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AWABETHA NMONUHEBPOMATUSA
(eabaneHmuH, npeezabasnuH)

MpoTokon®T ce u3nasa OT cneuManucTh ¢ koA Ha cneumantoct 10 (HepBHM Gonectu), pa6oTewm no aorosop ¢
H30K, excnepTHOTO CTaHOBMIE Ce U3AaBa OT CneyuanMaMpaHa KOMUCHA B neve6HKU 3aBeaeHus 3a GONHUYHA nomouy,
cknoumnu porosop ¢ H30K. Cneunanusupanute KomMcHM Ce cb3paBat cbe 3anoBes Ha AMpeKTOpa Ha neveGHoTo
sasenenne (N13) — Y6 B: Codms (MBAN ,Anekcanapoecka”, MBAJl ,Liapuua MoanHa”, MBAJTHN “Cs.Haym”, MBAN -, HKE",
BMA - Codpus, HMTE Liap Bopuc IIl, MeauumHckn ukctutyT kbm MBP), Mnosaue (YMBAN “Ce.leopru”’, BMA — BBAST -
gnmmua no Hespororus), Mnesex (YMBAJ — MneseH, BBAJT), Bapna (YMBAI “Cs.Mapuna®), Ctapa 3aropa (YMBAN Crapa

aropa)

l. PE[] 3A 3ABEPABAHE HA NMPOTOKOIUTE

MpoTokonu 3a 3ano4saHe Ha neveHne
Mpotokonu 3a npoaLMKaBaHe Ha fneveHue npu yBenu4yasaHe Ha fgosara

cneunanucT, CKlYMn 40rosop _| = lonbnHeHo 1 noanucaHo Npunoxexue 1 — NUCT 3a onpeaensiHe Ha KpUTepunuTe

¢ H30K N0 CbOTBETHUTE TOYKM C NPUNOXKEHWN BCUYKM HEOBXOAUMM AOKYMEHTN

= AmGynatopeH nucT/ eTanHa enuKpu3a C BCUYKM HEOBXOAUMM M3cneaBaHus
cbobpasHo Tabn. 1 (npunoxexue 2)
= “lpoTokon 3a npeanuceaHe Ha nekapcrsa, 3annawann ot H3OK/P3OK" — obp.
M3-H30K

cneuvanusmpaHa Komucus

= EKCNepTHO CTaHOBMUE C icHa MeAULIMHCKA MOTUBALMA
= “[poTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxu ot H3OK/P3OK” — obp.

/ M3-H30K (nodnucax om yneHoeeme Ha komucusima)

Komucus 3a ekcneptuau B 3asepka B P30K
P30K B

npOTOKOfM 3a NnpoALImMKaBaHe Ha nevyexueto Ges yBenuyasaHe Ha gosara

=“poTokon 3a npeanvuceaHe Ha
cn:;ginncr, CRTHCHAITAOIOBOD. | il nekapctea, 3annawasm ot H3OK/P30K" — |—p
N o6p. M3 -H3OK (nodnucaH om

3asepka B P30K

pbKosodumens Ha J13)

Il. OBLUW NONOXEHUA

1. 30N nopasa noprotBeHute AokymeHTM B P30K, Ha Teputopusita Ha KosiTo e Hanpasuno u3bop wa OIJI.
HokymeHTUTe BKNIOYBAT:

1.1 3assnenue no [upektopa Ha P30K.1.2 MonbnHeHo n noanucaHo npunoxexue 1. Monbnsa ce no cboTBETHATa TOUKA U
ce npunara oTpaseHara B UM(POB MHAEKC MEAULIMHCKA JOKYMEHTaLMs!, yAOCTOBEpsiBaLUa BCEKN eAuH OT Kputepuute.

1.3 MbnHuaT Habop nscneasaHus (hU3nKanHu, UHCTPYMEHTaNHU 1 NabopaTopHu), OTPa3eH B NPUNOXeHUe 2.

1.4 “lNpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H30K/P30OK" — o6p. M3-H30K, usgageH ot nekaps
cneuuanucr. lMpunara ce opuruHan Ha nNpoTokona, a Npu KaHAWAATCTBaHe 3a NPOAbIKABaHe Ha TepanusTa ce NpeacTass
OpUrHan Ha NpPeAxXoAHNA NPOTOKON C OTPA3EHU BCUYKM HA3HAYEeHUs N0 Hero.

