[image: image1.jpg]I

Copmbmase 130 w01 2008

HALIMOHAITHA 30PABHOOCUIYPUTENHA KACA

Copun 1407, ya1. “Kpuuum™ No | www.nhif.hg mea: mea: +359 2 9659121

YTBBPXOABAM:
YMNPABUTEN HA H3OK: /n/
A-P HENU HELWEBA

BAPHO:
AVPEKTOP IMPEKUMSI
JABMYHICTPATUBHI [EAHOCT
BECENUH KEPUHCKNA

U3UCKBAHUSA HA H30K
NPU NPOBEXAAHE HA NIEYEHUE HA BOJTHU C EMUMNENCUA B

M3BBHBEO/THUYHATA MOMOLL




[image: image2.jpg]WU3UCKBAHUA HA H30K NPU U3AABAHE HA NPOTOKOIM 3A NPOBEXIAHE HA NEYEHME H
BOMHM C ENUNENCUA C KINACUYECKUN U IPYTA AHTUENUAENTUYHU NEKAPCTBEHU NPON
(RAnn)

MpoTokonbT Ce M3faBa OT CMEeUMANMCTH C KOR Ha cneumanwoct 10 (wepsHu Gonectw) wnu 54 (ng
Hesponorus), paGotewm no gorosop ¢ H30K, ekcnepTHOTO cTaHoBMWe ce M3naBsa oT CNeUMaNNINPaHa KOMMCI
nevebHu 3aBeaenus 3a GonHMYHA NoMoL, CKMOYMNKM aorosop ¢ H30K. CneyuanmaupannTe KOMMCHM Ce Chafasar
3anosen Ha AvpexTopa Ha nevebHoTo 3aseaenue (M13) - 3a Bw3pacTHu Gonwu: Y6 B Codms (MBAN ,Anekcanapos
MBAN ,Uapuua Woawa", MBANHN “Cs.Haym", MBAS - , HKE", BMA — Codms, MeauunHckn UHCTUTYT KbM MBP), M B
(YMBAJ *Cs.leopru”, BMA — BBAJ], Knunuka no wesponorus), Mnesex (YMBAI — Mnesex, BBATN), Bapxa (YMBAT “(a.
Mapuna’), Ctapa 3aropa (YMBAII Crapa 3aropa), Mupsa MBAS1 - Cocua EAL], Bropa MBAN — Codpus EAL; 3a peua pof14
TOA. BKIOMBAT Ce NEKaph CbC CNELMANHOCT AETCKA HEBPONIOMAS UM HEBPONO3N 1 NEAMATPH ChC CRIELMANUIALMA NO Ae
Hesponors - Y6 (fletcka nesponoruuka knunuka npu MBAJ “Ce.Haym™ — Codms, YMBAN no fletckn Gonecty - Ct
YMBAJ “Ce.leoprv” - Mnosaves, YMBAN “Ce. Mapuna’ - Bapha, YMBAJ! — Mnese.

1. PEQl 3A 3ABEPSIBAHE HA NNPOTOKONUTE

1. Mpotokonu 3a nevenme C NMbpBal BTOPa MOHOTEPAaNUs ¢ KNaCH4eCKH npogyktn
2. TpoTokony 3a NPoALIIKaBaKe Ha TepanusTa ¢ JANN (Ge3 NPOMAHA B fjosaTa)

“lMpoToKkon 3a npeanucsaHe Ha nekapcTaa,
CNeUManiCT, CKNIYUN AOr0BOP C 3annauanu ot H30K/P3OK™ — 06p. M3-H30K 3asepka 8 P3¢K
H30K

1. Mpotokony 3a sanousawe wa Tepanus ¢ AANN - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
(33011 ce HacouBa KM CneLanUspaKa KOMMCUS KbM Y6, KOSTO U3AaBa eKCNepTHO CTaHOBMLLE 33 NPOALNXEBaHE ha
TIEHEHHETO, CaMO aKO Ce Hanara yBENIABAHE Ha A0IUTE UK BKITIOMBAHE HA HOB MEAMKAMEHT OT Taaw rpyna)

