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[image: image2.jpg]N3NCKBAHUSA HA H30K NPU U3OABAHE HA MPOTOKOJN 3A MPOBEXAAHE HA JIEHEHUE HA
BOJIHU C ENWUNENCUA C AHTUENUNENTUYHU (ANM) U APYIN AHTUENWUNENTUYHW NEKAPCTBEHWU
NPOAYKTU (OANMN)

MpoTokoMmbT Ce W3Aasa OT CMEUManMcTU C KoA Ha cneuuanvoct 10 (HepsHu Gonectn) unu 54 (meTcka
HeBpornorus), pa6oTewu no porosop ¢ H30K; ekcnepTHOTO CTaHOBMLIE Ce U3AaBa OT CreuuanusvpaHa komucusa B
neyebHM 3aBefeHUA 3a GonNHMYHA nomol, ckroyunu gorosop ¢ H30K. CneunanuampaHuTe KOMMCUM Ce Cb3AaBar CbC
3anosen Ha avpekTopa Ha neuebHoTo 3aBeaeHwe (J13) — 3a naumeHTU Haa 18 roguwHa Bb3pacT: YBE B Cochuss (MBAN
L AnekcaHaposcka’, MBAJT Liapuua Woana”, MBATHI ,,Ce.Haym’, MBAT - ,HKE", BMA — Codusi, MEAULIMHCKN UHCTUTYT
kbM MBP, MBAN ,Cs. WMeaH Puncku'), Mnosans (YMBAJ “Ce.eopru”, BMA — BBAJl, KnuHuka no Hespororusi), MNneseH
(YMBAJ1 — Mnesen, BBA), Bapra (YMBAI “Cs. Mapuna”), Ctapa 3aropa (YMBAJ1 Ctapa 3aropa), Mbpsa MBAJT — Codbus
EAL, ,Tokyaa BonHuua Codus* Afl, Cutn Knmuuuk — rp. Codbus; 3a naumeHTtn nop 18 roguluHa Bb3pacT: BKNOYBaT ce
nieKapy CbC CreLManHoCT AeTCKa HEBPOMOTUS UMM HEBPONO3M M NEANATPYM ChC Cneuvanisaums no Aetcka Hesponorus — Y6
(DeTcka HeBponoriKa knuHuka npu MBAJT “Ce.Haym” — Cocbusi, YMBAIT no letcku Gonecty - Cocousi, YMBAT “Ce.leoprn” —
Mnoeaue, YMBAT “Ce. Mapuna” - BapHa, YMBAJl — MNneseH).

1. PE[} 3A 3ABEPSIBAHE HA MPOTOKOJUTE

1. MpoTokonu 3a nedexne c ETHOSUXIMIDE (ESM) u OXCARBAZEPINE (OxCBZ)
2. MpOTOKONYW 3a NpoABLIMKaBaHe Ha TepanusTa ¢ AJTN v JANI (6es npomsiHa B 403aTa)

cneunanucT, CKnYun orosop - “l']pomkon 3a npepnuceaHe Ha nekapcrea,

3aBepka B P30K
c H30K » sannauwanu ot H3OK/P30OK” — 06p. M3-H30K >

1. MpoTokonu 3a 3anousaHe Ha Tepanus ¢ AN - TIAGABINE (TGB) n JANN - LAMOTRIGINE (LTG), TOPIRAMATE
(TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) B Aosa Ao v Haa
DDD

(3011 ce HacouBa KbM creuuanuaupaHa KoMUCUsA KbM YB, KOSITO M3aaBa eKCnepTHO CTaHOBMLLE 3a NpoAbimkaBaHe Ha
NeJyeHneTo, CaMO aKo Ce Harara yBeriMuaBaHe Ha [AO3MTE UNW BKITIOYBAHE Ha HOB NleKapcTBeH NPOAYKT OT Tasu rpyna)

