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BONHU C ENUNENCKUA C KNACUYECKU U OPYTYM AHTUEMUNENTUYHU NEKAPCTBEHU NPOOYKTU
(AAnn)

MpoTokonbT ce M3gasa OT cneuuanucTu C¢ kop Ha cneuuanHoct 10 (HepBHM Gonectu) unu 54 (petcka
HeBpororus), paoTewu no aorosop ¢ H30K, ekcnepTHOTO cTaHOBMLIE Ce MU3AaBa OT crneuuanuaumpaHa KOMUCUsi B
neye6Hu 3aBefeHUs 3a 60MHUYHa NomoLl, ckntounnm gorosop ¢ H30K. CneumnanuavpaHnTe KOMUCUM Ce Cb3AaBaT CbC
3anoees Ha AVpeKTOpa Ha nevebHoTo 3aBeaenve (J13) — 3a Bb3pacTHM GonHu: Y6 B Codua (MBATT ,AnekcaHaposcka”,
MBAN ,Uapuua Moana”, MBAJTHIM ,,Ce.Haym", MBAJ - ,,HKB”, BMA — Cocbusi, MeauumuHcky MHCTUTYT kbM MBP, MBAT ,Cs.
Wean Puncku®), NMnoeaus (YMBAI “Ce.leopru”, BMA — BBAJ, Knunuka no Hesponorusy), Mnesex (YMBAJ — MNneseH, BBAS),
BapHa (YMBAJ1 “Ce. Mapuhra”), Ctapa 3aropa (YMBAJT Ctapa 3aropa), lNspea MBAJ1 — Cocoust EALl, Btopa MBAJT — Codoust
EAL, ,Tokyaa Bonnuua Codusa“ Afl, Cutu Knunuk — rp. Cocbusi; 3a Aeua Ao 14 rop.: BKMIOYBAT Ce NeKapy CbC CreumanHocT
[leTcka HEeBPOSOrMs UM HEBPOMO3K W NeauaTpu CbC creLmanusaums no aetcka Hesponorusi — YB (JeTcka HeBponorniHa
knuHuka npu MBAJ1 “Ce.Haym” — Cocbus, YMBAIT no [etcku 6onectu - Codus, YMBAI “Ce.leopru” — MNnoeaus, YMBAJ “Cs.
MapuHa” - BapHa, YMBAJ1 - NneBeH.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOIMUTE

1. MNpoTokonu 3a fieYeHne ¢ MbpBa/ BTOpa MOHOTEPANUs ¢ KNacuyeckn NpoayKT1
2. MpoTokonu 3a NpoAbMKaBaHe Ha TepanusTa ¢ JAMN (6e3 npomsiHa B fo3aTa)

CreLmanicT, CKIYKUn JoroBop ¢ .| “MpoTokon 3a npeanuceaHe Ha nekapcTsa,
H30K 3annatann ot H3OK/P3OK” — 06p. M3-H30K

.| 3aBepka B P30K

1. NpoTokonu 3a 3ano4yBaHe Ha Tepanus ¢ JAIIN - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
(330J1 ce Haco4Ba KbM crieumanuanpaHa kommcus kbm Yb, KOSITo U3aasa eKCnepTHO CTaHOBULLE 3a NPoAbIlKaBaHe Ha
neyeHneTo, CaMo ako ce Hanara yBenuyaBaHe Ha [03UTe Unu BKMoYBaHe Ha HOB MEAUKAMEHT OT Tadun rpyna)

= MoNLMHEHO 1 NOANMCAHO NpUNoXeHue 1 — NUCT 3a onpeaensHe Ha
cneunanuct, cknio4nn 4orosop — | KpUTEpUUTE NO CLOTBETHATA TOUKA C MPUMOXEHW BCUYKN HEOBXoAnMM
c H30K LOKYMEHTU

= AMGynaTopeH nucT/ eTanHa enuKpusa ¢ BCUYKM HeoOXOAUMM N3cneaBaHus
cbobpasHo Tabn. 1 (npunoxexue 2)
= “[poToKON 3a NpeAnucBaHe Ha nekapcTea, 3annawadu ot H3OK/P30OK” —