* lMonbnKEHO U NOANMCaHO NPUNOXEHUe 1 — NUCT 3a onpeaensiHe Ha
CNeUManuCT, CKIouUn Jorosop % | KpUTEpUUTE NO CLOTBETHATA TOYKA C NPUNOKEHN BCUUKM HEOBXOAUMM
c H30K AOKyMeHTH

* AmbynatopeH nucT/ eTanHa enuKpU3a ¢ BCHUKK HEOBXOAMMU M3CNeaBaHiR
cbobpa3Ho Tabn. 1 (npunoxenwe 2)
* “MpoTokon 3a npeanuceae Ha NekapcTsa, sannawanu ot H30K/P30K"

06p. M3-H30K

» EKCNIepTHO CTaHOBHWWe C ACHA MeAULIMHCKE Kommcus 3a

MOTUBALMS eKCnepTHan B

* “TIpoToKon 3a NPeANUCaaKe Ha NekapeTsa, ® P30K
CTOLMATIGHDRHR KOAHONA —* | sannawanu ot H3OK/P3OK" — 06p. M3 -H3OK

(NOANMCaN OT YneHoBETE Ha KOMUCHATA) 3asepxa s P3

1. Mpotoxony 3a 3anousane Ha Tepanus ¢ IANIN - PREGABALIN, LEV & gosa nag DDD

2. MNpoToronu 3a 3ano4sane Ha komGuHmpana Tepanus c AN - LTG, TPM, TIAGABINE, GABAPENTIN,
PREGABALIN, LEV

3. Mpotokon 3a 3ano4sane Ha KomMBuHMpana Tepanus ¢ JANM — LCM, RTG b gosa Ao DDD

* MombkeHo 1 NoANUCaHO MPUNOXeHue 1 — NUCT 3a onpeaensiHe Ha
CrELManuCT, CKNIoYMn A0rosop ~—— | KPUTEDUUTE NO CLOTBETHATA TOUKA C NPUOKEHM BCHUKN HEOBXOAMMM
¢ H30K AOKyMeHTH

* AmBynaTopeH NuCT/ eTanHa enukpU3a C BCHHKN HEOBX0AMMM uacnensampin

c1obpa3no Tabn. 1 (npunoxenme 2)
/ * “NpoTokon 3a npeanicaane Ha nexapcTsa, 3annawani ot H30K/P3OK —

06p. M3-H30K

* CTaHoBMIe C ACHA MOTUBALIA 3@ NPOBEXAGHETO Ha NOAAbPXALLA Tepal

c aosa waa 404 ”T
CNIeLMAnU3NpaHa KoMNCHs * EKCTIePTHO CTAHOBMLYE C AICHA MEAULIMHCKA Komucus no