= onbnHeHO W noAnucaHo npunoxenue 1 — nNUCT 3a onpepensHe Ha
CneumanucT, CKIIo4UN 4oroBop KpUTEpUUTE MO CbOTBETHATA TOYKA C MPUIIOKEHWM BCUYKM HeobXxoauMu
c H30K ZIOKYMEHTU

= AMBynaTopeH NUCT/ eTanHa enuKpu3a ¢ BCUUKN Heobxoaumu uscneasaHus
cbobpasHo Tabnuua 1 (npunoxexue 2)

= “[poToKON 3a NpeanuceBaHe Ha nekapcTsa, 3annaiadn ot H30K/P3OK" —

'

06p. M3-H30K
L EKCI‘IepTHO CTaHOBULUIE C siCHa mMeguuMHCKa Komucus 3a
mMoTuBauma eKCnepTusn B

cneyunanuavpaHa Komucus = “MpoTokon 3a npeanuceaHe Ha nekapcTea, | . | P3OK

|

3annawann ot H3OK/P3OK” — 06p. M3 -H30K
(NoANuUcaH OT YNEHOBETE Ha KoMMcUATa) 3aBepka B P30K

1. MpoTokonw 3a 3anouBaHe Ha KomGuHWpaHa Tepanusi ¢ AT - TIAGABINE (TGB) u OANM — LAMOTRIGINE (LTG),
TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) B
nosa o 1 Haa DDD v RETIGABINE (RTG) B gosa ao DDD

2. MpoTokonu 3a 3anoyBaHe Ha Tepanus ¢ ESLICARBAZEPINE (EsCBZ) B no3a io DDD

creuvuanucT, CKIYun 4orosop = MonbMHEHO W noanucaHo npunoxeHue 1 — NUCT 3a onpefensiHe Ha
c H30OK » KpUTEPUWTE MO CbOTBETHATA TOYKA C MPUNOXEHW BCWYKNM HeobXxoaumu
AOKYMEHTU

= AMBynaTopeH nUCT/ eTanHa enuKp1sa c BCUUKM HeOBXOAMMM n3creaBaHus
cbobpasHo Tabnuua 1 (npunoxexue 2)

» “TIpoToKon 3a NpeanvcBaHe Ha rekapcTea, 3annawadu ot H3OK/P3OK" —
06p. M3-H30K

= CTaHOBMILE C SiCHA MOTUBALMSA 33 NPOBEXAAHETO Ha NoAAbpXalua Tepanus
¢ posa Hag DDD

cneuuanusvpaHa komucus
= EKCI'IepTHD CTaHOBMLUE C siCHA MeduuWnHCKa Komwucus no un.

MoTuBaLms 78,7.201330B
= “MpoTokon 3a npeanucsaHe Ha nekapcrea, | —p | UY Ha H30K

sannawanm ot H3OK/P3OK" — o6p. M3-H30K
(noanmcaH OT YNeHoBeTe Ha KoMUCUATa) 3asepka 8 P30K