06p. M3-H30K

= EKCNepTHO CTaHOBMILE C SICHa MeaNLNHCKa Komucus 3a

MoTUBaLMS eKcnepTusu B

= “[IpoToKON 3a NpeanucBaHe Ha nekapcTea, P30K
cneLManianpana kommeus —> | sannawanu ot H3OK/P30OK” — 06p. M3 -H30K

(noanMcaH OT YneHoBeTe Ha KoMucHsaTa) 3asepka B P30K

1. MpoTokonu 3a 3ano4yBaHe Ha Tepanus ¢ [JAJIMN - PREGABALIN, LEV B gosa vag DDD

2. MpoTokonu 3a 3ano4saHe Ha kKoM6UHUpaHa Tepanus ¢ JAJM - LTG, TPM, TIAGABINE, GABAPENTIN,
PREGABALIN, LEV, LCM B go3a fo v Hag DDD u RTG B go3a go DDD

3. MpoTokonu 3a 3ano4saHe Ha Tepanusi ¢ ESLICARBAZEPINE B fosa go DDD

= [TONbAHEHO U MOANWUCAHO MpUNoXeHue 1 — NUCT 3a onpeaensHe Ha

J T — KpUTEPUUTE MO CbOTBETHATA TOUKA C MPUNOXEHN BCUUKU Heobxoaummu

¢ H30K —> | nokymeHTU

= AM6ynaTopeH nucT/ eTanHa enukpm3a ¢ BCUYKM Heobxoaumm nscneaBaHus
cbob6pa3Ho Tabn. 1 (npunoxexue 2)

= “[IpoToKON 3a NpeanucBaHe Ha nekapcTsa, 3annatyaxu ot H3OK/P30OK™ —
06p. M3-H30K

= CTaHOBMLLE C siCHa MOTMBaLUSA 3a NPOBEXAAHETO Ha NoAabpxalla Tepanusi
c posa Hag 444

= EKCMepTHO CTaHOBULLE C SICHA MeaULMHCKa Komucus no un.
cneyuanusmpaHa Komucusa MOTUBALWS > 78, T.207330B
= “[pOTOKON 3a NpeAn1CBaHe Ha nekapcTea, LIY va H30K

3annawanu ot H30OK/P30OK” — 06p. M3-H30K

3aBepka B P30K
(noanucaH oT YNeHoBETe Ha KOMUCUSITA) P

@ W3NCKBAHWUSA HA H30K NPWU NPOBEXIAHE HA NIEYEHWE HA BOMIHW C EMUNENCUA B U3BBHEONHUYHATA MOMOLY
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1. 330J1 nogaBa noAaroTBeHuTe AokymeHTM B P30K, Ha TepuTopusiTa Ha KOSITO e Hanpaeurno u36op Ha OIJI.
JlokyMeHTUTE BKIIOYBAT:
1.1 3asiBnexue ao [upektopa Ha P3OK.
1.2 MonbnHeHo u noanucaHo npunoxexue 1. MNonbnsa ce NO CbOTBETHATa TOYKA M Ce Mnpunara oTpaseHata B
LUnpoB MHAEKC MeANLIMHCKA AOKYMEHTaLWs, yAoCToBepsBallia BCeKW €ANH OT KpUTepuuTe.
1.3 MbnHUAT Habop nscneaBaHus (PU3NKamHW, UHCTPYMEHTaNHU 1 NabopaTopHu), OTPA3EH B MPUMNoXeHUe 2.
1.4 “lMpoTokon 3a npeanucBaHe Ha nekapcTsa, 3annawanu ot H30K/P30K” — obp. M3-H3OK, usgapeH ot
nekapsi cneumanuct. Npu HeobxoaumocT oT ekcneptnsa ot KomucusaTa no un. 78, 1.2 ot 330, P3OK wusnpawa B
H3OK konue Ha npoTokona. [MpoTOKONbT 3aABMKUTENHO CE NOAMUCBA OT BCUYKM YIIEHOBE Ha KOMWUCKSITA B CriyqanTe
nocoyeHn B T. |
1.5 Konue oT npeaxoxaaly NPOTOKON, OT KOWUTO Aa € BUAHO NPOBEXAAHOTO NEYeHNe.
1.6 Jeknapauus 3a MHopMUpaHo cbrracue no obpasel (npunoxeHue 3)
1.7 Mpu 330J1 noag 18 roavwHa BBb3pacT 3asiBNEHUETO W AeKknapauusTa ce noanuceat oT poauTen/
HaCTOMHMK.