1.5 fleknapauus 3a uHgopmmupaHo cernacue no obpasel| (npunoxexue 3)

1.6 Npu 3011 noa 18 roauwHa BBL3PacT 3aABNEHUETO U AeKnapauusTa ce NOANMCBAT OT poauTen/ HaCTOWHUK.

2. P30K npuema fokymeHTUTE No T. 1 Criea cnpaBka OTHOCHO 3APaBHOOCUIYPUTENHUA cTaTyc Ha 3011,

3. OnUCaHUAT MbNIeH KOMNNEKT AOKYMEHTH Ce M3UCKBA B Cry4auTe, NPu KOUTO € yKasaHa HeoBGXOAUMOCT OT pelueHue
Ha Komucus 3a ekcneptusu B P3OK. MNpu 3aBepka B P30K ce npeactass npotokona u Konue oT aM6ynaTopHUs NUCT
OT NocrneaHus npernea Npu CNeumanucT.

>4 WBUCKBAHWA HA H30K NPU NPOBEXKOAHE HA NEYEHWE HA IMABETHA NONMHEBPONATUA U3BBLHEONHUYHATA nomouy - 2
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3abenexka: MeduuuHckama O0KyMeHmayusi, ydocmosepsiealia 6ceku Om KPUMEPUUME e MI0COYeHa C LUpPa 6 UHOBKC U 3a0BmKUMENnHo
npudpyxaea HaCMOAU4OMO NPUNOXEHUE.

A. KPUTEPUUN 3A 3AMOYBAHE HA NIEYEHME (3apbrKuTenHN ca BCUYKN KpUTEpUK):
1 | MNoTebpAeHa OT eHAOKPUHONOr ANarHo3a saxapeH auaber '
TunuyHM cUMNTOMM Ha HeBponaTHa Gonka *:
*  MO3WTUBHW CUMTOMM KaTO anoAvHNs, NpU KOSTO 06KU4aitHo HeGonesHeHn CTUMynn BOAAT Ao Gonka
*  HeratMBHW CUMNTOMM, KaTo nunca Ha 6onka Npu HaTUCK, KOETO FOBOPK 3a 3aryba Ha CeTUBHOCT
*  CMOHTaHHa Unu Hecebp3aHa cbe cTumyn Gonka
*  MPOBOKWpaHa, HO ycuneHa cnpsamo cTumyna, 6onka — xunepanreaus 1 anoAuHusA

3 | OueHka Ha HeBponaTtHata 6onka Haa 3,5 °
4 | bonesHeHa anabeTHa MHI ¢ BL36yaHM CETUBHM NposiBM
5 | I'unca Ha uakniousawm Kputepum no . M *
ambynaTopeH NUCT OT NOCNeAHUA Npernea NpU CNeUManucT eHAOKPUHONOr C NPUNOKEHN M3CNeABaHUA Ha kpbeHa 3axap # HeAC wnu
€nnKkpu3a oT CTaunoHapHo sievermne ¢ Ne U3 n pasHocT A0 1 Mecel NpeAn KaHAMAATCTBaHE 3a NeveHne

onucear ce B ambynaTopeH nUCT/ eTanHaTa enukpusa

npunara ce ¢uw 3a oueHka no Buayanwata AHanorosa Ckana / BAC/, npu oueHka Ha Tonorpadicko pasnpeseneHue no TANOTO Ha
NaumMeHTa, WHTEH3MBHOCT (HUCKa A0 BuCOKa), BUA (napewa, npoGoxaalla), Napecteann, Xapaktep (MPOABIKUTENHA, UHTEPMUTEHTHA,
Browasatya ce npes Howra). Ouenkata no BAC pa 6bae ¢ pasHoCT 4o 1 Mecel NPeAN KaHAWAaTCTBaHeTO W Aa Gbae C AaTta, NoANUC U
nevar Ha NIGHIOABBBI.WIH Hesponor.

pesynTar ot enekTpo- muorpadcko uscneasane /EMI/
* Jluncara Ha u3KnIoYBALLM KPUTEPUY Ce YAOCTOBEPSBA C NOAMKMC HA CNELMaNiCTa B HACTOSLIOTO NPUNOKEHHE.