E« W3UCKBAHMSA HA H30K MPU NPOBEXOAHE HA NEYEHWUE HA BONHW C ENUNENCUA B U3BBLHEONHUYHATA nomouy -
B cuna ot 1 mapt 2014 roguHa
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1. 30M1 nogaBa noaroTBeHute AokymeHTM B P30K, Ha TepuTopusTa Ha KO\TO e Hanpasuno u3bop Ha OMNIL.
[lokyMeHTUTe BKNIOYBAT:
1.1 3asiBneHue ao [vpektopa Ha P3OK.
1.2 MonbnHeHo u nognucaHo npunoxeHue 1. Monbnea ce Mo CbOTBETHATA TOYKA U Ce Mpunara oTpaseHata B
LMPOB MHAEKC MEAULIMHCKA AOKYMEHTALMS, YAO0CTOBEPABALLA BCEKU EAUH OT KpUTepumTe.
1.3 MbRHUAT Habop M3cnenBaHus (PU3NKaNHW, MHCTPYMEHTaNHN U NabopaTtopHu), OTPaseH B NPUNoXeHue 2.
1.4 “TpoTokon 3a npeAnMcBaHe Ha rekapcTea, 3annawadu ot H3OK/P3OK" — o6p. M3-H3OK, usnaneH ot
nekaps cneumanuct. Mpu HeoBxoaumocT oT ekcneptusa oT KomucuaTa no un. 78, 7.2 o1 330, P3OK uanpawa 8
H3OK konwue Ha npoTokona. MpoToKonbT 33ibIDKMTENHO Ce MOANMCBA OT BCUYKW UNIEHOBE Ha KOMUCUSITA B CriyYauTte
noco4eHn B T. |
1.5 Konue oT npeaxoxaaly NPoTOKOr, OT KOWTO /1a € BUAHO NPOBEXAAHOTO feYeHune.
1.6 leknapauus 3a uHcopmupaHo cbriacue no obpaseu (npunoxeHue 3)
1.7 Mpw 3001 noa 18 roauiiHa Bb3pacT 3anBMNeHUeTO U AeKnapaumsTa ce NoANUCBaT oT poanTen/ HaCTOMHUK.

2. P30K npuema AoKyMeHTUTE No T. 1 crea cnpaBka OTHOCHO 3APaBHOOCUIypuTenHus ctatyc Ha 3071

3. [lo nony4aBaHe Ha pelueHue oT komucusita B LIY Ha H30K 30J1 npoabmkaBsa neveHne ¢ nekapcTeeH/n npoaykt/u, ¢
KOWTO e MPOBeXAan NeYeHUeTo O MOMEHTa Ha noaaBaHe Ha Mon6ata u gokymentute B P3OK.

4. ONMCaHUAT MbIeH KOMANEKT AOKYMEHTH Ce M3UCKBA B Cry4auTe, NMpU KOUTO € yKasaHa HeOGXOAUMOCT OT pelueHue
Ha Komucus 3a ekcnepTtnan B P30OK unu KomucusTta no un. 78, 1. 2 ot 330 B LY Ha H3OK. MNpu 3asepka B P30K ce
npeacTaBs NPOTOKOMNa U konue oT amMBynaTopHMsA NIUCT OT NOCNeAHUs Mperrnea Npyu cneumanucr.

WU3UCKBAHMWSA HA H30K NPW NPOBEXOAHE HA NNIEYEHWUE HA BOMHW C ENWNENCWA B U3BBHBONHUYHATA MOMOLL -
B cuna ot 1 mapT 2014 roguHa
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JIACT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3OABAHE HA NPOTOKOIU 3A NPOBEXOAHE HA NNEYEHUE
HA BOJTHWU C ENUNENCUA C AHTUENMMNENTUYHA (ANM) N APYTU AHTUEMWIENTUYHU NEKAPCTBEHU
NPOAYKTW (BANM)

[we: [eri] [ [ T T T T [ [ [ ]

3abenexka: MeduyuHckama GoKyMeHmauus, y0ocmoeepsisalia 8cexu om Kpumepuume e rocoyeHa C yugpa 8 UHOEKC U 3adbIDKUMesTHO
npudpyxasa HaCMOAWOMO NPUTOXEHUE.

3agbIMKUTENHU CTHLIKKU B Tepanusita:

= [TbPBA MOHOTEPAMUS ¢ kapGamasenud (CBZ) wnm eannpoat (VPA), ocseH B cnydauTe, korato Te ca
KOHTPauHAWULMPaHU UMK C peakums Ha HeMOHOCUMOCT.

= BTOPA MOHOTEPAINWA c¢ nogxoasiy 3a Buaa Ha enurencusita M Tuna Ha npucTbnute aHTUenunentuyeH
rnekapcTeH npoaykt (AJIl).

