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[image: image2.jpg]U3UCKBAHUA HA H3OK NMPU U3QABAHE HA MPOTOKOJA 3A MPOBEXAAHE HA NIEYEHUE HA
BOJTHU C EMUNENCUA C KNACUYECKU U OPYTU AHTUENUINENTUYHU NEKAPCTBEHU NMPOAYKTU
(AANM)

MpoTokonbT Ce M3jasa OT CMeUManucTM C Ko Ha cneuwanHoct 10 (HepeHu 6Gonectn) unu 54 (gertcka
HeBpornorusi), paGoTewm no forosop ¢ H30K, ekcnepTHOTO CTaHOBMLWIE Ce M3AAaBa OT CMEUManu3upaHa KOMUCHs B
neyebHu 3aBeaeHus 3a 60NHUYHA NomoL, Cknouunm aorosop ¢ H30K. CneuuanuampaHuTe KOMUCHUM Ce Cb3AaBaT CbC
3anosea Ha AvpekTopa Ha neyebHoto 3aseaeHue (/13) — 3a Bb3pacTHu Gonnu: Yb B Codms (MBAJT ,AnekcaHaposcka’,
MBAI ,Llapuua Moana”, MBANHI ,,Ca.Haym”, MBAJ - , HKE", BMA — Cochusi, MeauumHcku uHCTUTyT Kbm MBP, MBATT ,Ca.
WeaH Puncku®), Mnoeave (YMBA “Ce.leopru”, BMA — BBAJ1, Knuhuka no Hesponorus), Mnesex (YMBAI — Mnesew, BBAT),
Bapta (YMBAJ “Cs. Mapuna”), Ctapa 3aropa (YMBAJI Ctapa 3aropa), Mbpea MBAJT — Cocdusi EALL, Bropa MBAJT — Codus
EAL, ,Tokyaa Bonnuua Cocms“ ALl; 3a aeua Ao 14 ropa.: BKNIOYBAT Ce nekapu CbC CneunanHocT AeTcka HeBponorMa unu
HEBpOMo3N W MeanaTpyu CbC crieumanusaums no Aetcka Hespororns — YB ([letcka HeBponoryHa knunuka npu MBAJ
“Ce.Haym” — Codpusi, YMBAJ no [letcku Gonectu - Cocusi, YMBAJT “Ce.leopru” — Mnosaus, YMBAJ “Cs. MapuHa” - BapHa,
YMBAIJ - lNnesex.

I. PEQl 3A 3ABEPABAHE HA NMPOTOKOIUTE

1. MpoToKoNM 3a NeveHre C MbpBal BTOPa MOHOTEPANHsi C KNacuyeckn NpoaykTH
2. MpoTokonu 3a npoab/kaBaHe Ha TepanusaTa ¢ [ANM (6es npomsaHa B AosaTa)

CMeumanucT, CKio4nn Aorosop ¢ =) “lpoTokon 3a npeanuUcBaHe Ha nekapcTea, 3asepka B P30K
H30K 3annatanm ot H30K/P3OK” — 06p. M3-H30K

1. MpoTokonu 3a 3anoyBaHe Ha Tepanus ¢ JAJIMN - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
(330/1 ce Haco4Ba KbM CrieumManuaupaHa komucus kbm Yb, KoSTO M3aasa ekcnepTHO CTaHOBULLE 3@ NPOABLIKABaHe Ha
NeyeHNeTo, CamMo ako Ce Hanara yBenuuasaHe Ha 03uTe Ui BKIIYBAHE Ha HOB MEAMKAMEHT OT Tasy rpyna)

= MonbnHeHo U NoANUCaHO NPUNoXeHue 1 -nwucr 3a onpeaensiHe Ha
cneunanuncT, CKio4un 4oroeop — | KpUTEpUUTE NO CLOTBETHATA TOYKA C NPUMOXKEHN BCUYKN HeOGXOFlVIMM

¢ H30K AOKYMEHTH

= AMGynaTopeH nucT/ eTanHa enuKpm3a c BCUUKM Heobxoanumm scneasanns
cbobpa3Ho Tabn. 1 (npunoxexue 2)