2. P30K npuema aokymeHTuTe no T. 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUTYpUTenHus ctatyc Ha 330/,

3. [lo nony4aBaHe Ha pelieHue ot komucusaTa B LIY Ha H30K 330]1 npoabmkaBa rneyeHune ¢ rnekapcTBeH/n npoayKT/u,
C KOMTO e NpoBexaarn rneYeHneTo 0 MOMEHTa Ha noJaBaHe Ha MonbaTa u gokymeHTute B P30K.

4. ONUCaHUAT MbINEeH KOMMIIEKT AOKYMEHTU Ce U3UCKBA B Criy4auTe, NMPU KOUTO € yKka3aHa HeoGXoAMMOCT OT pelueHue
Ha Komucus 3a ekcneptuau B P30K unu Komucusata no un. 78, 1. 2 ot 330 B LIY Ha H3OK. MNpu 3aBepka B P30K ce
npeacTaBs NPOTOKONA M KOMue oT aMGynaTopHUst NIUCT OT NOCreAHUs Npernes npyu cneyuanuct.

W3NCKBAHWUA HA H30K NP NPOBEXXIOAHE HA NEYEHWE HA BONIHW C ENUNENCWUA B U3BBHBEOIHUYHATA NMOMOLY
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3OABAHE HA MPOTOKONU 3A NMPOBEXAAHE HA NIEYEHUE
HA BOMHU C ENUINENCUSA C KINTACUYECKU U OPYTU AHTUENUIENTUYHU NEKAPCTBEHW NPOAOYKTU (OANM)

Vme: [eri] [ [ [ [ [ [ [ [ [ ]

3abenexka: MeduyuHCKama OOKyMeHmauyusi, ydocmoeepsisauia 6ceKu om KpUMepUUme e rocoyeHa ¢ Yugpa 8 UHOBKC U 3a0bIKUMENHO
npudpyxaea HaCMosIW,0MO NPUITOKEHUE.

3agbrmKUTENHU CTLIKK B TepanuaTa:

= [TbPBA MOHOTEPAMWA c kapbamasenuu (CBZ) wnu Bannpoat (VPA), ocBeH B crnyyauTte, korato Te ca
KOHTPaVHANLIMPaHU UM C peakLysi Ha HENOHOCUMOCT.

= BTOPA MOHOTEPAIMNWA ¢ noaxoasiw 3a BuAa Ha enuiencusta M Tuna Ha MNpUCTbNUTE aHTUeNnUNenTUYeEH
meavkameHT (AEM).

A. KPUTEPUU 3A 3ATMOYBAHE HA NNEYEHUE HA HOBOOTKPUTA EMUIENCUA (3apbrmkuTeneH e nbpBUAT
KPUTEPUW M MOHE eIVH OT OcTaHanure):

1 | NoTebpaewa upes EEN auarHosa '

2 [Ba HENPOBOKMPaHN enunenTuYHu NpUnagbKa 2

EavHCcTBEH npunaabk, Ho obekTuBu3npaHa enunentuopmera akTueHocT B EEI unu aaqHn sa
3 KOpTUKanHa yspeza (OTKIIOHEHUEe B HEBPOMOMMYHIS CTATyC U HeBpou3obpassiBaluuTe N3creaBaHns) c
BUCOK PUCK 3@ peumams

T
CbXpaHsBa ce B 34paBHOTO Aocue Ha 330]1
onucea ce B amGynaTopHUs NUCT/ eTanHaTa envkpuaa (Mpyu BCEKM CreABaly Npernea ce Npasu OLeHKa Ha TepanesTuyHaTa edeKTBHOCT)

B. KPUTEPUM 3A JEYEHME HA EMNWIENCUA C PALUUOHANHA TMONMUTEPANUA W [OPYTU
AHTUENWNENTUYHU NEKAPCTBEHU NPOAYKTU (Heo6xoaum e NoHe eAnH KpUtepuin):