MOTHBaUMA 78, 7.2 07330

* ‘NpoTokon 3a npeanvcaane Ha nekapcTea, LY va H30K

3sannawanm ot H3OK/P3OK™ — 06p. M3-H30K

(MOANMCaH OT YNEHOBETE Ha KOMUCHATA) 3asepxa 8 P30K

% WIIMUCKBAHWA HA HIOK NPV NPOBEXAAHE HA IEYEHIE HA BONHY C ENMNENCHUS B M3BBHEONHUYHATA NOMOL !z




[image: image3.jpg]II. OBLLM MONOXEHUA
1. 3307 nopasa noaroTBeHute nokymewtu B P30OK, Ha TEPUTOPUATA HAa KOATO e Hanpaeuno usbop Ha Otll.
[okymenTuTe BKNIOYBAT:
1.1 3asisnenwe fo fiupextopa Ha P3OK.
1.2 MomsnHero # noanucano npunoxenue 1. Monsnea ce no CLOTBETHATa ToMKa 1 Ce npwnara otpasenary &
UMAPOB MHAEKC MEALIMHCKA AOKYMEHTALMS, YAOCTOBEPABALLA BCRKM EANH OT KpUTEpUMTE.
1.3 Menuuat Habop M3cnenBaHun (HUIMKaNHK, MHCTPYMEHTANHN U nabopaTopHu), OTpaseH B NpuUnoxeHue 2.
1.4 “Npotokon 3a npeanucsaxe Ha nekapcTsa, 3annawawu or H3OK/P30OK™ — 06p. M3-H30K, uagagenjor
niekaps cneuwanuct. Mpu HeoBXxoAMMOCT OT excnieptva o1 Kommucusta no un. 78, 1.2 ot 330, P3OK nanpawp 8
H3OK konwe Ha npoTokona. MpOTOKONLT 3aALMKUTENHO CE NOANUCEA OT BCHYKIA YNEHOBE Ha KOMUCHSITa B ire
nocoueHn B T. |
1.5 Konwe ot npeaxoxaatu npoToKon, oT KOHTO A4a € BURHO NPOBEXAAHOTO NeveHne.
1.6 leknapauus 3a MHPOPMUPaHO Chmacke o obpaszey (npunoxenue 3)
1.7 Npu 33001 noa 18 roguwka BBL3PAcT 3amBneHneTo W AeKnapaumsTa Ce NOANMCBAT OT poampnl

HACTOMRHMK.
2. P30K npuema fOKyMeHTUTE NO T. 1 Cnea cnpaeka OTHOCHO 34paBHOOC HUs cTaTyc Ha 330/,
3. flo nonyyasane Ha pewenme oT komucuaTa B LIY Ha H30K 330N on feveHve C nexapcTeeH/u npoaykyu,

© KOMTO @ NPOBEXAN NEYEHHETO A0 MOMEHTA Ha NoaBaNe Ha MON ATa U fokymeHTuTe B P3OK.
4. ONMCAHUST MLNEH KOMNNEKT AOKYMEHTH Ce UINCKBA B CriyyauTe, mm € yKa3aHa HeobxoaMMocT ot peuser
Ha Komucwn 3a excneptian 8 P3OK unu Komucusita no un. 78, 1. 2 ot 330 & LY wa H3OK. MNpwu 3asepka 8 P30
NPEeACTABA NPOTOKONA W KONWE OT aMBYNATOPHMA NMCT OT NOCNEAHUS NPErnea NPH CELUANKCT.

% M3MCKBAHWA HA H3OK NPV MPOBEXIAHE HA NEYEHWE HA BONHM C ENMNENCUA B M3BBHBEONHWMHATA IOMOLL 3




[image: image4.jpg]JIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU U3JABAHE HA NMPOTOKONM 3A NPOBEXOAHE HA NEYE
HA BONHU C ENUNENCUA C KNACUYECKM W [IPYTY AHTUENMUNENTUYHU NEKAPCTBEHW NPOAYKTH (DANI

[Mme: ____[em[ T T T 1 [ [ 1]

SaGenexa: WeGULHCHaIa QORYWONTAULS, YBO0GTIORS1Raaiia GCeK O KpUTePUUTTG @ FOGOweNa ¢ ikbpa & IHOBRS U Sadmrmameio
NPUGPYKABA HACMOAUOMO NPUNONeHUE.

3aBLMKUTENHM CTLAKK B TepanuaTa:
* MbPBA MOHOTEPANWA c kapbamasenun (CBZ) unu Bannpoar (VPA), ocseH B cnyuauTe, Korato Te|ca
KOHTPAUHANLMPAHM MNM C PEAKUMS HA HENOHOCUMOCT.

* BTOPA MOHOTEPAMWS ¢ noaxoasw| 3a Buaa Ha envnencusTa W Tvna wa MPUCTBNUTE aHTUEnune: H
meaukamenT (AEM).