A. KPUTEPUU 3A 3AMOYBAHE HA NEYEHUE HA HOBOOTKPUTA EMUNENCUA (3apgbrkuTeneH e NbpBusAT
KPMTEpPUIA U MOHE eIUH OT ocTaHanuTe):

1 MoTebpaeHa upes EET auartosa *

2 [1Ba HENPOBOKUPAHN EMMNENTAYHM NPUNAALKE 2

EAVHCTBEH npunapgbKk, HO ofekTuBMaupaHa enunentudopmeHa aktueHocT B8 EEl wnu aaHHu 3a
3 KopTUKariHa yBpesa (OTKIOHEHME B HEBPONOMMYHMS CTATyC M HeBpousobpassBalmTe wscrnenBaHus) C
BMCOK pVCK 33 peLnans
T CbXxpaHsiBa ce B 34paBHOTO jocue Ha 30J1

onucea ce B aMBynaTopHus NCT/ eTanHaTa envkpuaa (Npu BCeKM CrieBall Nperies ce Nnpasy oueHka Ha TepaneBTUuHaTa edheKTUBHOCT)

B. KPWUTEPUM 3A TJEYEHWME HA EMUWIENCUA C PAUWMOHANHA TMONMUTEPANUA W OPYIU
AHTUEMWIENTUYHU NEKAPCTBEHU MPOAYKTU (Heo6x0oanM e NOHE eAnH KpuTepuit):
HeecheKTMBHO neyeHMe C afeKBaTHU 3a TUNa Ha enunencusTa U TUNa Ha enunenTUYHUTE MPUCTBNK
ONTUMAnHU JO3UPOBKM C knacuyeckute AJM:
1 Crnaba pesyntatHocT (nog 50 % peayKuwsi Ha MpUCTbMHATa 4YecToTa) C ABa NEKapCTBEHU NpoayKTa,
npunaraHu Haj 3 Meceua CamOCTOATENHO MMM B KOMOWHALMA NpU MHOMO 4YeCcTW (eXenHeBHW wvnn
execeAMUYHM) MpUNagbLM W ENWUNenTUYHU CTaTyCu JIEYEHMeTO MOXe fAa ce BbBege Mo-paHo npw
60MIHUYHO neveHne
MpOALIMKNTENIHO NOCTUKTANHO BrOIIABaHE, HEMOBMWSHO OT TepanusaTa_(criefosu napesu, TpanHa
OFHMLLHA HEBPOMOTMYHA CUMITOMATMKE, KOTHUTUBHU HAPYLLEHUA, AeMeHUus)
TepaneBTUiHO - PESUCTEHTHM enuNerncyi 1 enuAenTUYHN CUHAPOMM ~
CTpaHWYHK peakunm OT KNacuIECKUTE aHTUENUNENTUYHY NEKapCTBEHN NPOAYKTA
= NAVOCUHKPaTUYHU peakLmm
= U3paseHo 3acAraHe Ha KOrHUTMBHWTE (yHKUWW, 3abaBeHu peakumn v CbHIMBOCT, YCTAHOBEHW Mnpu
CEPYMHU KOHLIEHTPaLum B pecpepeHTHU CTOMHOCTK
= yBpejeHa YepHoapobHa dyHKLMA (NoBuULeHK cToiHocTh Ha ACAT, AJIAT)
* XMNnepamoHemMms
* U3paseHn CTPaHMYHU peakumu OT XpaHocMunaTerHus TpakT (Bonku B cTomaxa, rageHe, nospbLyaHe),
Hanuune Ha OBapuariHU KUCTW, KOXHM MpOSIBW, XUNEpnnasvs Ha T[MHIMBaTa, Koconag, BUAWUMO
HanbrHsBaHe, oTcriabeae, Tpemop 1 ap

ZWS

T konue OT peLienTypHaTa KHUKKa Ha GOMHUS, NPY YECTU NPUCTBLNN — BNUKPU3a C Homep U3 OT cTauMoHapHo neyeHne ¢ AaBHOCT A0 1 mec.
KbM AaTaTa Ha kaHauAaTcTBaHe