HeedeKTUBHO neyeHue C afeKkBaTHU 3a TUNA Ha enunencusTa U TUNa Ha enunenTUuHUTE NPUCTLNK
ONTUMANHN A03WUPOBKM C Knacuyeckute AEM:

1 Cnaba pesyntatHocT (noa 50 % peaykuusi Ha NpuUcCTbhHaTa YecToTa) C ABa NeKapCTBEHU NpoaykTa,
npunaraHu Hag 3 MeceLia CaMOCTOSTENHO UnK B koMBuHaLms

Npu MHO20 Yecmu (exeOHeeHU Uunu execedMuyHu) npunadbyu U enuaenmuyHu cmamycu ieyeHuemo
Moxe da ce 8bsede 10-paHo npu 60IHUYHO NeYeHue

MpoABMKNTENTHO NOCTUKTANHO BriOlWIaBaHe, HEMoBMWSHO OT TepanusaTa (cnepoBw napesu, TpaitHa
OrHULLHa HEBPOJIOMMYHA CUMNTOMATUKA, KOTHUTUBHU HapYLUEHWUSA, ,Cl,eMeHLlI/lﬂ)

3 TepaneBTUYHO - PE3UCTEHTHU ENUIIENCUN 1 eNUITENTUYHU CUHAPOMM

AR S

CTpaHW4HM peakuuy OT KNacYeckuTe aHTUenUNenTUYHN NIEKapCTBEHN NPOAYKTY
= UANOCUHKPATUYHU peakLmm

= U3paseHo 3acaraHe Ha KOrHUTUBHUTE d.)yHKLlVIM, 3abaBeHu peakuun n CbHINBOCT, YCTAaHOBEHW nNpu
CEpYMHU KOHLIEHTpaLun B pedhepeHTHN CTOMHOCTN

4 = yBpefeHa YepHoapobHa yHKUMA (MoBuLleHn cToitHocTu Ha ACAT, AJIAT)

= XunepamoHemMus

= Y3PA3EHN CTPaHWUYHU peakuun OT XpaHoCMUnaTenHus TpakT (Bonku B CTOMaxa, rageHe, nospbluaHe),
HanuuMe Ha OBapuvarHW KUCTW, KOXHW MpOsIBU, XWNepnnasus Ha ruHrMBarta, koconag, BUAWUMO
HanbriHsBaHe, otcrabeaHe, Tpemop v ap

T onue OT peLienTypHaTa KHUKKa Ha BONHMA, NPU YECTU NPUCTLNM — ENUKPU3a C HomMep U3 0T CTauMoHapHO neyeHue C AaBHOCT A0 1 Mec
KbM AaTaTa Ha kKaHAnAaTCTBaHe

2 amBynaTopHu NMCTOBE/ eTanHa enukpuaa OT MpernejuTe Npu CNELWanicT, yAOCTOBEPABALLYM HEMOBNMABaHE OT TepanusTa, NpomsHa B
KNMHUYHATa CUMATOMATVKA W/WIN HACTBNUIWN CTPAHUYHN PeakLiui Unn enukpuaa ¢ Homep U3 oT cTaumoHapHo nevexne

2 3aABMKUTENHO Ce NPeACTaBAT CbOTBETHUTE U3CNEABAHMUS HA OpUriHanHK GnaHku oT nabopaTopus Unu 3aBepeHn konus 3a ASAT, ALAT,
XunepamoHuemns

B. KPUTEPUM 3A MNPEMUHABAHE KbM KOMBUHWPAHA TEPANWA C [AOPYIM AHTUENWNENTUYHKU
JIEKAPCTBEHW NPOAYKTU UIMN TEPANUA C AIO3A HAL DDD 3a LEV, PREGABALIN U LCM:

1 YacTuueH unm Henbnex TepanesTUYeH OTrOBOP, CreA KaTo € NPpoBeAeH ONTUManeH Kypc Ha rnedyeHune c
Knacumyecka pauuoHanHa nonurepanus B