A. KPUTEPUM 3A 3ANOYBAHE HA NIEYEHWME HA HOBOOTKPUTA EMUNENCUS (sagurxuTeneH e mups
KpUTEpWiA U NOHE eAMH OT OCTaHanuTe):

1 | Motevpaena upes EET auarnosa '

2 FlBa HENPOBOKMPaHM eNMNenTUIHM NpUNaaLKa *

Epuncreen npunagek, Ho obextveuavpana ennnentudpopmena akTuaHocT 8 EET unm /AaHHW 33
3 KOpTUKanHa yspesa (tmr,mmua B HEBPONOTWHUS CTATYC v HeBPOM30GpaInBaluTe ucneaBaHs)
BUCOK puck 3a peunave
T cuxpansea ce e 34paBHoTo Aocwe Ha 33071
0nucea ce B ambynaTopwus nNucT/ eTannara ‘enukpu3a (npyu scexn CneaBawy npernes ce NPaBk OLUEHKA Ha TepanesTHwHaTa edextusrocT)

5. KPUTEPUM 3A JIEYEHME HA ENUNENCUS C PALUMOHANHA NONUTEPANUS ¥ ﬂP)ﬁ'H
AHTUENWNENTUYHU NEKAPCTBEHU MPOAYKTY (Heobxoanm e nowe eaun KpUTepHii):

HeedexTusHo nevenme C ajeksaTHi 3a TMNA Ha eNMNENCUATA M THNA Ha ENMNENTUMHATE NPHCTON
ONTUMAINHK A03MPOBKY C KNacuieckute AEM:

1 Cnaba pesyntatHoct (nog 50 % pepykumws Ha NPUCTBIHATA HECTOTA) C ABA NEKAapCTBEHN NPOAYKTa,
npMNaraHn Hap 3 Meceua CamMOCTOSTENHO UNK B KOMBUHALMS

7IPU MHOZ0 YeCIU (eXedHesHU unu eXeceoMuvHU) Npunadbuy u eNUNeNMUYHU CIaMYCU NeveHuemo
Moxe da ce ebsede N0-paro npu 6onHuYHO nevenue '

2 MPOALMKUTENHO NOCTUKTANHO BNOWABAHE, HENOBANSHO OT TepanusTa_(Cneaosn napesu, TpadHa
OTHLIHA HEBONOTMMHA CUMNTOMATUKE, KOTHUTMBHM HApYLLEHUs!, AeMeHLMs) 2

3| TepanesTM4HO - PESHCTEHTHM ENMAENCN W ENMNENTUIA CHHAPOMM *

CTpaHUH# PeaKuuh OT KNACHIECKYTE AHTMENUNENTUMHA NeKapCTBEHN NPOAYKTH 7™

* MAMOCHHKPATHYHY PeaKUM

* M3PAILHO IACATAHE HA KOTHUTUBHUTE CDYHKUMA, 3ABABEHN PEAKLI It CHHNMBOCT, YCTAHOBEHM NPy
CEPYMH# KOHUEHTPALMM B PehepeHTHY CTOMHOCTU

. * YBpeAeHa YepHoApoBHa hyHKUMR (noBMLEHM CToiKHOCTH Ha ACAT, ANAT)

* XHNepaMoHeMMs

* U3PA3BHM CTPAHUYHI PEAKUMW OT XpaHocmunatenHus Tpakt (6onkv B CToMaxa, raaese, nospblane),
HanuiMe Ha OBAPMANHW KMCTW, KOXHM NPOSIBM, XWNEPNNAa3ns Ha rMMIMBaTa, Koconag, BuauMo
HanwnKABaHe, oTcnabeane, Tpemop u Ap

KbM A4TATA Ha KANAWAATCTBANE
amBynaTopHu NNCTOBE/ ETANKA ENUKPHIA OT NPErNeAMTe NPM Cneumanuct, YAOCTOREPABALM HENOBNUABANE OT TEPANUATa, NPOMS)
XMHAUHATA CHMITOMATHKA WANW HACTBLNMNM CTPAHWMKA PEBKLMIM WNK ENUKPU3A C HoMep U3 OT CTAUMOHAPHO Nevenne

JBABKATENHO C& NPEACTABAT CHOTBETHUTE MICNEABAHAA HA OPHTMHANHN BNaHKN OT naBopaTopwa unu 3asepenn konus 3a ASAT, ALAT]
XHNEpaMoHneMns

