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[image: image2.jpg]W3UCKBAHUA HA H30K NPU U3NABAHE HA NMPOTOKOMNW 3A MPOBEXOAHE HA NNEYEHUE HA
BOIHU C ENUNENCUSA C AHTUENUNENTUYHW (ANN) U APYIU AHTUEMUNENTUYHW NEKAPCTBEHM
NPOAYKTU (BANM)

MpoTokonbT ce WspaBa OT cneuuanucTn ¢ koA Ha cneuuanHoct 10 (HepBHM Gonectn) unu 54 (percka
HeBponorusi), pa6otewm no gorosop ¢ H30K; ekcnepTHOTO cTaHOBMWE ce u3naea oOT cneuyvanuanpaHa KOMUCUA B
neye6Hu 3aBeaeHUs 3a GONHUYHA NOMOLL, CKNIOYUNK Aorosop ¢ H30K. CneunanuanpaHuTe KOMUCHM Ce Cb3AABAT CbC
3anosep Ha AvpekTopa Ha neye6HoTo 3aseaeHve (113) — 3a naumenTn Hap 18 roguwHa Bb3pact: Y6 B Cochus (MBAN
»~Anekcanpposcka’, MBAN ,Llapuua Woaxa’, MBEASTHM ,,Cs.Haym”, MBAN - ,HKE’, BMA — Codous, MeanumHckn MHCTUTYT
kM MBP, MBAJ1 ,Cs. UBan Puncku‘), Mnoeave (YMBAN “Ce.leopru”, BMA — BBAJI, Knunuka no HeBponorus), Mnesex
(YMBAJ1 ~ [nesen, EBAJ), Bapxa (YMBAJ “Cs. MapuHa”), Ctapa 3aropa (YMBAIJ1 Ctapa 3aropa), Mbpsa MBAJT — Cochus
EAL, ,Tokyaa Bonunua Cocpus* Afl, Cutu Knunuk — rp. Codiusi; 3a naumentn nog 18 roAvMiiHa BBL3PacT: BKOYBAT ce
f1ekapu CbC CreuvManHocT AeTcka HeBPOOris N HEBPONO3M M NeaMaTPU CbC CrieLManiu3aLms no aetcka Hesponorusi — Y6
(fetcka HeBponoruyHa knuHuka npu MBAJT “Ce.Haym” — Codiusi, YMBAT no [letcku GonecTy - Cocous, YMBAN “Cs.leopru” —
Mnosavs, YMBAN “Cs. Mapuna” - BapHa, YMBAJ — MNneseH).

|. PEQ} 3A 3ABEPSIBAHE HA NMPOTOKO/IUTE

1. MpoTokonu 3a nevexue ¢ ETHOSUXIMIDE (ESM) 1 OXCARBAZEPINE (OxCBZ)
2. MNpoTokonu 3a npoabMKaBaHe Ha Tepanusita ¢ AN u [ANN (6e3 npomsHa B pAosara)

CNeumanucT, CKNioYun A0rosop = “Mpotokon 3a npeanuceaHe Ha nekapcTea,

3asepka B P30K
¢ H30K > sannawanu ot H30K/P30K” — 06p. M3-H30K »

1. Mpotokonu 3a 3anoysaHe Ha Tepanus ¢ AN - TIAGABINE (TGB) u JJANN -~ LAMOTRIGINE (LTG), TOPIRAMATE
(TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) n RETIGABINE
(RTG)

(3011 ce Hacousa KbM cneuvanuaupaHa Komucusi kbM Y6, KOSTO M3faBa eKCMEpPTHO CTAHOBMLLE 3a 3anoyBaHe Unu
npoAbMKaBaHe Ha NeYeHneTo, caMo ako Ce Hanara yBenuuyasaHe Ha [O3WTe WNW BKNIOYBAHE HA HOB NeKapcTBeH
NPOAYKT OT Ta3u rpyna)