T
KOnue OT peuenTypHaTa KHWKKa Ha 6onHua

amBynaTopHu NUCTOBE OT NpernejuTe NpU CneuuanucT, yAOoCTOBEPsBalyl HEenmoBiuABaHe OT TepanusTa, NMPOMsHa B KNMHUYHaTa
CUMNTOMATUKa WUAY HAaCTBLNWAN CTPAHUYHU Peakuumu 1 enukpuaa ¢ Homep M3 oT cTaumoHapHo fieyeHue ¢ AaBHOCT A0 1 Mec. KbM AaTaTta Ha
KaHAuaaTCTBaHE

@ W3UCKBAHWUSA HA H30K MPWU NPOBEXIAHE HA NEYEHWE HA BONHW C ENUNENCUA B U3BBHEONHUYHATA MOMOLL
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. KPUTEPUU 3A MPEMUHABAHE KbM KOMEMHUPAHA TEPAMUA C LACOSAMIDE - LCM, C RETIGABINE —
RTG UNU C ESLICARBAZEPINE C JO3A 10 DDD:

1 YactuueH unu Henbnex TepanesTUYeEH ?TFQEOp, crnej KaTo e NpoBeAeH onTuManeH Kypc Ha neveHue ¢
Knacu4ecka pauuoHanHa nonuvrepanus

P MpepawecTeallo nevenune c CBZ/OxCBZ unu VPA v eaut ot HoBute AEM /LTG,TPM, LEV, GBP,
Pregabalin, Tiagabine/

1
konwe OT peuenTypHaTa KHWXKa Ha GonHua

3M6ynaTOpHVI nucTtoBe OT nperneauTe npu cneyvanuct, yAoCTOBepsiBaln HENnoBnusiBaHe OT TepanuAaTa, NPOMAHA B KNWHWYHaTa

CUMNTOMATMKA /UMK HACTBLNMAN CTPAHUYHYM PeaKLUMM 1 enukpusa ¢ Homep 13 oT cTauMoHapHo neyeHve ¢ AaBHOCT 40 1 Mec. KbM AaTata Ha
KaHAMAaTCTBaHe

OTroBaps Ha KpuTepuuTe 3a fnieyYeHue ¢ B AHEeBHa fo3a

NoANUC Ha CNeUManueTa: ...,

W3NCKBAHWSA HA H30K NP NPOBEXIAHE HA NEYEHWE HA BOJIHW C ENMUNIENCUA B U3BBHEONHUYHATA MOMOLY
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1. NEYEBHO-ANATHOCTUYEH ANTTOPUTHBM

1. NEKAPCTBEHWU NMPOOYKTU, Bkniovenn B Mpunoxenue 1 wa MIC, koutro H3OK 3annawa B

CbLOTBETCTBME C AelCTBaLMUTE HOPMaTUBHU OOKYMEHTHU.

2. TNOKA3AHWsI U HEOBXOAUMM U3CNEABAHUS - CbrnacHo KpaTKUTe XapaKTEpUCTUKN Ha
TleKapCTBEHUTE NPOAYKTU.

Ta6n. 1

INN

NOKA3AHUSA - hopma Ha 3abonsisaHeTo,
BBL3pacToBU OrpaHUYeHUus

nPEON
3AMNOYBAHE*

KOHTPOI*
Ha 6 mec.

OXCARBAZEPINE

MOHOTEpanus UK kaTo AoNbrBalya Tepanus
3a Bb3paCTHU NaLMeHTn 1 feua Hap 2 1

= chokanum v BITKM

= nauueHTn ¢ aneprus kbm CBZ,
HeeekTuBHOCT oT CBZ 1 VPA unm npn
X1nepxonecTeponemMusi, 0CTeonopoaa,
HapyLUEeHN XOPMOHAIHU (DYHKLUMN 1
KOM0p6I/I,ElHVI CbCTOAHMA, Cb3AaBallyn yCcrnoBus
3a NeKapcTBeHn Baawmo,qeﬁcmmn