B. KPUTEPUM 3A NMPEMWHABAHE KbM KOMBMHUPAHA TEPAMMA C OPYrU AHTHEHW'IEI'ITHN,M
TIEKAPCTBEHU NPOAYKTU WU TEPAMWA C JO3A HAJ] DDD 3a LEV u PREGABALIN :

T (oniMe OT peuenTypHATa KNIKKA Ha BOMHIR, NP YeCTH MIPUCTBAM — ENNKDH3A C HOMEP U3 OT CTAUMOHAPHO Neverwe C AaBHOCT A0 1 M.
M

1 YacTuueH unu Henbnew TepanesT4eH 0TTOBOp, CNeA Karo e I'"DOSSABM ONTUMANEH Kype Ha nedenue c
Knacuyecka pauMoxanta nonurepanms .
"xone ot peuenTypHara kK@ Ha GonHua

MCYNaTODHK NIACTOBE OT NPINEAWTE NP CMIELMANNCT, YAOCTOBEPABALLIM HENOBMMABAHE OT TEPANWATA, NPOMAHA B KAMMMINATA

CAMTTOMATHKS Wit/ HACTBAIIA CTPAHAIHM PEaKLIMY W ENHKDH3A C HOMEP U3 OT CTBUMONADHO Mevene C ABBHOCT A0 1 Wec. Kb AaTara a
KaHAMAATCTBaKE

@ MU3UCKBAHMA HA H3OK 1PV NPOBEXIAHE HA NEYEHWE HA BONHY C ENWNENCHA B U3BBHEONHUMHATA NOMOLY 4




[image: image5.jpg]. KPUTEPUM 3A NPEMUHABAHE KbM KOMBWHUPAHA TEPAMWA C LACOSAMIDE - LCM un
RETIGABINE - RTG C O3A 10 DDD:

4 | YlacTiien wnu Henwnen TepanesTU4eH OTTOBOP, CNEA KATO & NPOBEAGH ONTHMANEN KyPC Ha NEYEHNE C
Knacuuecka pauvoHana nonutepanus

2 | Mpeawectsawo nevenve c CBZ/OXCBZ wnn VPA  eawH ot Hosute AEM /LTG, TPM, LEV, GBP,
Pregabalin, Tiagabine/

 KONMe OT peuenTypHaTa KoK Ha GonA
? aWGynaTOpKA THCTOBe OT MperneANTe MK CRELWANHCT, YAOCTORSpABALM HENOBWRBaHE OF TePaNMATA, NPOMAHA B KNWHM

THKS WWIK HACTBNWIIA CTPRHAIKW PEAKLMK W eNMKpH3a C Homep M3 oT CTAUMOHEPHO NleyeHwe C ABHOCT A0 1 MEC. KbM AaTarg

XaHAMAATCTRANE

OtroBaps Ha kpuTepHUTe 3a nevenue ¢

% VM3UCKBAHWS HA HIOK NIPU NPOBEXRAHE HA IEHEHVIE HA BONIHA C ENVINENCHA B U3BHEONHUMHATA NOMOLY
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1. NEKAPCTBEHW NPOAYKTW, skniouenu B Mpunoxenwe 1 wa MNC, kouro H3OK 3annawa s
CLOTBETCTBME C ACHCTBALNTE HOPMATUBHU AOKYMEHTH.

1. NEYEBHO-AUATHOCTUYEH ANMOPUTBM

2. MOKA3AHWS U HEOBXOUMU U3CNEABAHUS - curnacHo KpaTKUTe XapakTepucTUKK Ha
nexapcTBeHUTE NPOAYKTH.

Tabn. 1
INN TOKA3AHUA ~ dhopma Ha 3abonssaneTo, NPEAU KOHTPOR*

BL3PACTOBM ONPaHUYeHUs 3AMNOYBAHE* Ha 6 mec.