= “MpoTokon 3a NpeAnucBaHe Ha nekapcTsa, 3annaiaim ot H30K/P30K” —

06p. M3-H30K

L} EKCﬂepYHO CTaHOBMLLE C AICHA MeanLMHCKa K@MHCM 3a

moTUBaLUS eKcnepTusn B

= “[lpoToKon 3a NpeanuceaHe Ha nekapcTea, | P30K
CEELASTHMSVPItEL FOMMCY) — | sannawary ot H3OK/P30K" — 06p. M3 -H30K

(noanvcaH OT UneHoBeTe Ha KoMUCHSITa) 3asepka B P30K

1. MpoTokonu 3a 3ano4saHe Ha Tepanusi ¢ [JANM - PREGABALIN, LEV B posa vag DDD

2. MpoTokonu 3a 3ano4saHe Ha koM6UHUpaHa Tepanus ¢ JAJM - LTG, TPM, TIAGABINE, GABAPENTIN,
PREGABALIN, LEV, LCM g gosa ao v Hag DDD 1 RTG 8 gosa go DDD

3. Mpotokonu 3a 3anoy4sake Ha Tepanus ¢ ESLICARBAZEPINE g posa o DDD

= MonbrHEHO U NOANUCAHO MpUNoXeHue 1 — NUCT 3a onpeaensHe Ha

TouKa C npui MU
CRELMANNCT, CKNIoYAN AOTOBOP ;;;gipezv;e 10 CLOTBETHATA TOUKA C MPUIIOXKEHI BCUUKM HEobxoau

cHI0K = AM6ynaTopeH nucT/ eTanHa enuKkpm3a ¢ BCUukM Heobxoanumn uscneasanns

cbobpa3sHo Tabn. 1 (npunoxenue 2)
= “[poTokon 3a NpeAnucBaHe Ha nekapcTea, 3annaianu ot H30K/P30K” —

06p. M3-H30K

= CraHoBMLIE C iCHa MOTUBALMA 3a NPOBEXAAHETO Ha NoAAbpXkalua Tepanvs

c posa Haa 444

= EKCNepTHO CTaHOoBMLEe C icHa MeAULIMHCKa Komucus no un.
cneunanusvpaHda Komucusa MOoTUBaLMA 73’ T.20713308B

= “lpoTokon 3a NpeAnucBaHe Ha nekapcTea, LY Ha H30K

3annawaum ot H30K/P3OK” — 06p. M3-H30K

(noanucaH OT YUneHoBeTe Ha KomucnsaTa) 2anepira EGOK

W3UCKBAHWUA HA H30K NPU NPOBEXIAHE HA IEYEHUE HA BOSIHU C ENVNENCHS B U3BBHBONHNYHATA NOMOLY
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1. 330N nopaea noarotBeHute AokymeHTH B P3OK, Ha Teputopusita Ha KOSITO e Hanpasuno u3bop Ha OMJl.
[loKyMeHTHTe BKNIOYBaT:
1.1 3asenenue Ao upektopa Ha P30K.
1.2 MonbnHeHo W noanucaHo mpunoxenue 1. Monbnea ce no cboTBETHATa TOYka W Ce npunara oTpaseHara B
UMPOB MHAEKC MEANLIMHCKA J0KYMEHTaLMS, yA0CTOBEpsBalla BCEKN €AUH OT KpUTepumTe.
1.3 MbnHUAT Habop uacnenBaHns (PU3NKaNHU, MHCTPYMEHTANHM 1 NaBopaTopHK), OTPa3eH B NpUNoXeHue 2.
1.4 “MNpoTokon 3a npeAnucBaHe Ha nekapcTea, sannawann ot H30K/P3OK" — o6p. M3-H3OK, uspanen ot
nexapsi cneuvwanuct. Mpu Heo6xoaUMocT oT ekcneptusa ot Komucusta no un. 78, 1.2 ot 330, P3OK wmsnpawa 8
H30K konue Ha npoTokona. MPOTOKOMbT 3a4LIKUTENHO Ce NOANUCBA OT BCUYKM UIEHOBE Ha KOMUCHSATa B CriyqauTe
nocoyeHn 8 T. |
1.5 Konue oT npeaxoxaaly NpoOTOKON, OT KOWTO Aa € BUAHO NPOBEXAAHOTO SIeYeHue.
1.6 [leknapauus 3a uHchopMUpaHo cbrnacue no obpaseu (npunoxexue 3)
1.7 Mpu 33071 noa 18 roavwHa BBL3PACT 3asBMEHWETO W AeKnapauusTa ce noanucsar oT poauten/
HaCTOMHMK.