CARBAMAZEPINE

HavarnHa unu BTopa MOHOTepanus unu
Aonbnealya Tepanus

* HOBOOTKpUTa chokasHa enunencus

= reHepanuavpaHa enunencus, npotuyalla
c ITKM

MKK, TpaHcamuHasu
CEpYMHO HUBO —
crnea npuknioysaHe
Ha TUTPUPAHETO

MKK, TpaHcamuHasmn
CEePYMHO HUBO —
npu HeobxoaMmMocT

VALPROIC ACID

HavanHa unu BTopa MOHOTEpanua unu
fonbrealla Tepanus

® HOBOOTKpUTA reHepanuaupaHa enunencus,
napuuansa enunencus, cuHapom Ha West

= [JonbriBalla Tepanusi Npy Bb3pacTHU 1
Aeua c reHepanuaupana, okanHa enunencusi
n cunapom Ha Lennox-Gastaut, nonumopdHm
npucTbLMU

MKK, TpaHcamuHaszu
CEPYMHO HMBO —
crnea npuknioyBaHe
Ha TUTPUpaHETO

MKK, TpaHcamuHasu
CEpYMHO HWBO —
npu HeobxoaMmocT

ETHOSUXIMIDE

MOHOTEpanna Unu KaTo KOMBUHUPaHa Tepanus
npu:
= abcaHcHa enunencus

CLONAZEPAM

AonbkrBawa tepanus
= reHepanusupaxa u gokanHa enunencus

TIAGABINE

AonbrBaila Tepanvsa npu Bb3pactHu U geua
Hag 12 r. npu:

= dhokanHa enunencus (NpocTu,
KOMMNJIEKCHN 1 BTOPUYHO-rEHEpanmanpaHm
npunaabsLm)

" TepaneBTUYHO PE3NCTEHTHU (hoKarHu
enunencum u CMHAPOMM

TpaHcamuHasu

TpaHcamMmuHasun

LAMOTRIGINE

ZAonbrBallia Tepanus npy Bb3pacTHu 1 geua
Hag 2 r. unu npemMnHaBaHe KbM MOHOTepanus
npv Bb3pacTHU 1 aeua Hag 12 .

® TreHepanuaupaHa enunencus (abcaHcy,
MUWOKIOHUYHW,aTOHUYHM, TOHUYHW NPUCTBIN U
[TK)

= cbokanHa enunencus (MPOcTH, KOMIIEKCHU
napumanuu, BI'TKI), peaucteHTHU enunencum
W CUHAPOMU

KPEATUHIH,
TpaHcamuHaau

MKK ¢ OKK,
TpaHcamuHasn

TOPIRAMATE

fonbriBalla Tepanus npy Bb3pacTHy 1 geua
Hag 2 r. unn npeMuHaBaHe KbM MOHOTepanus
npuv Bb3pacTHU U aeua

= reHepanusupaHa enunencus
(MMOKIOHNYHN, aTOHUYHK, TOHUYHU NPUCTBNY
n I'TKM)

= cpokanHa enunencus (NpocTu,
komnnekchHu, BITKIM), nonumopdHy npuctsnu
" TepaneBTMYHO PEe3UCTEHTHM enunencum
¥ GUHOPOMU

TpaHCaMmuHasu

TpaHcamMuHasn

@ W3UCKBAHWSA HA H3OK MPU NPOBEXOAHE HA NIEYEHME HA BOJIHW C EMWUNENCUA B U3BLHEONHUYHATA MOMOLL|
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INN

MOKA3AHUA - chopma Ha 3a6onsiBaHeTo,
Bb3PacTOBU OrpaHUYeHus

NPEAV
3AMNOYBAHE*

KOHTPOJT*
Ha 6 mec.

GABAPENTIN

Aonbrnealla Tepanua npy Bb3pacTHU U Aeua
Hag 3 r. unn npemMnHaBaHe KbM MOHOTepanus
npv Bb3pacTHU 1 Jeua Hag 12 T.

* CHMMMTOMaTU4Ha enunencusi npu
MO3bYHU Heonnasmun

" TepaneBTUYHO PE3UCTEHTHU QJOKEI'IHM
enunencun u CUHApPOMK

KpeaTuHuH

MKK ¢ KK

LEVETIRACETAM

hoKanHu enunenTUYHN Npunagbum (NPocTu 1
KOMIMJIEKCHM) C unun 6e3 BTopuyHa
reHepanusauus npu naumeHTn Hag 1-
Mece4yHa, reHepann3vpaHdu enunencumn npu
nauueHTv Hag 12 r., TepaneBTUYHO
PEBVNCTEHTHW ENUIIENCUN U CUHAPOMMU

KpeaTuHuH

MKK ¢ AKK

PREGABALIN

Aonbreala Tepanus npu Bb3pacTHy Hag 18
r.