CMeuvanyeT, ckniloun A0roBop * [lonbnHeHo W noanucaHo npunoxeHue 1 — nUCT 3a onpeaensHe Ha
cH30K — | kpuTepuute no CbLOTBETHATA TOMKA C MPUMOKEHN BCUYKM HEOGXOAMMM
LOKYMEHTH
* AMGynaTtopeH nucT/ eTanHa enukpm3a ¢ BCUYKU HEOBX0ANMM U3cneasaHns
cbobpa3Ho Tabnuua 1 (npunoxexue 2)
= “llpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaxu ot H30OK/P30K” —
= EKCNepTHO CTaHOBMLWE C sicHa MeAuLMHCKa Komucus 3a
MoTUBaLMS eKcnepTusu B
cneunanusnpaHa komucusa —» | = ‘Mpotokon 3a npeanucsaHe Ha nekapctea, | —y. [ P30K
3annawanu ot H3OK/P30K" - 06p. M3 -H30K
(noanucaH oT UneHoBeTe Ha KOMUCUATA) 3aBepka B P30K

1. MNpotokonu 3a sanoysaHe Ha komGuHupaHa Tepanus ¢ AJTN - TIAGABINE (TGB) u JANMN - LAMOTRIGINE (LTG),
TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) u
RETIGABINE (RTG)

* lonbnHeHo M noanucaHo npunoxexuwe 1 — NUCT 3a onpeaensHe Ha
cneunanucr, cknio4un Aorosop —p | KpuTepuuTe no CbOTBETHATA TOYKA C MPUNOKEHN BCUYKM HeoBXoavMM
¢ H30K AOKYMEHTN

= AMBynaTopeH nucT/ eTanHa enukpm3sa ¢ BCUYKM HEOBX0AUMM U3cneaBaHus
cbobpa3sHo Tabnuua 1 (npunoxexue 2)

= “lpoTokon 3a npeanuceaHe Ha nekapctea, sannawauu ot H3OK/P30K” —
06p. M3-H30K
* CTaHoBMLe C fiCHAa MOTMBAUMs 3a NPOBEX/AAHETO Ha NoaabpXalLa Tepanus
¢ posa Hap DDD
cneuvanuaupaHa KoMucus
— | = EKcnepTHO CTaHOBMIe C AicHa MeaVLMHCKa Komucus no un.
MoTuBauma 78,71.2013308B

= ‘Mpotokon 3a npeanuceaHe Ha nekapctea, | —p | LY Ha H30K

3annawanin ot H3OK/P30K" — 06p. M3-H30K
(noanucaH oT uneHoBeTe Ha KoMUCHsITa) 3asepxa 8 P30K

v 2
w W3UCKBAHWA HA H30K NPU NPOBEXIAHE HA NIEYEHWE HA EONHU C ENUNENCUA B U3BBHEONHUYHATA nomouy -
B8 cuna ot 1 mapt 2016 roguHa
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1. 30N nopasa noarotBeHute pokymenTH B P3OK, Ha TepUTOpMATa Ha KOATO e Hanpasuno u3bop wWa O
[oKyMeHTUTe BKNIoYBaT:

1.1 3anenenue ao [iupektopa Ha P30K.

1.2 MonbnHeHo u noanucaHo npunoxenue 1. Monbiea ce No CbOTBETHATA TOuKa W Ce npunara oTpaseHata B UMcpoB
MHAGKC MeAnUMHCKa JOKyMEHTaLms, yA0CToBepsBaLLa BCEKU AUH OT KpUTepuuTe.