2. P30K npuema gokymeHTUTe No T. 1 cnea cnpaBka OTHOCHO 3APaBHOOCUIypUTenHus cratyc Ha 33011

3. [lo nonyyaBaHe Ha peleHue ot komucusiTa B LIY va H30K 3301 npoabikasa neuexue ¢ nekapcTeen/u npoaykt/u,
C KOUTO € MPOBEXAAN NeYeHNeTo A0 MOMEHTa Ha noaaBaHe Ha Mon6ara u AokymeHTuTe B P30K.

4. ONUCAHMAT MbNEH KOMNNEKT AOKYMEHTM Ce U3MCKBA B CryyaunTe, NPU KOUTO € yKa3aHa HeoGX0AMMOCT OT pelueHue
Ha Komucus 3a ekcneptuau B P30K unu Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H30K. Mpu 3asepka 8 P30K ce
npeACTaBsA NPOTOKONa 1 KONMe OT aMByNaTopHUsi NIUCT OT NOCNIEAHMS MPErTeA NPy CeuManucT.

@ W3UCKBAHUA HA H30K NPU NPOBEXIAHE HA NEYEHME HA BONHW C ENVUNENCHS B U3BHEONHWYHATA MOMOLY
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JICT 3A ONMPEAENSAHE HA KPUTEPUWUTE MPU U3ABAHE HA MPOTOKONW 3A NPOBEXAHE HA NEYEHUE
HA BOJTHU C EMUNENCUSA C KNACUYECKU U APYIU AHTUENUNENTUYHU NEKAPCTBEHU NMPOAYKTY (RANN)

[we: = T R O N O A S
3abenexka: MeJULUHCKama OOKyMEHMaULs, yOOCTOSepAsaLLa 6CEKU OM KPUMEPUUME € MOCOYEHa C UUGbPa 8 UHOEKC U 3a0BIKUMeNHO
npudpyxaea HaCMOAULOMO NPUNONKEHUE.

3agBLIDKMTENHM CTLIKM B TepanuaTa:

= MbPBA MOHOTEPAMWA c kap6amasenun (CBZ) wnm sannpoat (VPA), oceeH B crnydaute, korato Te ca
KOHTPAUHAMLUMPAHM MU C PEaKLMs Ha HEMOHOCUMOCT.

= BTOPA MOHOTEPAMWUA c noaxoasw 3a BAAA Ha enunencusita U Tuna Ha NPUCTBLNWUTE aHTUenunenTu4eH
MeaukameHT (AEM).

A. KPUTEPUW 3A 3AMOYBAHE HA NIEYEHUE HA HOBOOTKPUTA EMWUIIENCUSA (3apbnxuTteneH e NbpeusT
KPUTEPUI W MNOHE eAMH OT OCTaHanuTe):

1 | MotebpaeHa upes EET auarvosa '

2 | [iBa HeNpoBOKMpaHH envnenTvyHM NpUNaabKa *

EAUMHCTBEH Npunaabk, Ho 0GekTMBMaMpaHa enunentudopmeHa akTueHocT B EEI unu aankm 3a
3 KOpTUKanHa yspeaa (OTKIOHeHUe B HEBPOMOMMYHUS CTATYC W HeBPOM3oBpassBalUMTe U3cneasaHns) ¢
BYICOK PUCK 33 peuMans
i CbXpaHsBa ce B 34paBHOTO Aocue Ha 33071
onucBa ce B amBynaTopHUs NUCT/ eTanHaTa envkpuaa (Npu BCekw CreABaly npernes ce NpaBy OLeHKa Ha TepaneBTUYHaTa eeKTUBHOCT)