3 AonbnBawa repanus
CLONAZEPAM * __reHepanuanpana v oxanHa enunencus
MOHOTEPANWA UNW KATO AOMLNBALE TepanyA 3a
BLIPACTHY NAUMEHTH U Aeua Hag 2 1
= chokannm u BITKMN
* NauneHT C aneprua kem CBZ,
OXCARBAZEPINE HeedpexTsHoCT 0T CBZ 1 VPA nnm npu
XUNEpXOnecTeponemus, 0cTeonoposa,
HaPYWeHM XOPMOHANHN YHKLMM M KOMOPEUAHN
CCTORHMS, Cb3AABALLM YCNIOBHA 33
NEKapCTBEHW B3aNMOAeHCTBUA
HaYanHa unu BTOpa MOHOTEPANNR unu KK,
Aonbneawa Tepanus TKK, Tpancamunasu TPAHCAMUHA3N
CARBAMAZEPINE * HOBOOTKpUTA hoKanHa enunencus | WPYWO::‘ o = cnea CEPYMHO HUBO —
* _renepanuaupana enunencus, npotuvawa ¢ | NPAKMIONBAKE Ha npu
rTKn i e HeoBxoaumocT

HauanKa unu BTopa MoHoTEpanua
AonbnBsawa Tepanua oy
* HOBOOTKDUTA reHepanusvpana enunencus, KK, Tpancamunasn — |
VALPROIC ACID napuvanna enunencis, cunapom Ha West CepyMHO HMBO — ceg | TPaHCA ‘

* AONbLNBAWA TEPANus NPU BL3PACTHY U felia | NPUKNIONBAHE Ha w e~

© reHepanuaupana, okanna enunencs u TUTPHpaHETO SaRMOCT

CUHAPOM Ha Lennox-Gastaut, nonumopdHm
NpUCTBAM
Tepanus Npu Bb3PACTHNA W Aeua

Hap 12

* chokanHa enunencus (NpOCTH, KOMNNEKCHN |
TIAGABINE Siast -1 3MPaHW NpUNaabLLY), TPaHCaMUHA3N TpaHcaMuHaIu |
*  TEepanesTM4HO PesUCTEHTHU hoKanHu
enunencuv i cnapomy. |

AonbNBala Tepanus Npu BL3PACTHU ¥ Aeua |
Hap 2 r. Wn PEMMHABAHE KbM MOHOTEpanyA |
NpY BL3PACTHA 1 Aeua Hag 12 1.
* rexepanuaupana enunencus (abcawcn, |
h KpeaTUHUH, KK ¢ AKK, |
LAMOTRIGINE MUOKIOHUMHI, BTOHMSHY, TOHWUYHN NPHCTBIN M Tpa AL hES |
*  chOKanHa enunencis (NPOCTH, KOMNNEKCHH |
napumanin, BITKM), pesuctentim enunencm u
CHHAPOMY.

[AOMbNBALLIA TEPANUA NPN BLIPACTHH W Aeua |
Hap 2 1. UNU NPEMUHABAHE KbM MOHOTEpanus |
NpY Bb3PacTHU U Aeya |
* reHepanuanpada enunencus