1.3 Menuuat Habop uacnenBanus ((hManKanHn, UHCTPYMEHTaNHN 1 nabopaTopHu), 0Tpa3eH B NpUNoxXeHue 2.

1.4 “lNpoTokon 3a npegnucsaHe Ha nekapcTea, 3annawanm or H30K/P30K” — 06p. M3-H30K, usganen ot nekaps
cneuvanuct. lMpu HeobxoauMocT oT ekcneptusa ot Komucusta no un. 78, 1.2 ot 330, P30K vanpawa 8 H30K konue Ha
npotokona. MpoToKONbLT 3aALMKUTENHO Ce MOANMCBA OT BCUUKM UNEHOBE Ha KOMUCHSITA B CllydauTe MoCoYeHn B T. |

1.5 Konue oT npeaxoxpaau npoToKon, oT KOITO Aa & BUAHO NPOBEXAAHOTO NeYeHe.

1.6 [leknapauus 3a uncgpopMupaHo cbrnacue no obpasel| (npunoxenue 3)

1.7 Npu 3071 nop 18 roanwHa Bb3pacT 3asBMNeHUETO U AeKNapaumusTa ce NOANUCEaT oT poauTen/ HaCTONHUK.

2. P30K npuema gokymeHTUTE No T. 1 cnea cnpaBka OTHOCHO 3ApaBHOOCUIypUTenHus cratyc Ha 30J1.

3. lo nonyy4asane Ha peweHhue ot komucusiTa B LIY Ha H30K 30J1 npoaLmkasa neyexue ¢ nekapcTeeH/v npoaykT/u, ¢
KOMTO e NpoBexaan nevyeHneTo 40 MOMeHTa Ha nofaBaHe Ha Monbata u AokymeHTute B P30K.

4. ONMCAHNAT MbeH KOMNIEeKT AOKYMEHTH Ce M3UCKBa B CryYauTe, MPU KOUTO e yKasaHa Heo6X0AUMOCT OT pelweHue
Ha Komucus 3a ekcneptusn B P30OK unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H30K. Mpu 3asepka B P30K ce
NpeAcTaBs NPOTOKONa 1 Konue oT ambynaTopHUA NUCT OT NOCNeAHUs NPernea NPy cneunanucT.

. 3
% W3NCKBAHWA HA H3OK NPU NPOBEXKIAHE HA NIEYEHWUE HA EONHU C ENUNENCUA B U3BBHBEONHUYHATA nomouy -
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NPUNOXEHME 1

HA BONHW C ENUNENCUA C AHTUENWUNENTUYHU (ANMN) U APYrM AHTUENUNENTUYHN NEKAPCTBEHU

TIUCT3A OMPELENAHE HA KPUTEPUUTE NP U3[IABAHE HA POTOKONM 3A NMPOBEXOAHE HA NEYEHUE L
NPOAYKTY (DANM) ‘

F .7 A P i S N 0 Y O

3abenexka: MeduyuHckama oKyMeHmauus, ydocmosepsieawia 6ceku om KpumMepuume € rocovena ¢ uughpa 8 uHOeKC U 3adbrKUMenHo h
npudpyxaea HaCMOAW,OMO NPUNOKeHUe. |

3aALIKUTENHN CTHLNKKM B TepanuaTa:
= [MbPBA MOHOTEPAMWS c kap6amasenun (CBZ) wnu sannpoat (VPA), ocBeH B cnyvaute, korato Te ca B
KOHTPAMHAMUMPaHYU NN C peakLusi Ha HeNOHOCUMOCT.
= BTOPA MOHOTEPAMWA ¢ noaxoasiy 3a Buaa Ha enunencusita v Tuna Ha NpPUCTBLNUTE aHTUeNUNenTUYEeH
nekapcreeH npoaykt (ANM).