B. KPUTEPUM 3A JEYEHME HA ENWIENCUA C PAUWMOHANHA MOMUTEPANUA W [OPYTU
AHTUENWNENTUYHWU NEKAPCTBEHW MPOAYKTU (Heo6X0AUM e MoHe eAnH KpUTepun):
HeeheKTMBHO NneyeHWe C afekBaTHW 3@ TUNA Ha enunencvsTa  TUNa Ha enunenTuyHUTe NPUCTBN
ONTUMAINHKU A03NPOBKM C knacuyeckute AEM:
1 Cnaba pesyntatHocT (Mo 50 % peAyKuus Ha NpUCTbNHaTa YecToTa) C ABa NeKapCTBEHW MPoaykTa,
npunaraiu Haa 3 Mecewia CaMOCTOSTENHO UM B KOMGUHaLWS
npu MHO20 Yecmu (exedHesHU unu execedMuyHU) Npunadbyu U enunenmuyHu cmamycu neYeHuemo
Moxe da ce ebsede M10-paHo Mpu 6ONHUYHO NeYeHue

2 TIPOALMKUTENHO NOCTUKTANHO BrioWaBaHe, HENOBMMSHO OT TepanusTa (CrieaoBu napesw, TpaitHa
OTHULLHA HEBPOIOTUYHA CUMMTOMATUKA, KOTHUTMBHI HAPYLIBHUS, AEMEHLINS)
3 TepaneBTUHHO - PE3UCTEHTHI ENMMENCM M eNMNENTUYHN CUHAPOMU

CTPaHW4HY peakuyi OT KITACHIECKUTE aHTUENUNENTU4H NEKapCTBEHM NPOAYKTH -~

* WAVOCMHKPATUYHY peakumm
* U3Pa3EHO 3acsiraHe Ha KOTHUTMBHHUTE hyHKUMM, 3aGaBEHI PeaKUMN U CHHNMBOCT, YCTAHOBEHN NPy
CepyMHY KOHLIEHTPaLMY B peepeHTHIn CTOHOCTM
4 = yBpeeHa YepHoapoGHa (yHKUMS (NOBULLIEHN CTORHOCTH Ha ACAT, AJIAT)

* XunepamoHeMusi
* V3pa3seHUn CTPaHNYHI PeakLuy OT XpaHoCMUnaTenHus TpakT (Gonkv B CTOMaxa, rapee, nospbLuaHe),
HanuuMe Ha OBApWanHW KMCTW, KOXHW MpOSIBY, XMNEpnnasus Ha rMHrMBaTa, KOconas, BUAUMO
HanbrHsiBaHe, oTcnabeaxe, TPemop 1 Ap

T xonue ot PewenTypHaTa KHIDKka Ha GOMHWA, NPU YECTH NPUCTBLAU — eNikpu3a ¢ Homep U3 OT CTaUMOHapHO Nevekve ¢ AaBHOCT A0 1 Mec.
KbM J|aTaTa Ha KaHAWAaTCTBaHE

amBynaTopHu NUCTOBE/ ETaNHA ENUKpU3a OT NPErneAWTe NP CEUNanvcT, yAOCTOBEPABALLN HENOBNUsIBAHE OT TepanuATa, NpomMaHa &
KNMHWUYHATA CUMNTOMATHKA W/UNW HACTLNNNYM CTPAHMYHIN PeaKUWi UN enukpusa ¢ Homep U3 ot cTauMoHapHo nevetue

3aBIKUTENHO Ce NPEACTABAT CLOTBETHUTE WICNIeABAHNA Ha OPUTMHANKY Bnanki OT NaGopaTopus Unu 3asepeny konus 3a ASAT, ALAT,
XUNEpamMoHueMms

B. KPUTEPUM 3A MPEMUHABAHE KbM KOMBWUHUPAHA TEPANWA C APYIM AHTUENWUNENTU4YHU
NEKAPCTBEHM MPOJYKTU WU TEPAMWUA C AO3A HAJ DDD 3a LEV, PREGABALIN 4 LCM:

4 | YacTiien unu Hemsnew TepanesTien oTrOBOP, CrieA KaTo € NPOBEAEH OMTUMANEH KYPC Ha NeveHue ¢
Knacuyecka paumoHanka nonutepanus
T
KONUe OT peLienTypHaTa KHIKKa Ha BONHMA
ambynaTopHu NWCTOBE OT NMperneauTe NpU CNeuManict, yAOCTOBEPABALW HEeNoBNUsBaHe OT TepanuATa, NPOMAHA B KNUHW4HATA