2 amBynaTopHu NUCTOBE/ eTanHa enukpusa OT MPErnesuTe NpU CMELMAniCT, YAOCTOBEPSBALN HEMOBNMABAHE OT TepanusTa, NpoMaHa B
KNUHUYHATA CUMNTOMATMKA WV HACTLNWIIA CTPAHWYHN PEaKLM UM enukpuaa ¢ Homep U3 oT craumoHapHo reverve

3 33 LIKUTENHO Ce NPeACTaBAT CbOTBETHUTE USCNIEABAHNSA Ha OpUrMHaNHK Gnarku ot nabopatopusi uiu 3asepetn konusa 3a ASAT, ALAT,
XvnepamoHuemus

B. KPUTEPUM 3A MNPEMUHABAHE KbM KOMBEWHWPAHA TEPAMWUA C OPYIU AHTUENMUNENTUYHU
TNIEKAPCTBEHM NMPOAYKTU U TEPANWUA C AO3A OO U HAJL DDD 3a LEVETIRACETAM (LEV), PREGABALIN (PGB),
LACOSAMIDE (LCM):

1 YacTuyen vnu HenbneH TepanesTu4eH QTroBOp, Cried KaTo @ NPOBEAEH onTUManeH KypC Ha neveHue c
Krnacudecka pauuoHanHa nonutepanus
KOMUe OT PELEenTypHaTa KHIKKa Ha GONHUA
amBynaTopHu NINCTOBE OT MperfeavTe Mpu CNELManucT, YAOCTOBEPsBALM HEMOBNMABaHe OT TepanuaTa, NPOMAHA B KNMHUYHATa

CUMNTOMATWKA W/WNW HACTBNUW CTPAHWUYHN peakuun U enukpuaa ¢ Homep W3 oT cTaumoHapHo neyeHne ¢ AaBHOCT 40 1 mecel KbM parata
Ha KaHAuaaTCcTBaHe
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r. KPUTEPUAN 3A TMPEMWHABAHE KbM KOMBUHWPAHA TEPAMWA C RETIGABINE (RTG) WK C
ESLICARBAZEPINE (EsCBZ) C IO3A 10 DDD:

1 YacTuieH unu HembneH TEPaNeBTU4eH OTIOBOP, Crie] kaTo e NPOBeAeH ONTUMAlieH KYPC Ha neveHme ¢
Knacuyecka paLuoHanHa nonutepanus

MpeawecTeauwo nevenne ¢ CBZ/OxCBZ wunu VPA n eann ot ANMN - TIAGABINE (TGB) wim OANMN —

2 LAMOTRIGINE (LTG)é TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV),
PREGABALIN (PGB) "

T Konue OT peuenTypHaTa KHWKKa Ha GonHus

ambynaTopHW NMCTOBE OT NpernejuTe npu crneuuanucr, YAOCTOBEpABALUN HENoBSIMABaHe OT TepanusaTa, NpomsAHa B KIWHMYHATA

CUMNTOMATUKA /UMW HACTBLNUIM CTPAHUYHY PeakLu 1 enukpusa ¢ Homep W3 oT cTalmoHapHo Nedvenne ¢ AaBHOCT 40 1 Mec. KbM gaTtaTa Ha
KaHauAaTCTBaHe

OTrosapn Ha KpuTepuuTe 3a nevyeHue ¢ B AiHEBHa Aao3a

MOAMUC HA CNEeLMANTUCTA: ...,
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OPUNOXEHWE 2

1. TNEKAPCTBEHU NMPOOYKTU, BknioueHn B Mpunoxenne 1 Ha MIIC, kouto H3OK sannawa B
CLOTBETCTBUE C AEWCTBALLUTE HOPMATUBHU AOKYMEHTH.