A.“J(EMTEPMM 3A 3AMNOYBAHE HA NEYEHME HA HOBOOTKPUTA ENUNENCUNA (3agBLnxuTeneH e NbpBUAT
p

KpuTe| MOHe eanH OT ocTaHanuTe):

1 | NoTewbpaeHa upes EET auarvosa '

2 | [Ba HenpoBOKMPaHN eNUNENTUYHM NpUnagLKa 2 Lj

EpvncteeH npunagbk, Ho obekTvBM3NpaHa enunenTudopmMeHa akTMBHOCT B EEl wnn AaHHW 3a |
3 mguxanna yBpeaa (OTKMoHeHMe B HEBPONOMMYHUA CTAaTyC W HeBpou3oBpassiBalumTe M3CneaBaHus) ¢ i
BUCOK PUCK 33 peumavs E

% CbXpaHsiBa ce B 34paBHoOTO gocue Ha 30J1
onucsa ce B aMbynaTopHus NUCT/ eTanHaTa enukpuaa (Npu BCekn CneABaLL Npernea ce Npasy oueHka Ha TepanesTuyHaTa eeKTMBHOCT)

B. KPUTEPUM 3A JIEYEHUE HA EMNWIENCUA C PALUOHANHA TMONWUTEPAMUA W  [OPYIM
AHTUENWNENTUYHN NEKAPCTBEHWU NPOAYKTU B ao3a ao u Han DDD - LAMOTRIGINE (LTG), TOPIRAMATE (TPM),
GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) u RETIGABINE (RTG)
(Heo6x0AUM € NoHe eauH KpUTepHiA):

HeedbekTMBHO neuveHue C ageksaTHi 3a TUNa Ha eNUNENcUsTa WU TUNA Ha eNUNENTUYHUTE NPUCTBLN
ONTUManHN A03NPOBKM C knacuyeckute AJNM:
Cna6a pesyntatHocT (oA 50 % peaykuusi Ha npucTbNHAaTa YecToTa) C ABa NEKApCTBEHN NPOAyKTa,
npunaraHn Hag 3 meceua CamoCTOSTENHO WUNU B KOMOGMHALMS NPU MHOMO YECTW (eXeAHEeBHW unu
€XeceaMUYHN) NpUNaabuM U enunenTUiHM CTaTyCu NEYEHMETO MOXe fAa ce BbBeae Mo-paHo npw
60MHUYHO neyexne
MpoABLMKNTENHO NOCTUKTANHO BriowaBaHe, HENOBNMSHO OT TepanusTa (CNeAoBW napeau, TpawHa
OTHULUHA HEBPOMNOTUYHA CUMITTOMATUKA, KOTHUTVBHI HapyLIeHUs), AeMeHLMs) 2
TepaneBTU4HO - PE3UCTEHTHWN eNUMenci U enunenTUYHU CUHAPOMM
CTpaH14HM peakLuy OT KNacu4eckuTe aHTMeNUNenTUYHN NeKapCTBEHM MPOAYKTI
* MAMOCUHKPaTUYHN peakLini E
* M3pa3eHO 3acsraHe Ha KOrHUTMBHUTE yHKUMM, 3a6aBeHW peakuuu U CLHAMBOCT, YCTAHOBEHW Npw |
CEepyMHU KOHLEHTPaLuu B pethepeHTHIU CTONHOCTH 3
% * yBpeAeHa YepHoapobHa dyHKuMs (noBuLieH cToiHocTi Ha ACAT, AJTAT)

* XunepamoHemmsi
* M3paseHn CTPaHWYHW peakuun oT xpaHocMunarenHus Tpakt (Gonku B ctomMaxa, rageHe, nospblyaHe),
Hanuuue Ha OBapUanHW KWUCTW, KOXHU NPOSIBW, XUNepnnasus Ha rWHrMBaTa, koconaa, BWUAWUMO
HanbnHaBaHe, otcnabsaxe, TPemop 1 Ap

2

[

" konue OT peLenTypHaTa KHIKKa Ha GONHUS, NN YeCTH NPUCTLNK ~ enukpuaa ¢ Homep U3 ot cTaymoHapHo neueHue ¢ AaBHOCT Ao 1 mec.
KbM AaTaTa Ha KaHauaaTCcTBaHe

amOynaTopH NUCTOBE/ eTanHa enukpusa OT NpernieauTe Npu CNEUManicT, yA0CTOBEPSBALUN HEeNOBNWABAHE OT TepanuATa, NpoMsHa B
KNMHUYHATA CUMNTOMATUKA /WM HACTBNWAM CTPAHUYHN PeaKLMK UK enukpu3a ¢ Homep M3 oT cTaumoHapHo neyeHne