TOPIRAMATE l(rruK?_lu;mwun. BTOHUYHM, TOHUUHYU NPUCTLNN U TpaHcamunasn rema— |

* chokanHa enunencus (NPOCTM, KOMNNEKCHM,
BITKI), nonumopHut npucTsnm,

*  TepanesTU4HO PEIUCTEHTHU enunencum n
CHHAPOMA

|

{

% MSUCKBAHMA HA H3OK NPU NPOBEXIAHE HA NEYEHWE HA BOMHYA C ENVNENCUS B U3BLHBEONHUUHATA NOMOUL 6 |
|

|

|

]
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INN MOKA3AHUS - dhopma Ha 3abonsisaneTo, NPEOU KOHTPON*
Bb3pacTOBM OrpaHuyeHns 3ANOYBAHE* Ha 6 mec.
[AONbBALA TEPANWs NPY BLIPACTHH U Aea
Hag 3 . WK NPEMUHABANE KbM MOHOTEpaNHs
NPY BL3PACTHY M leua Haa 121,
GABAPENTIN " CMMNTOMATWYHA ENUNENCHA NPV MOIbYHU | KpeaTUHUH NKK ¢ KK
Heonnamu,
*  TEPaneBTMMHO PE3NCTEHTHU (hoKANHM
©NUNEencun 1 CUHAPOMU
oKanHM enMNenTUHW NPUNaaLLM (NPOCTH M
KOMNNeKCHM) C unu 6e3 sTopudHa
> TeHepannu3auna NPy NnauneHTv Hag 1-meceuna,
LEVETIRACETAM TEHepANU3IMpaHy enunencun npy nauvenTy nag | KPEATMHAK
12 1., TepanesTMYHO Pe3UCTEHTHI enunencun u
CHHApOMK
Aonbrigawa Tepanus Npu BbapacTHn Haa 18 r.
*  hoKanHu npunaaBLLM (Npoctn n
PREGABALIN KOMNNeKCHM) G urh B3 BTopnIHa Kp. 3axap, KpeaTMHUH | KpeaTuHuH
renepanuiaums
/AOMbNBALLE Tepanus Npu Bb3pacTHu U
NauMeHTn Ha v Hag 16 1. KpeaTuHuk,
LACOSAMIDE *  hoKanHu npunagbuM (NpocTv n TpaHcamuHaau, KON,
KOMMNEKCHH) C unun Ges BTopuiHa EKT ¢ kowcynTauns TRBHCHMmaM
reHepanuaums
[AOMbNBALLA TEPANUA NPK BLIPACTH U
nauneHTy Ha u Hag 18 r. KpeaTukmH,
RETIGABINE *  choKanku npunaabum (NPocTv u TpaKcamuHasm,
KOMMNeKcHW) ¢ unu 6e3 sTopuiHa EKT ¢ koHcynTaums
fexepanusaums

TIKK ¢ AKK

KpeaTuHuH,
TpaHcamMuHasn

‘onuuamceoﬁymnmummummaammwwmﬁnmu(mummm
xmumanmuuﬁcmmndoImwoaunandudammmmounpunuummmmwmcwm)

NPEUGHKA HA NBKYAUIUS HEBPONO2 (CbMHEHUE 38 UWMOKCUKBUUS, HEOOCMmambuHa 0038 UNU HENpueMae Ha
MEPAneamuiHa Pe3UCTeHmHOCM; noseye om 2 nexapcmea; 4epHoOpobHa u GubpewHa Hedocmambuwocm; chAeGHO-Meduuu
NCBPMU3A; MDY BPeMBHHU XeHl)

'CmymnmovaAEMuWumnun,umpmmumpﬁaumuwmdnpummummmmumuuoﬁxodunwn%u

1. OBLUMA UBUCKBAHUA

1. Bunapacrosara rpaHMua Ce U3HMCNABA B HABLPWEHN FOQUHM - T.€. BKNKNUTENHO KbM AATaTa Ha M3AaB:
Ha NPOTOKONA OT CNEUaNVIUPEHATA KOMUCHS!

2. Mpw HasHavasaHe Ha TEPANUA NO NPOTOKON 3aALIKUTENHO Ce CbOBPAIABAT BBIPACTOBUTE OrpaHUyEH
CBITIACHO KPATKATa XapaKTEPUCTUKa Ha CbOTBETHWA NEKapCTBEH NPOAYKT, yTBBPAEHA No peaa Ha 3MMX|

3. H3OK He 3annawia nevenwe C AO3N Haj MAKCUMANHO PaspelueHuTe no KpaTka xapakTepucTuka

4.

npoaykTa.
H30K e sannawa nevene w3sbH ykasawata Bb3IpacTosa rpaHMua B Kparkata xapaktepuctika
npoaykTa.

5. B cnyuai Ha HaCTLOWNA NOAO3MPAHA HEXENaHa NEKapCTBeHa PeaKLms, nekapst ysegomnsa AN no
Ha un. 183 ot SAMXM. Konwe 0T CboBLIEHMETO Ce NPUNara KM MeALMHCKATa AOKyMeHTaLwA Ha 33(N
NPV KBHAWABTCTBANE 38 NeveHue.