CUMNTOMATUKA WY HACTBNMAM CTPAHUMHI PEAKLMY 1 ENMKPU3A C HOMEP 113 OT CTALMOHAPHO NeveHNe C AABHOCT A0 1 MEC. KM AaTaTa Ha
KkaHauparcreaxe

é W3UCKBAHWUA HA H30K NPU NPOBEXIAHE HA IEYEHUE HA BOJIHU C ENUNENCHS B U3BBHBONHNYHATA NMOMOLY
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I. KPUTEPUM 3A NMPEMUHABAHE KbM KOMEMHUPAHA TEPAMUS C LACOSAMIDE — LCM, C RETIGABINE -
RTG WU C ESLICARBAZEPINE C JO3A 10 DDD:

YacTuueH unu HenbreH TepaneBTUYeH OTrOBOp, Crej KaTo € NpoBejeH ONTUManeH Kype Ha neyenme ¢
Knacuyecka pauvoHanta nonutepanus

MpeawecTsalyo nevexne ¢ CBZ/OXCBZ unvn VPA v eanH ot Houte AEM /LTG,TPM, LEV, GBP,
Pregabalin, Tiagabine/

1
KOMUe OT PeUenTypHaTa KHinkka Ha GonHus

amGynaTopHM NUCTOBE OT MpernejuTe npu Creuuanuct, yAOCTOBEpABaLll OT TepanusTa, NPOMAHa B KNWHWYHATA
CMMNTOMATMKA WM HACTLNWNN CTPAHWYHM PeaKUMn U enukpusa c Homep U3 ot NeyeHne ¢ AaBHOCT A0 1 MEC. KbM AaTaTa Ha
KaHawaaTcTBaHe ¥

OTrosaps Ha KpUTEpUMTE 3a NeyeHue C ¢ B iHEBHa A03a

noANMC Ha cneuuanueTa: .

a W3UCKBAHWA HA H3OK NPU NPOBEXIAHE HA NEYEHWUE HA BOIHU C ENUNENCWA B N3BBHBONHUYHATA NOMOLY
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1. NEYEBHO-ANATHOCTUYEH ANITOPUTBM

1. NEKAPCTBEHW MPOMYKTW, Bkmiouewn B lMpunoxenue 1 Ha MIIC, kouto H3OK 3annawa B
CbLOTBETCTBME C AeﬁCYBaNHTE HOPMaTUBHMN AOKYMEHTU.

2. MNOKA3AHMUA U HEOBXOOAUMMW U3CIEABAHMUSA - cbrnacHo kpaTkuTe xapakTepucTuku Ha
NeKapcTBEHNUTE NPOAYKTU.
Ta6n. 1

MOKA3AHUSA - hopma Ha 3abonsiBaHeTo, nPEAN KOHTPON*
Bb3pacToBN OrpaHNYeHUs 3AMNOYBAHE* Ha 6 mec.

MOHOTEpanus Unu kaTo gonvnsawa Tepanus
3a BbL3PACTHW NALMEHTV 1 Aeua Hap 2 1

= chokankv n BITKMN

= nauveHTu c aneprus kem CBZ,
OXCARBAZEPINE HeedekTueHocT oT CBZ u VPA unu npu
XUNepXonecTeponemus, 0cTeonoposa,
HapyLUEHU XOPMOHAHI (YHKLIK 1
KOMOPGVIAHVI CbCTOAHUA, Cb3AaBalun ycnosus
3a nexkapcTBEHN B3aUMOAeNCTBUS

HavyanHa unu BTopa MoHoTepanus unu
Aonbneawia repanvs

CARBAMAZEPINE = HOBOOTKpWUTA (hoKanHa enunencus

= reHepanvaupaHa enunencys, npotuiala
cTKN

HauanHa unu BTopa MOHOTEpanus Unu
fonbrsalla Tepanus

*  HOBOOTKpUTa reHepanuanpana enunencus, | MKK, TpaHcamuHasn
napumanta enunencus, cuHapom Ha West CEpyMHO HUBO —