3aABIKUTENHO Ce NPeACTaBAT CbOTBETHUTE U3CNEeABaHUA Ha OpUrMHanHu Gnaxku ot naGopaTtopus unu sasepeHun konus 3a ASAT, ALAT,
XunepamoHuemus

amGynaTopHin NUCTOBE OT NperneauTe NPU CNeUVanucT, yAOCTOBEPABALM HENOBMMABAHE OT TepanusTa, NPOMSHA B KNUHMYHATA
CAMNTOMATUKE /WM HACTBNUNM CTPAHWYHU PEaKUMN U eNuKpU3a C HoMep W3 OT CTaLMOHapHO NeyeHne C AaBHOCT 40 1 Mecel KbM aatara
Ha KaHguaaTcTBaHe

Ortrosaps Ha KpuTepuuTe 3a nevyeHue c B AHeBHa no3a

= 4
% VBUCKBAHUA HA H30K NPU NPOBEXIAHE HA NEYEHWUE HA BONHU C ENUNENCUA B U3BbHEONHUYHATA nomouy -
8.cuna ot 1 mapt 2016 roguHa
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1. JIEKAPCTBEHW NPOAYKTWU, BknioveHn B Mpunoxenne 1 wa NNC, kouto H30K 3annawa B

CHLOTBETCTBUE C AeNcTBalUTe HOPMaTUBHU [OKYMEHTH.

MPUNOXEHUE 2

2. TOKA3AHWUSA U HEOBXOAMMU U3CNEABAHWS - chrnacHo KpaTKUTe XapakTepucTuku Ha
neKapcTBeHUTe NpoayKTH.

Ta6nuua 1

MNOKA3AHMUS - popma Ha 3abonsiBaneTo,
Bb3PacToBW OrpaHUYeHUs

NPEQU
3AMNOYBAHE*

KOHTPON*
Ha 6 meceua

ETHOSUXIMIDE

MOHOTEpanus unu kato kOMGMHUpaHa Tepanus
npu:
= _abcancHa enunencus

OXCARBAZEPINE

MOHOTEpanus Unm kaTo AoNbBaLLa Tepanus
3a Bb3pacTHN NauueHTV 1 geua Haga 2 roauHU
= cokanHu u BITKMN

* nauweHTu c aneprus kem CBZ,
HeedekTueHocT oT CBZ n VPA unu npu
XUNEepXonecTeponemms, 0cTeonopoaa,
HapyLIeHN XOPMOHANHN hyHKLMM 1
KOMOPOMAHU CLCTORHUS, Cb3AaBaLLM YCNOBUA
3a nekapcTBeHu B3aumoaeicTens

TIAGABINE

Aonbneala Tepanus Npy Bb3pacTHu 1 geua
Haa 12 roauHm npu:

= pokanHa enunencus (npoctu,
KOMMIEKCHU 1 BTOPUYHO-reHepanuanpaqm
npunaasbLmn)

" TepaneBTUYHO PE3UCTEHTHU (hOKaNHN
enunencuy U CUHAPOMU

TpaHcamuHasn

TpaHcamuHasun

LAMOTRIGINE

AonbnBalla Tepanusi fpu Bb3pacTHu U Aeua
Hag 2 r. unu npemMnHaBaHe KbM MOHOTepanus
npu Bb3pacTHU 1 geua Hapa 12 roguHmn

" reHepanuaupaxa enunencus (abcaHcu,
MMOKIOHUYHI, aTOHUYHW, TOHUYHI NPUCTBNN U
[TKI)