2. NOKA3AHUA N HEOBXOOAUMU U3CTNEABAHWUSA - cbrnacHo KpaTkuTe XapakTepucTuki Ha
TieKapCTBEHUTE NPOAYKTY.

Ta6bnuua 1

INN

NOKA3AHUSA — popma Ha 3abonsiBaHeTo,
Bb3pacTOBU OrpaHNyYeHusA

nPEQN
3AMNOYBAHE*

KOHTPOJT*
Ha 6 mecela

ETHOSUXIMIDE

MOHOTEepanust Unu kato koMGUHUpaHa Tepanus
npu:
= abcaHcHa enunencus

OXCARBAZEPINE

MOHOTEpanusi UNn KaTo AoMbnealla Tepanus
3a Bb3paCTHW NaLMeHTV U Aeua Hag, 2 roaAvuHN
= chbokanHu n BI'TKM

*  faumeHTy ¢ aneprus kbm CBZ,
HeedbekTuBHOCT oT CBZ 1 VPA vnu npu
XuriepxonecTeporemmsi, 0CTeonoposa,
HapyLUeHW XOPMOHAIHK hyHKLWUN 1
KOMOPOWAHU ChCTOSIHUS, Cb3/laBalLy YCNoBUA
33 JIEKapCTBEHU B3aNMOLEACTBUSA

TIAGABINE

[onbiiBalla Tepanusi NMpy Bb3PacTHX 1 geua
Haa 12 roauvHu npu:

= cpokanHa enunencus (NpocTu,
KOMIMEKCHU W BTOPUYHO-TEHepanuanpaHn
npunaabsLm)

*  TepaneBTUYHO PE3NCTEHTHU choKanHm
enunencum u CMHAPOMM

TpaHCaMuHasun

TpaHCaMUHa3n

LAMOTRIGINE

JAonbrBalla Tepanus Npyu Bb3pacTHu 1 aeua
Hag 2 r. UNW NpeM1HaBaHe KbM MOHOTepanus
npy Bb3pacTHu 1 Aeua Haa 12 roauHn

* reHepanusupaHa enunencus (abcaHcu,
MWOKMOHUYHMW, aTOHUYHW, TOHUYHW NPUCTBLIN U
[TKM)

= droKanHa enunencus (NPoCTH, KOMMIEKCHN
napuuanuu, BITKI), pesucteHTHN enunencum
M CUHOPOMM

KpeaTuHWH,
TpaHCcamMuHasun

MKK ¢ OKK,
TpaHcamuHasu

TOPIRAMATE

Aonbreawa Tepanusi Npyu Bb3pacTHU 1 aeua
Hag 2 roguHU Unu npeMmHaBsaHe KbM
MOHOTEpanua Npu Bb3pacTHu 1 Jeua

®* reHepanuvaupaHa enunencus
(MVIOKHOHI/IHHVI, AaTOHUYHU, TOHUYHU NPUCTBNN
n 'TKI)

= cpokanHa enunencus (MPocTu,
komriiekcHu, BITKI), nonumopcHM npucTsnn
*  TepaneBTUYHO PE3UCTEHTHU enurnencuu
W CUHAPOMU

TpaHCaMWHa3n

TpaHCaMuHasn

GABAPENTIN

[LoMbIiBaLla Tepanusa npy Bb3pacTHu 1 aeua
Hapg 3 r. Unu NpeM1HaBaHe KbM MOHOTEpanus
npuv BbL3pPacTHU U Jeua Haa 12 roauHn

= CUMNTOMAaTM4Ha enurencus npu
MO3BYHU HEONNA3MMN

* TepaneBTUYHO PE3UCTEHTHU choKanHm
enuiencum 1 CUHAPoOMU

KpeaTuHuH

MKK ¢ AKK

LEVETIRACETAM

hoKanHu enuenTUYHK NpUnagbum (NPocTh U
KOMIIIEKCHY) ¢ unn 6es BTopuyHa
reHeparnusauys npu nauMeHTn Hag 1-mecedHa,
reHepanuaupaHy enuiencuv Npyu NauneHTy
Hag 12 roAvHW, TepanesTUUHO PE3UCTEHTHY
enuencuy U CUHAPOMU

