oTpa
Ha nekapcTtBa, 3annawaHu ot H3O0K/P30OK’
‘¢ H3OK. lMpunara ce opurnHan Ha npoTokona, a np
PEAXOAHUSA NMPOTOKON C OTPa3eHN BCUYKU
r. [poToKONbT CriefBa Aa CbAbPXKA OTPA3e
0 06paseL (MpPUNoXeH

MeAMNLIMHCKE
1.3 MbnHus
1.4 “TpoTtok
cneuunanucr,
Tepanusita ce
1.5 Konue ot n
1.6 Jeknapauus 32
1.7 NMpwu 3011 noa

2. P30OK npuema po
3. MbpBUAT U BCEKM CI

pKeHue 2.
OK, uspgageH oT nekaps
a npoAbInkaBaHe Ha

Tp Auac'roﬁnm(
cratyc Ha 30J1.
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JIUCT 3A ONPEQENAHE HA KPUTEPUUTE 3A NMPOBEXOAHE HA NEYEHUE HA BOJTHU
C EXMHOKOKO3A B N3BbHBEOJIHNYHATA NMOMOLL

Wwe: ... R R O A O N O T I

3abenexka: meduyuHckama OoKymeHmauusi, ydocmosepsisalya ecexu om Kpumepuume e rnocoyYyeHa C yugpa 8 UHOEKC U 3a0b/KUMENTHO
npudpyxasa HacCMosIU,0MO NPUIOKEHUe.

A. KPUTEPUUN 3A MEOUKAMEHTO3HO JIEYEHUE MNMPU EXMHOKOKO3A (Heo6xoaumMo e 3aabiDKMTESNIHO Haruuue Ha
Kkputepun 1 1 6 U NOHe eaAuH OT OCTaHanuTe KpuTepun)

[oka3aHa eXMHOKOKO3a |

HeonepabunHa exuHokoko3a “

MHOXecTBeHa exuHokokosa °

PeuuamnBHA exX1HOKOKO3a °

MpodunakT1ka Ha BTOPUYHA EXMHOKOKO3a (BKMIOYMTENHO PYNTypa Ha eXMHOKOKOBA KucTa) ~

DB (W=

Jlunca Ha usknYBawm kputepum no 1. [ °

=

opuruHanHa 6nanka ot nabopaTopHO M3cnejaBaHe Wnu 3aBepeHo Konue oT: xemartornoruyHu nokasartenu — KK, KK, CYE, ACAT n ANAT B
pedepeHTHN CTOMHOCTW; MO3UTUBHA WMYHOMOrMYHA [AWArHOCTUKA, Pe3ynTaTil OT MHCTPYMEHTanHuTe u3crneaBaHus (exorpacwus,

eHTreHorpadus n Apyry B 3aBUCMMOCT OT flokanusauusita no npeueHka Ha cneuvanucra)

3aKnioYEeHNe OT KOHCYNTaTUBHATA OLEHKa OT CneyuanucT No CboTBETHATA CNeLUnanHoCT Unu enukpusn

ambynaTopeH NuUCT/ eTanHa enukpuaa oT nNpernej npu CNeunanucT C AaHHu OT aHamHesaTta, COMaTUYHUS CTaTyC U OTPA3EHO TErno C NPUNOXEHU
pesynTaTit OT MHCTPYMEHTAaNHN N3cneABaHus, Aokassallyn MHOXECTBEHOCT Ha npoueca. MNpu peunansmpalyuTe cnyyam — enukpuan ot NpoBeAeHo
neyeHve.

YAOCTOBEPS Ce C NOANUC Ha cneuuaniucTa B NpUnoXeHne 1 Ha HaCTOALIUTE KpUTEPUM

5. KPUTEPUU 3A 3An0'~IBAHE HA KOHCEPBATUBHO NNEYEHUE KATO XUMWUOTPO®UITAKTUA HA PELIMOUBUTE
A 1 NOC NoHe ABa OT OCTaHaNUTe KpUTepum) »

pBEHLNA °

1YHKLIMO-aCnMpaLMo-UHXEKLMO-pecnmpaumo) °

1 kputepum no T. [

E, ACAT n AJIAT B
BHA UMYHOIOTUYHA, XUCTONOrMYHa ulunu LMTONOrMYHA AUArHOCTUKA; pesyma'm OT MHCTPYMEHTanHure
BHa PEHTreHorpadusi 1 Ap. B 3aBUCMMOCT OT flokanuaauyusTa no npeueHka Ha cneuvanucra)

6HO 3aBeAeHue 3a 6onHUYHa NomoLy ;
BalLVs NapasuTosnor; 3ak/ioYeHNe OT KOHCYNTaTUBHATa OLeHKa Ha (
OTO TErNo)

anucTa B NPUIOKEHNE 1 Ha HACTOSLLUTE KpUTEpPUM

ManucT, U3BbpLUBaLly MaHunynauusaTa

3. BpemeHHoCT
neyeHuemo crieo

H KOHmMpauyenmueeH memoo,
ameneH mecm 3a 6pemeHHocm)

OTtroBaps Ha KpuTepuuTe 3a rnevyeHue ¢ 4 BANOBHA QO3®:  ............c.cov00000
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I. NTEYEBHO-AUMATHOCTUYEH AITTOPUTBM

1. NIEKAPCTBEHW NMPOAYKTW, skniouenn B Mpunoxenue 1 Ha MJI1C, kouto H3OK 3annauia B cboTBeTCTBNE
C [lecTBalmUTe HOPMaTUBHU JOKYMEHTU.
INN MKB DDD
ALBENDAZOLE B67.0, B67.1, B67.3, B67.5, B67.6 400 mg
2 NEYEBHO-AUATHOCTUYEH AINMTOPUTBM