* ¢okanHa enunencus (NPOCTU, KOMNNEKCHU
napuuantu, BITKI), pesuctenTHn enunencumn

VM CUHAPOMM

KpeaTuHUH,
TpaHcamuHasu

MKK ¢ AKK,
TpaHcamuHasu

TOPIRAMATE

AonbriBallia Tepanusi Npy Bb3pacTHU U Aeua
Hap 2 roAUHN WK NpemMuHaBaHe KbM
MOHOTepanus npu Bb3pacTHu 1 aeua

* reHepanuaupaxa enunencus
(MUOKIMOHNYHY, @TOHUYHU, TOHUYHM NPUCTBNY
w [TKM)

= chbokanHa enunencus (NpocTu,
Kkomnnekchu, BITKM), nonumopcHu npuctsnn
* TepanesBTUYHO Pe3UCTEHTHW enunencum

 cuHapowM

TpaHcamuHasun

TpaHcamuHasn

GABAPENTIN

AONbriBaLLa Tepanus Npu B3pacTHU 1 Aeua
Hap 3 r. unu npemuHaBaHe KbM MOHOTepanus
npy BbL3PacTHU 1 Aeua Hapa 12 roanHn

" CUMNTOMaTM4HA enunencus npu
MO3bYHU HeonnasMmu

*  TepaneBTUYHO Pe3UCTEHTHW hoKanHu
enunencum n CUHAPOMU

KpeaTuHuH

MKK ¢ AIKK

LEVETIRACETAM

hoKanHu enunenTUyHN NpunaabLuy (NPocTH n
KOMNneKkcHu) ¢ unu 6es BTopuuHa
reHepanvaaums npu nauneHTn Hag 1-Meceuxa,
reHepanuaupaHu enunencum Npu naumeHTn
Haa 12 roAuHN, TepanesTUYHO Pe3UCTEHTHM
enunencum n CUHAPOMM

KpeaTUHUH

MKK ¢ KK

% MBUCKBAHIA HA H30K MNPV NPOBEX/IAHE HA IEUEHWE HA BOMHM C ENW;

B cuna ot 1 mapt 2016 roguHa

NENCUA B U3BBLHBEONHUYHATA NOMOLY ~
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INN MNOKA3AHUA - chopma Ha 3abonsBaHeTo, nPeEOn KOHTPON*
Bb3PacToOBU OrpaHUy4eHus 3ANOYBAHE* Ha 6 mec.
Aonbnealla Tepanus npu BbapactHu Hap 18
r.

PREGABALIN * boKanHm npunagbLM (NPocTv u Kp. 3axap, KpeaTuHUH | KpeaTUHUH
KOMNAEKCHM) ¢ unu 6e3 BTopuyHa
reHepanuaauus
Aonbnsala Tepanus npu Bb3pacTHu 1
nauveHTn Ha u Hag 16 1. KpeaTuHuH,

LACOSAMIDE * cbokanHu npunagLUM (NPOCTU U TpaHcamuHasu, HReaTHHON,
KOMMNeKcHu) ¢ unu 6ea sTopuiHa EKI ¢ koHcynTaums IPANGAMWHasH
reHepanuaauvs
AonbnBalla Tepanusi Npu Bb3pacTHU
nauveHTn Ha u Hag 18 1. KpeaTuHuH,

RETIGABINE * chbokanHm npunaabUm (NPOCTU U TpaHcamuHasau, ApoaTMHnY,
KOMNneKkcHu) ¢ unu 6e3 sBTopuiHa EKT ¢ koHcynTaums JRericanyHasn
reHepanusauus

* onuceam ce e ambynamopHusi nucm Ha GonHus u ce npunazam 3aeepeHu Konus om opuauHanHume 6naHku (npu Hanuyue Ha
Xocnumanu3ayusi ¢ dae+ocm do 1 mecey npedu kaHoudamemearHemo ce npunaza 3ae8epeHo Korue om enukpusa ¢ Homep 13)

Il. OBLUY USUCKBAHUA

1. Buapactosata rpaHuuLa ce U3UUCNABA B HABLPLIEHM FOAMHY - T.€. BKMIOYMTENHO KbM AaTaTa Ha M3aaBsaHe Ha npoTokona
OT cneyuanuanpaHaTa KOMUCHS.