= chokanHu npunagbLUmM (MPoCcTy 1
KOMMMeKcHU) ¢ unu 6es BTopuyHa
reHepanusauus

Kp. 3axap, KpeaTuHUH

KpeaTUHWH

LACOSAMIDE

[onbrBalla Tepanusi Npu Bb3pacTHU 1
nauueHTn Ha u Hag 16 1.

= chokanHu npunaabLUM (NPOCTU U
KOMMIEKCHW) C unu 6es BTopuyHa
reHepanusauus

KpeaTUHIH,
TpaHcaMuHasm,
EKTI ¢ koHcynTauus

KpeaTuHuH,
TpaHcamuHasun

RETIGABINE

Aonbrealla Tepanus Npyu Bb3pacTHU v
nauveHTn Ha u Hag 18 r.

= chokanHu npunagbLUM (MPOCTU 1
KOMMneKcHu) ¢ unu 6e3 BTOpuUiHa
reHepanusauus

KPEATUHWH,
TpaHcamuHasm,
EKT ¢ koHcynTaums

KpeaTuHWH,
TpaHcaMmuHasn

ESLICARBAZEPINE
ACETATE

AonbrBalya Tepanvsi npu Bb3pacTHU Npu:
= TepaneBTUYHO PE3UCTEHTHU GoKanHU

MKK, TpaHcamuHasn
KpeaTUHWH,
EKI

MKK, TpaHcamnHazu
KpeaTUHWH,
EKI

enunencum n CMHApPoMn

* onuceam ce & ambynamopHusi nucm Ha GONMHUS U Ce fpunazam 3aeepeHu KOMusi Om OpuauHarHume 6raHku (Mpu Hanmuyue Ha
xocnumanu3sayusi ¢ dasHocm 9o 1 mec. npedu KaHduOamcmeaHemo ce npunaza 3a8epeHo Korue om enukpusa ¢ Homep M13)

* CepymHO HU80 Ha AEM Ha cheHumouH, eannpoam u kapbamasernuH - cried npuKkyeaHe Ha MuMpUPaHemo u rpu Heobxodumocm npu
rpeueHka Ha IeKyeaujust Heeposioz (CbMHEeHue 3a UHMOKCUKauusi, HedocmambyHa 003a UMU HEMpUeMaHe Ha JIeKapcmeomo;
mepaneemuyHa pe3ucmeHmHocm; rose4ye om 2 rlekapcmea; YepHodpobHa u 6bbpeyHa HedocmambyHOCM; CbOE6HO-MeduUUHCKa
eKcrnepmu3a; npu 6peMeHHU XeHu)

Il. OBLLN USUCKBAHUA
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2.

Bk3pacToBara rpaHuua ce U3YUCrIABa B HABLPLUEHWN FOAWHY - T.€. BKIIOYUTENHO KbM AaTaTta Ha usaasaHe
Ha NpoTOKoNa OT cneLuanu3paHara KOMUCHS.

Mpu HasHayaBaHe Ha Tepanusi N0 NPOTOKON 33 bINKUTENHO Ce CbobpassBaT Bb3PaCTOBUATE OrPaHUYEHNS,
CbIMacHo KpaTtkarta XapakTepucTuka Ha CbOTBETHUSA NEKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JTMXM.
H30K He sannalla neyeHve WM3BbLH ykasaHaTa Bb3pacToBa rpaHWla B KpaTkaTa XapakTepucTuka Ha
npoaykTa.

H3OK He 3annaila neyeHue C [03M Haj MaKCUMAriHO paspeLueHuTe MO KpaTka XapakTepucTuka Ha
npoaykra.

B cnyuyait Ha HacTbNUNA NOA03MpaHa HeXenaHa NekapcTBeHa peakumsi, nekapsit ysegomsisa UAJT no peaa
Ha un. 183 ot 3/IMXM. Konue ot cbobLieHWeTo ce mpunara kbM MeAMuUMHCKaTa AoKyMeHTauus Ha 330J1
npu kaHauAaTCTBaHe 3a NevYeHve.