= fonbnBala Tepanys Npu Bb3pacTHY u cnej NpuKnioysane
[Aeua ¢ reHepanuaupana, (okanHa enunencus | Ha TATPUpaHeTo

W cuHapom Ha Lennox-Gastaut, nonumopdru
npucTbNn

MOHOTEpanus Ui KaTo KOMBUHMPaHa Tepanust
ETHOSUXIMIDE npu:

= aBcaHcHa enunencus

CLONAZEPAM Aonbnsawa repanus

* reHepanuaupaHa v okanHa enunencus
JAoNbrBAlLA TEPANUs NPY BL3PACTHY 1 Aeua
Hap 12 r. npu:

= c¢pokanHa enunencus (Npoctu,
TIAGABINE KOMMNEKCHW 1 BTOPUYHO-TeHepanuanpani TpaHcamuHasu TpaHcamuHasn
npunaabum)

= TepaneBTU4HO PESUCTEHTHN hoKanHu
enunencum 1 CUHAPOMM

AonbrBalla Tepanus Npu Bb3pacTHu U Aeua
Hag 2 . W NPEMUHaBaHE KbM MOHOTepanus
NpY BL3PacTHU U Aeua Hap 12 .

= reHepanuaupaHa enunencus (abcancu,
LAMOTRIGINE MUOKIMOHWUYHN, ATOHNYHU, TOHUYHW NPUCTBIN U
ITK)

= chokanHa enunencus (MPoCTy, KOMMAEKCHN
napuuanty, BITKI), pesucteHTHn enunencun
W cMHAPOMU

[onbrBalla Tepanus npu Bb3pacTHy W Aeua
Hag 2 r. unn NpeMuHaBaHe KbM MoHOTepanus
npu Bb3PacTHU 1 Aeua

= reHepanuaupana enunencus
(MMOKMOHWYHI, AaTOHWYHIN, TOHMYHU NPUCTBNN
n [TKM)

= cpokanHa enunencus (MpocTu,
komnnekcHu, BITKM), nonumopcHn npuctsnm
* TepaneBTUYHO PE3UCTEHTHU enunencun
1 CUHAPOMU

INN

MKK, TpaHcamuHasn
CepyMHO HUBO —
cnej npukrioysane
Ha TUTpUpaHeTo

MNKK, TpaHcamuHasn
CepYMHO H1BO —
npu HeobxoaumocT

MKK, TpaHcamuHasn
CepyYMHO HUBO —
npu HeobxoanmocT

VALPROIC ACID

KpeaTUHWH, MKK ¢ AKK,
TpaHcamuHasum TpaHCaMuHaau

TOPIRAMATE TpaHCcamMuHasn TpaHcamuHasu

% WBMCKBAHMS HA H30K MPU NPOBEXKAHE HA NEYEHVE HA BOJIHU C EMUNENCUA B U3BBHBONHUYHATA NOMOLL
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NOKA3AHWUA - chopma Ha 3abonsiBaHeTo, NPEAN KOHTPOM*
Bb3pacToOBN OrpaHUYeHus 3AMOYBAHE* Ha 6 mec.

AonbrBalla Tepanus npu Bb3pacTH W Aeua
Hag 3r.um npeMuHaBaHe KbM MOHOTEpanus
Npu BL3PACTHM U Aeua Haa 12 1.
GABAPENTIN *  CUMNTOMAaTW4YHa enunencus npu KpeaTuHUH MKK ¢ KK
MO3bYHY HEONNa3MU
*  TepaneBTMYHO PE3UCTEHTHM hoKanHN
enunencuv U CUHApPOMU
hoKanHu enunenTiiHI NpunagbLm (NPocTu 1
KomnnekcHu) ¢ unu 6es sTopuiHa
reHepanuaauns npu naunenTy Hag 1-
MeceyHa, reHepanusupanm enunencum npn
nauveHT1 Haa 12 r., TepanesTuiHo
PEe3UCTeHTHN enunencum u CUHAPOMU
[onbrBalya Tepanisi npu Bb3pacThy Hap 18
r.
PREGABALIN = chokanHu npunagbum (Npoctu U Kp. 3axap, KpeaTuHWH | KpeaTuHuH
KOMNAEKCHM) C unu 6e3 BTopuiHa
reHepanusaums
[oNbrBaLla Tepanus npu Bb3pacTHu 1
nauneHTn Ha u Hap 16 1. KpeaTUHWH,
LACOSAMIDE = ¢hokanHu npunagbum (Npoctu n TpaHcaMuHasu,
KOMMNEKCHM) C Ny 6e3 BTopuiHa EKT ¢ koHcynTauus
reHepanusauvs
Aonbrsalla Tepanus npu Bb3pacTHu
nauueHTv Ha u Haa 18 1. KpeaTUHUH,
RETIGABINE = chokanHu npunaabum (NpocTi n TpaHcamuHasu,
KOMMIeKcHM) ¢ unu 6es BTopuyHa EKT ¢ koHcynTaums
reHepanusauva