KpeaTuHuH

MKK ¢ OKK

N3UCKBAHWS HA H3OK NMPU NPOBEXIAHE HA NIEYEHWUE HA BONHW C ENUNENCUA B U3BBHBEONHUYHATA NMOMOLL, -
B cuna oT 1 mapT 2014 roguHa
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INN MOKA3AHUA — chopma Ha 3abonssaHeTo, nPEON KOHTPOI*
Bb3pacToBW OrpaHUYeHUs 3AMNOYBAHE* Ha 6 mec.
nombrBalla Tepanusi npy Bb3pacTHN Hag 18
r.
PREGABALIN = cpokanHu npunagbum (NPocTu u Kp. 3axap, KpeaTUHWH | KpeaTUHUH
KOMIMeKcHU) ¢ unu 6es BTopudHa
reHepanusauusa
[onbriBaLla Tepanusi npu Bb3pacTHN 1
naumeHTV Ha u Hag 16 1. KpeaTuHWH, ———
LACOSAMIDE = cpokanHu npunagbum (NPoCcTu u TpaHcamuHasi, P i
TpaHcaMuHasn
KOMMIEKCHW) C unu 6e3 BTopuyHa EKTI ¢ koHcynTauns
reHepanusaums
[oMbJiBalla Tepanus npyu Bb3pacTHi 1
naumeHT Ha u Hag 18 1. KpeaTuHWH, —
RETIGABINE » cpokanHu npunaabLm (NpocTy TpaHcamnHasu, P .
TpaHcaMuHasmn
KOMIneKcHW) ¢ unu 6e3 BTopudHa EKI" ¢ koHcynTaums
reHepanusauus
[1OMbRBALIA TEpANMS NP BH3PACTHM MDU: MKK, TpaHcamuHasu MKK, TpaHcammHasu
i(s:lé?:‘.?EBAZEPINE = TepaneBTUYHO Pe3UCTEHTHM hoKanHu EF:SPTMHMH' KEieraTM"MH’
enurencum u CUHAPoMU

* onuceam ce e ambynamopHusi nucm Ha BGOnHUSI U Ce fpunazam 3aeéepeHu KOMUs Om opusuxanHume 6naHku (npu Hajudue Ha
xocnumanu3sayus ¢ dasHocm do 1 Mec. npedu kaHAudamcmeaHemo ce npunaza 3asepeHo Konue om enukpusa ¢ Homep U3)

1. OBLLIXN UBUCKBAHUA

1. Bb3pacToBaTa rpaHuLa ce U3UNCHsiBa B HaBbPLLEHN FOANHM - T.€. BKITIOYNTENHO KbM AaTaTta Ha u3faBaHe Ha npoTtokona
OT crieumanuanpaHara kommcus.

2. Mpu HasHauaBaHe Ha Tepanusi Mo NPOTOKON 3aAbMKUTENHO Ce CboOpassiBaT BL3PACTOBUTE OrPaHWYEHUs, CbINacHo
KpaTKaTa XapakTepuCTUKa Ha CbOTBETHUS NEKapCTBEH NPOAYKT, yTBbpAeHa o peaa Ha 3JMXM.

3. H30K He 3annalua neyeHue 13BbH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepucTika Ha npogykra.

4. H30K He 3annalya neyeHne ¢ 4031 Haf, MakCUMartHo paspeLlleHnTe Nno kpaTka xapakTepucTika Ha npogykra.

5. B criyuaii Ha HacTbNWMa noao3vMpaHa HexenaHa rekapcTeeHa peakuus, nexkapat ysepomsisa WA no peaa wa un. 183 ot
3MIMXM. Konve oT choblueHneTo ce npunara KbM MeauumMHckaTa aokymentaumnsa Ha 30J1 npu kaHaupaTcTeaHe 3a nevexue.