2. pu HagHa4aBaHe Ha Tepanus Mo NPOTOKON 3aABLIKUTENHO Ce CLOBPA3sBAT BL3PACTOBUTE OFPAaHMYEHMS, CLINACHO
Kpartkara xapakTepucTuka Ha CbOTBETHUS NlekapCTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3JINXM.

3. H30K He 3annalya nevenve 3bH ykasaHaTa Bb3pacToBa rpaHuLia B KpaTkata xapakTepucTvka Ha npoaykra.

4. H30K He 3annalua neyenve c A03v Haj MakCUMAnHO paspelLeHuTe no KpaTka XapakTepucTika Ha npoayKkTa.

5. B cnyuail Ha HacTbNUNa NoAo3MpaHa HexXenaHa nekapcTBeHa peakuws, nekapsT yseaomssa VAN no peaa Ha un. 184 ot
3/INXM. Konue ot cboblieHneTo ce npunara KbM MeaULMHCKaTa AoKyMeHTaLus Ha 30/ npu KaHAWAATCTBaHE 3a NeveHue.

6. NPU CNEUMNANIUCTA, cbrn. un. 158 B, 1. 1 ot HP[] 3a MeauumHckuTe aeinHocTh 2014 r. (o6H. 1B 6p. 3 ot 10.01.2014
r.), Ha 30/1, Ha KOUTO ca M3naBaHN NPOTOKONM MO PeAa Ha HaCTOSIUMTE U3UCKBAHUA, CrieABa A4a Ce NPUNaraT BCUYKM
Heo6XxoaAMMM [OKYMEHTH KaTo: ambynaTopHuTe NUCTOBE OT U3BLPLUEHUTE Nperneau, BTOPUAT eK3eMNNsp OT U3naaeHuTe
MPOTOKOMNM, KONMS OT eNUKPU3N, EKCMEPTHN CTaHOBMLLA U APYr AOKYMEHTU, KOUTO Ca OCHOBaHUE 3a U3JaBaHe Ha NPoTOKon,
BCMYKW M3MCKBALUM Ce M3CneaBaHusl, KOnue oT npunoxeHue 1 Ha HaCTORAWMUTE UIUCKBAHUA NONBLIHEHO NO CLOTBETHaTa
TouKa,IoANMCaHO OT creLmanicTa, Uaaan npoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHoeaHue yun. 56 om HayuoHaneH pamios 902060p 3a MeAULUHCKUME
deliHocmu 3a 2014 goduna (06H., [B, 6p. 3 om 10.01.2014 2.) u enuzam e cuna om 1 Mapm 2016 2., cvenacHo un. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawjaHe Ha nekapcmeru npodykmu no yn. 262, as. 6, m. 1
om 3aKoHa 3a neKapcmeeHume npodyKmu & xymaHHama MeduyuHa, Ha MeOUUUHCKU u3denus u OuemuyHu xpau 3a
crneyuanHu MeduyuHeKu uenu (06H., AB, 6p. 31 om 2007 2.).

" 6
% V3NCKBAHMA HA H30K NPU NPOBEXXIAHE HA IEYEHUE HA BOSIHU C ENUNENCUS B U3BLHEONHUYHATA nomouy -
B cuna ot 1 mapt 2016 roguHa
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REKNAPALUA 3A UHOOPMUPAHO CBIMMACUE C U3UCKBAHUSATA 3A 3AMOYBAHE/ NPOABLIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

M Uenta Ha fieYeHWeTo C neKapcTeeHus
.................................................. Cnea KaTto Nofyumx ua4epnatenHu OTroBOpH
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