6. MPU CMELIMANUCTA, curn. un. 152 B, 1. 1 ot HP[] 3a MeaMumMHCKuTe neiHocTH 2012 1. (o6u. AB
3 or 10.01.2012 r.), va 3300, Ha KouTO ca W3mABaHW NPOTOKONU NO peAa Ha HacTos
W3UCKBAHUA, CNEABA Aa Ce NPUNATaT BCUYKM HEOBXOAMMM IOKYMEHTH KaTO: amMBynaTopHTe NHCT
OT M3BLPLIGHATE NPEFNEAY, BTOPUAT EKIEMNNAP OT HIAGAEHHTE NPOTOKONH, KOMUA OT ENUKPUIH, eKCEpTiM
CTaHOBMWA ¥ APYrV QOKYMEHTH, KOWTO Ca OCHOBAHWE 3@ M3faBaHe Ha NPOTOKON, BCUYKM U3UCKBALLM
M3CNEABAHMA, KOMME OT NPMNOKEHUE 1 HA HACTOALIMTE MIUCKBAHUS NONBLIHEHO MO CHOTBETHATA TOM|
MOANMCAHO OT CNEMANKCTa, Maaan NpoTokona.

Hacmosuume u3uckearus ca paspabomenu Ha ockosawue un. 55 om HPL 3a meduyuHckume deiocmu 2012 20duna (0.
M8 6p. 3/10.01.2012 2.) u enuzam & cuna om 1 gespyapu 2012 2., chznaco n. 10 Ha Hapedba Ne 10 om 24 mapm 2009ie.
3a ycriogusma u peda 3a 3annaiave Ha nexapcmeenu npodykmu no ui. 262, an. 5, m. 1 om 3aKoHa 3a 1eKapCmeeHL!
nPOBYKMU 8 XyMaHHama MeduyuHa, Ha MEOUUUHCKU U3OeNUs U Ha duemusHy XpaKu 3a cneyuantiu MeauUUHCKU yenu (
AB, 6p. 31 om 2007 2.).
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[image: image8.jpg]AEKNAPALIMA 3A UHOOPMUPAHO CbITIACUE C U3UCKBAHUSTA 3A 3AMIOYBAHE! NPOABMKABAHE HA
TNEYEHUETO C IEKAPCTBEHWS NPORYKT

A3 ponynoanucanmaT/ara .....
CeA KkaTO ce 3aN03WAX C UANATA MM NPEoCTaBeHa WHGOPMALMA W LENTA Ha NEYEHHETO C nel A
NIPOAYKT, ... .. ¥ Crieq Kato NOMYuMX M3NepnaTentn

Ha NoCTaBeHNTE OT Me BHAPOCH, Aexnapupam ve:
ﬁb CNassam NPenophyaHaTa M1 CXeMa Ha NeveHIe W NEPHOAMIHOCT Ha KOHTPONHUTE Nperneam.
2 Mﬂnmammnummmnnnnmmuummwmwwmwo e
Ha3HaveHaTa Mn Tepanus.
3. M NPeYCTaHOBABAHE Ha NEYEHWUETO MO NPUUUHK, HENpOU3TUUALLM OT pelweHueTo Ha KomncusTa 3a excnepTuai
P3OK winu KomncuaTa no un. 78, 1.2 or 330, we yeepomn HesabasHo nuuHus cu nexap u P3OK u we sbpHy 8
P30OK NOCNeAHNs NPOTOKON, NO KOATO ew niony4asan/a NexkapcTBEHNs NPOAYKT.
4. Tpn Neomwwe Ha nocoveHuTe ycno.u TIEYEHUETO MU C YNOMEHATUA NexapcTBeH NPoAyKT we Gb/e npexpaTend 1
HAMA m UMaM nperexunmM Kkbm H30K. d

Aeknaparop:....
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