NPU CMEUUATIUCTA, curn. un. 152 B, 1. 1 ot HP[] 3a MeauumuHckute aeitHocTu 2012 r. (06H. 1B 6p.
3 ot 10.01.2012 r.), Ha 330J1, Ha KOMTO ca M3[4aBaHM MPOTOKOMM MO peda Ha HacToswMTe
W3WUCKBaHUA, CreaBa Aa ce NnpuraraT BCUYKM HEO6XOAMMMU AOKYMEHTHM KaTo: amBynaTopHuTe IMCToBe
OT U3BBLPLUEHNTE NPErneam, BTOPUAT EK3EMNIISP OT U3AAAEHUTE MPOTOKOMM, KOMUS OT ENUKPU3U, EKCEPTHU
CTaHOBMLLA W APYrM AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a U3faBaHe Ha NPOTOKOM, BCUYKW W3UCKBALM ce
n3cneaBaHns, Konue OT NpuUnoXeHne 1 Ha HACTOSILUMTE W3WUCKBAHMS MOMBLIIHEHO MO CLOTBETHATA TOuKa,
noannucaHo oT cneumaniucTa, uagan npoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHosaHue yn. 55 om HP/] 3a meduyuHckume deliHocmu 2012 200uHa (06H.
AB 6p. 3/10.01.2012 2.) u enuzam e cuna om 1 mali 2013 ., cbenacHo yn. 10 Ha Hapedba Ne 10 om 24 mapm 2009 . 3a
ycnosusma u peda 3a 3annaujaHe Ha nekapcmeeHu npodykmu ro 4. 262, an. 5, m. 1 om 3akoHa 3a nekapcmeeHume
npodyKmu & XxymaHHama mMeduyuHa, Ha MeOUUUHCKU u3denusi u Ha OUEMUYHU XpaHu 3a creyuanHiu MeduyuHCKU uenu (06H.
4B, 6p. 31 om 2007 2.).

&

WN3NCKBAHWNA HA H3OK MPW NMPOBEXOAHE HA NIEYEHWE HA BOJIHU C ENUNENCUA B U3BBHEONIHUYHATA MOMOLL
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LEKNAPALINSA 3A UHOOPMUPAHO CBIMMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOOBINKABAHE HA
JNIEYEHMETO C JIEKAPCTBEHWA NPOOAYKT

cres kato Cce 3ano3Hax C usnata MW npefocTaBeHa WHGOpMauMs W LenTa Ha JleYeHMeTo C nekapCTBeHus
L &0 1 o T ERRTTTITTS W cnep Kato nonyyux musyepnaTtenHu oTroBopu
Ha NOCTaBeHUTe OT MEH BBMNPOCHK, AeKnapupam 4e:
1. Lle cnaseam npenopbyaHaTa MU CXEMa Ha NeYeHne 1 NepUoANHHOCT Ha KOHTPOSHUTE Nperneau.
2. PepoBHO Lue ce siBsiBaM Ha KOHTPOSHW Mperneau U HaMma Aa NPOMEHSIM CaMOBOSTHO UMW MOA APYro BHYLUEHWe
HasHayeHaTa Mu Tepanus.
3. Tlpu npeycraHoBsiIBaHE Ha NEYEHUETO MO MPUYNHU, HEMPOU3TUYALLN OT pelleHNeTo Ha KomucuaTa 3a ekcnepTusu B
P30OK w/unn Komucusita no yn. 78, 7.2 ot 330, we ysegoms HezabasHO nuuHus cu nekap n P3OK u we sbpHa B
P3O0K nocnegHusi npoToKor, No KOWTO CbM NofnyYasan/a nekapcTBeHUs! NPoAYyKT.
4. Tpw HecnasBaHe Ha NOCOYEHUTE YCIOBUS NIEYEHNETO MU C YIOMEHaTUs NekapCTBeH NPOAYKT Lie 6b/e npekpaTeHo 1

HAMa Aa umam npeTeHumn kbm H30K.

W3UCKBAHUA HA H30K MPW NPOBEXOAHE HA NEYEHWE HA BOJNHW C EMNWIENCUA B U3BBbHBEONHNUYHATA MOMOLL