A. JosupaHe - cbobpasHo TernoTo Ha nauveHTa (10-15 mg/kg), Ho He noBeye ot 800 mg AHEBHO, pasnpe/Aenexn B Aga
npuema.

B. MpoabmkuTenHoCcT Ha Kypca - 30 kaneHaapHu AHW.

B. MpoabmxutenHocT Ha Tepanusita — 1 A0 4 kypca c 15-AHEBHM npekbcBaHus mexay Tax. Cnes onepaTuBHa
MHTEPBEHLMS Ce NpoBeXAaT A0 2 Kypca, HO Npy HeOBX0ANMOCT NIeYeHUETO MOXe Aa NPOABLIDKN.

I. MpocneagsiBaHeTo Ha edpeKkTa OT reYeHUeTo € CHLOOPa3HO FoKanu3auusita Ha eXWHOKOKOBaTa Kucta u
AucnaHcepHusi NnaH Ha 3abonsiBaHeTo :

= KpPbBHU BMOXMMWYHU NOKasaTenu — CbobpasHoO nokanusauusaTa Ha exXMHOKOKOBaTa K1CTa — BEIHbX MEeCeYHO
= exorpacdus Ha KOPEMHU opraHu — npes 3 mecela
=  peHTreHorpacus Ha 6sn Apob — npes 6 meceua
= KAT - Ha 12 meceua npu KNUHWUYHU MHAUKaUMn
1l. OB UBNCKBAHUA

1. Bb3pacToBaTa rpaHuuUa ce U3YUCMsABa B HaBbPLUEHW FOAWHK - T.€. BKIMIOYUTENHO KbM JaTaTta Ha u3aaBaHe Ha npoTokona ot
cneuvanusmpaHara KOMUCus.

2. MNpu HasHayaBaHe Ha Tepanus No MPOTOKOM 3a4bIIKUTENHO Ce CbobpassaBaT Bb3PacTOBUTE OrpaHNYeHUsl, CbrnacHo kpaTkarta
XapakTepucTuKa Ha CbOTBETHUS NeKapCTBEH NpoayKT, yTBbpaeHa no peaa Ha 3J1MXM.

3. H30K He 3annatya neyeHve n3BbH ykasaHata Bb3pacToBa rpaHuLia B KpatkaTta xapakTepucTika Ha npoaykTa.

4. H30K He 3annatia feyYeHune ¢ 4o3v Hag MakCuMarHo paspeLleHnTe no KkpaTka xapakTepucTtuka Ha npoaykTa.

5. B cnyvaii Ha HacTbnuna nogo3upaHa HeXernaHa nekapcTBeHa peakuus, nekapst ysegomssa WMAJI no pega Ha un. 183 ot
3JIMXM. Konue oT cbobLieHMeTo ce npunara kbM MegvuuHckaTa gokymeHtaums Ha 30J1 npu kaHamaaTcTeaHe 3a feveHue.

6. MPU CMNELUMUATIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a meauumnHckute aeiHoctu 2014 r. (o6H. 1B 6p. 3 or 10.01.2014 r.),
Ha 30J1, Ha KOMTO ca M3gaBaHW MPOTOKOMM MO peAda Ha HacTosILMTE M3UCKBaHUA, criegsa fda ce npunarat BCUYKKU
Heo6XoAMMM AOKYMEHTM KaTo: amOynaTopHUTE NUCTOBE OT M3BbPLUEHWTE Nperneaun, BTOPUAT EK3eMnnsp OT u3fajeHuTe
NPOTOKONW, KOMUSi OT EnuWKPU3KM, €KCNEepTHW CTaHOBULLIA W APYrM AOKYMEHTW, KOUTO Ca OCHOBaHWE 3a u3jaBaHe Ha npoTOKon,
BCUYKN U3UCKBALLM CE U3CNeBaHus, Konue OT npurnoxeHue 1 Ha HacToOSILUTE U3UCKBaAHMA MOMBLIIHEHO MO CbLOTBETHaTa
TOYKa, NOANUCAHO OT creuuanucTa, usaarn npoTokona.

Hacmosiwume u3uckeaHusi ca pa3pabomeHu Ha ocHoeaHue un. 56 om HayuowaneH pamkos 002060p 3a MeduUYUHCKUME
deliHocmu 3a 2014 200uHa (06H., 4B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 anpun 2014 2., cbenacHo 4n. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 e. 3a ycnoeunma u peda 3a sannawaHe Ha nekapcmeHu npoodykmu o 4. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume nPOOyKMuU 8 xymaHHama meduyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHU XpaHu 3a crieyuasHu
meduyuHcku yenu (06H., B, 6p. 31 om 2007 2.).
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OEKNAPALUA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3ANMOYBAHE/ MPOABINKABAHE HA
NEYEHMETO C NEKAPCTBEHUSA NPOAYKT

............................................................. nony4yux us4yeprnatesiHn OTroBopu Ha

HUTE Nperneau.
CaMOBOMHO WA MOA APYro BHYLIEHWe

O H: MucusTa 3a ekcneptusu B P30K
nekap u P3OK, u we BbpHa B P30K

(T We 6bae npekpaTeHo u

.......
........................................

h W3UCKBAHUA HA H3OK NMPU NEYEHUE HA EXUHOKOKOS3A B U3BBHBEONMHUYHATA NMOMOLL — B cuna ot 1 anpun 2014 roguHa 5