LEVETIRACETAM KpeaTUHUH MKK ¢ AKK

KpeaTuHIH,
TpaHcaMuHa3n

KpeaTUHUH,
TpaHcamuHasn

MKK, TpaHcamuHasu KK, TpaHcamuHasn
KPeaTUHWH, KpeaTuHH,
EKI EKI

[AONbIBalLa Tepanus NPy Bb3PacTHX npu:
*  TepaneBTU4HO PE3NCTEHTHU hoKanHu
enunencum u CHHAPOMM

ESLICARBAZEPINE
ACETATE

* onuceam ce & ambynamopHusi fucm Ha GOMHUA U Ce Nnpunazam 3aeepeHu Konus om opuuHanHume 6naHKku (npu Hanuyue Ha
xocnumanu3sauus ¢ dagHocm 0o 1 Mec. pedu KaHOudamcmeaHemo ce npunaza 3aéepeHo Konue om enukpu3a ¢ Homep un3)

* CepymHo Hueo Ha AEM Ha ¢heHUmMOUH, 8annpoam u kapGamasenuH - cned npuknioysaHe Ha MUMpPUPaHemo u npu Heobxodumocm npu
npeueHka Ha NeKyeawjusi Heeponoe (CbMHEHUE 3a UHMOKCUKauus, HedocmambyHa 003a WU HENpueMaHe Ha 11eKapcmeomo;
mepanesmudHa pe3ucmeHmHocm; roge¥e om 2 nexapcmea; 4epHoOpobHa U 6bbpeyHa HEAOCMambYHOC); CbOEGHO-MEOUUUHCKE
excnepmus3a; Npu GpeMeHHU XeHu)

Il. OBLUM U3UCKBAHUA

1. Bn3pacroBaTa rpaHMua Ce V34UCNsiBa B HABLPLUEHY FOAVHM - T.€. BKIIOYMTENHO KbM AaTaTa Ha u3aasaxe
Ha NPOTOKONA OT Creunanv3upaHaTa KoMUCHs.

2. Tpw HasHayaBaHe Ha Tepanus No NPOTOKON 3aALIKUTENHO Ce CLoDPa3siBaT Bb3PACTOBUTE OTPaHUIEHUs,
CBIAcHO KpaTkaTa XapakTepucTUka Ha CbOTBETHUS NEKapCTBEH NPOAYKT, YTBbPAEHA N0 peAa Ha 3MNXM.

3. H30K He 3annauja nedyeHve W3BLH ykasaHaTa Bb3pacToBa rpaHuua B KpaTkaTa xapaktepuctuka Ha
npoaykTa.

4. H30K He 3annawa neveHne C 403U HaA MaKCUManHO paspelieHuTe Mo KpaTka xapakTepuctvka Ha
npoaykTa.

5. B cnyuait Ha HACTBNWNA NMOAO3NPAHA HeXenaHa NekapcTBeHa peakuus, NekapsT yBeAoMsABa WAN no pepa
wa un. 183 ot 3MMXM. Konue OT CLOBLUEHMETO Ce NMpunara KbM MeauLMHCKaTa AoKymeHTauus Ha 33011
npu KaHauaaTCTBaHe 3a nevyexune.