6. MPU CMEUMATIUCTA, cbrn. un. 158 B, T. 1 ot HP[] 3a MeauUMHcKUTe AeriHocTyh 2014 r. (06H. B 6p. 3 ot 10.01.2014
r.), Ha 30J1, Ha KOUTO ca M3[JaBaHN NPOTOKOMM MO pefa Ha HaCTOAWMTE M3NCKBAHUS, CriefiBa fia ce Npurarart BCUYKM
Heo6XxoAUMM [OKYMEHTU KaTo: amBynaTopHUTe NUCTOBE OT U3BBLPLUEHUTE Nperneau, BTOPUST ek3eMniisip OT usjaaeHuTe
NPOTOKOMW, KOMUSI OT ENUKPU3M, EKCIEPTHW CTAHOBMLLA M APYTM JOKYMEHTH, KOUTO Ca OCHOBaHUe 3a UsfaBaHe Ha MpOoTOKof,
BCUYKM M3MCKBALLW CE M3CTMEABAHUS, KONWe OT npusoxeHne 1 Ha HaCTOALWMTE M3UCKBAHWA NMOMbIIHEHO NO CbhOTBETHaTa
TOYKa, NOANUCAHO OT CneunanucTa, u3aan npoTokona.

Hacmosiwume u3uckearusi ca paspabomeHu Ha ocHosaHue un. 56 om HayuonaneH pamkoe 0ozoeop 3a MeduyuHcKkume
detiHocmu 3a 2014 2o0duna (06H., B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 mapm 2014 2., cbenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycriogusima u peda 3a 3anialjare Ha fiekapcmeHu npodykmu no ys. 262, an. 6, m. 1
om 3akoHa 3a flekapcmeeHume fpodyKmu & XyMaHHama MeduyuHa, Ha MeOUUUHCKU u3lenusi u  OUemUYHU XpaHu 3a
creyuanHu meduyuHcku uenu (06H., B, 6p. 31 om 2007 &.).

t(( N3UCKBAHWS HA H3OK NPU NPOBEXIAHE HA NEYEHWE HA BOMHW C ENWUNENCUA B N3BBHBONHUYHATA MOMOLL, —
B cuna ot 1 mapt 2014 roguHa
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OEKNAPALIUSI 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOABINKABAHE HA
JIEYEHUETO C JIEKAPCTBEHUA NPOAOYKT

crien KkaTo Ce 3aro3Hax C Usnata Mu NpefocTaBeHa MHGOpMauus M LenTa Ha FeYeHUeTo G rekapcTBeHus
npoAykKT..
Ha NocTaBeHUTE OT MEH BbIPOCH, AeKrnapupam ye:

WU cneg karto nonyyux usvepnatenHu oTroBopu

1. lle cnassam nperopbyaHaTa M1 CXeMa Ha fleHeHne 1 NepUOANIHOCT Ha KOHTPONHUTE npernes.

2. PefoBHO e Ce ABSIBaM Ha KOHTPOFIHW Mpernegn v HaMa Aa MPOMEHSM CaMOBOFIHO UMM MOA APYro BHYLIeHne
HasHaJueHaTa My Tepanus.

3. Tpu NpeycTaHOBSIBaHE Ha NEYEHNETO MO NPUYMHU, HEMPOMSTAYALLM OT PEeLLEHUeTO Ha KomucusiTa 3a ekcriepTusn B
P30K u/mnn Komucusita no un. 78, 7.2 ot 330, we ysesomst HezabasHO nuuHus cu nekap u P3OK 1 we sbpHa B
P30K nocnieaHns NpoToKor, Mo KOUTO CbM Nony4asan/a nekapcTseHus NpoaykT.

4. [lpn HecnassaHe Ha NOCOYEHUTE YCIOBUS IEYEHNETO M C YNIOMEHATUS NekapcTBeH NPOAYKT e Gbae npekpaTeHo 1

HAMa Aa MMam npeTeHumn kbM H30K.

M3UCKBAHUSA HA H30K MPW NPOBEXIAHE HA NEYEHWE HA BONHW C ENUNENCKA B U3BBHBONHUYHATA NMOMOLL -
B cuna ot 1 mapT 2014 roguHa