6. MPW CNELIMATNUCTA, cbrn. un. 152 B, T. 1 ot HP/] 3a MeauunHcKkuTe AeiHocT 2012 r. (06H. AB 6p.
3 or 10.01.2012 r.), Ha 330J1, Ha KOMTO ca M3AaBaHU MPOTOKONW MO peAa Ha HacToAwuTe
M3NCKBaHUS, CriefiBa fa Ce MpuUMaraT BCUYKM HeOGXOANMM AOKYMEHTH KaTo: ambynaTopHuTe nvcrose
OT U3BBLPLUEHNTE NpPerneaun, BTOPUAT ekseMnnap ot “3naneHuTe NPpoToKoNM, Konus ot €nuKpU3n, excnepTHn
CTaHoBULA W APYrY AOKYMEHTH, KOWUTO ca OCHOBaHWE 3a M3jaBaHe Ha NPOTOKOM, BCUYKM M3UCKBALLM Ce
u3cneaBaHus, Konue OT NpuNoxeHue 1 Ha HacTOALWMTE W3UCKBAHWA NOMbLIHEHO NO CbOTBETHaTa TOuKa,
NoANUCaHO OT cneunanucTa, usaan npoTokona.

Hacmosuume u3uckeaHus ca pa3pabomeHu Ha ocroeaHue 4il. 55 om HPZ 3a meduuurckume delHocmu 2012 200uHa (06H.
/1B 6p. 3/10.01.2012 2.) u enu3am e cuna om 1 gespyapu 2013 2., CbanacHo yn. 10 Ha Haped6a Ne 10 om 24 mapm 2009 2. 3a
ycnosusima u peda 3a 3annauiaHe Ha N1eKapcmeeHu npoOyKmu no 4. 262, an. 5, m. 1 om 3aKkoHa 3a nekapcmeeHume
NpodyKmu 6 XyMaHHama MeduUUHa, Ha MeOUUUHCKU U30enus U Ha QUeMUYHU XPaHu 3a creyuanHu MeduuuHCKU yenu (06H.
/B, 6p. 31 om 2007 2.).

% W3UCKBAHWA HA H30K NPV NPOBEXIAHE HA NIEYEHVE HA BOJIHY C ENMNENCHNA B M3BBHEONHNYHATA MOMOLY
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AEKNAPALIUA 3A UHOOPMUPAHO CbITIACUE C UBUCKBAHUATA 3A 3AMOYBAHE/ MPOABINKABAHE HA
TNEYEHMETO C NEKAPCTBEHWSA NPOAYKT

A3 ponynoanucauusT/aTa ...

crep kato Ce 3ano3Hax C usnata MU npeaocTaBeHa MHGoOpMauuMs M UenTa Ha f1eYeHWeTo C NeKkapcTBEHUs

nponyn ... ¥ Cieql KaTo Monyuux M3depnatent oTrosopy
Ha NI0CTaBEHUTE OT MeH BbMPOCH, AeKnapvpam ye:
1. llle cnassam npenopLyaHaTa My Cxema Ha JIEYEHIE M NEPUOANYHOCT Ha KOHTPOMNHWTE Nperneau.
2. PedoBHO Lue Ce siBsiBaM Ha KOHTPOMHW NPErnean U HAMa Aa NPOMEHSIM CaMOBOMHO WM MO APYrO BHyLeHWe
HasHaueHaTa Mu Tepanus.
3. [pu npeycTaHoBsiBaHe Ha NEYEHUETO NO NPUYMHY, HENPOU3TMUALLN OT pelUeHneTo Ha KomucuaTa 3a ekcnepTian B
P3OK umnu Komucusita no un. 78, 1.2 ot 330, wie yBeaoMsi HesaGaBHO nuHus cv nekap u P30K u we BbpHa B
P30K nocneaHusi NpoToKor, MO KOWTO CbM Mony4asan/a nekapcTBeHns NPoayKT.
4. Tlpu Hecna3ssaHe Ha NOCOYEHUTE YCIOBUS NIEYEHMETO MU C YIOMEHATUS NIEKapCTBEH NPOAYKT e Gbae npekpaTeHo u

HAMa Aa uMam npeTeHuun kem H30K.

[Heknapatop:.

(ume, npeaume 1 hamunis)

Moanuc:...
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