5. KPUTEPUU 3A NPOABMKABAHE HA NIEYEHUE (3aabmxuTenHu ca BCUMKK KpUTepum):

OmverteHo noenusisaHe no Busyanwata Avanoroea Ckana / BAC/ He mo-manko ot 15% (netHapecet
1 | npoueHTa) OT NbpBOHAYANHaTA CTOMHOCT, B PAMKUTE Ha TPUMECEYHO STEHEHME

2 Jlunca Ha HeXenaHu NekapcTBEeHU peakumu U N3KMIYBalLu Kputepumno 1. I *

¢uw 3a ouenka no Buayanwata Ananorosa Ckana / BAC/, npu oueHka Ha Tonorpacdhcko pasnpepeneHue no TANOTO Ha nauueHTa,
WHTEH3MBHOCT (HUCKa A0 BUCOKa), BUA (napewa, npoboxaalla), napecteann, xapaktep (NPOABLIKUTENHA, WHTEPMUTEHTHA, BRowasawa ce
npes HowTa) — CbXpaHsBa ce B 34paBHOTO Aocue Ha GonHus. Ouenkata no BAC aa 6bje ¢ AaBHOCT A0 1 Mecel| Npeaun KaHANAATCTBAHeTO U
Aa Gbae ¢ pata, NOANKC W neyaT Ha HabnioAaBalLMs HeBponor.
* fluncata Ha U3KNIoYBALLM KPUTEPUY C8 YAOCTOBEPABA C NOANUC Ha CNELMANUCTA B HACTOALLOTO NPUNOXKEHHE.

B. U3KMIOYBALLN KPUTEPUW:
1. Jluua noa 18 roauwiHa Bb3pact
2. BpemeHHOCT U nakTaums
3. Jlunca Ha nopoGpeHue no BAC ¢ MuHumym 15 npoueHTa crnea u3depneaHe Ha KonmyecTsoTo no
NPEAXOAHUSA NPOTOKON.
4. CepbX4yBCTBUTENHOCT KbM HEBPOHTUH/ NperabaniH Unu HAKON OT APYrUTe CbCTaBKM
5. HecnassaHe Ha TepaneBTUyHaTa cxema oT cTpaHa Ha GonHus 3a noseve ot 30 AHu

OTroBapsi Ha KPUTEPUUTE 3 NIEYEHNE C eeieeiecreaiaisinnnnnieneann B AHeBHa fo3a ...

NOAMNUC HA CMEUMANIMCTA: .......cocvvnieiiiiiieciiiie s
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I. NEYEBHO-AUATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHWU NPOAYKTW, skniouenn B Mpunoxenne 1 Ha MIIC, kouto H30K sannawa B ct:omercmue c
AeNCTBaLNTE HOPMATUBHU [JOKYMEHTH.

2. TNOKA3AHWUA W HEOBXOAUMW W3CNEABAHWUA - cbrnacHo Kpatkute XapakTepucTUku Ha nekapcTBeHuTe

npoAyKTyh.
Ta6nuua 1
INN Bb3PACTOBM OFPAHUYEHUA MPE/X 3ANIOYBAHE* KOHTPON
Ha 6 meceua
GABAPENTIN = He ce npunara npu nuua nopa 18 KpbBHa 3axap, HeA:C KK ¢ IKK
! roavHa Bbapact ypesi, KpeaTuHuH
* He ce npunara npv nuua nog 18 KpbBHa 3axap, HeAC
PREGABALIN ronMLLINE BL3PACT ypeA, KDeaTHHMH ypes, KpeaTuHuH

'OI"IVICBﬂT ces IHGYJIITODHHH nuct Ha GonHua u ce npunarart 3aBepeHun KOnua ot opuruHanHute Bnankn (HPM Hanuyune Ha xocnuranusauyus c
AaBHOCT A0 1 MECEL Npeav KaHAWAATCTBAHETO Ce NpUnara 3aBepeHo Konue oT enukpusa ¢ Homep U3)

Il. OBLLUM U3NCKBAHUA

1. Bb3pacroBarta rpaHMua ce U341cnsiBa B HaBbPLLUEHN FOAMHY - T.e. BKIMIOYUTENHO KbM AaTaTa Ha u3aasaHe Ha npoTokona
OT CneuuanuaupaHara KoMUcHs.

2. MNpu HasHauyaBaHe Ha Tepanusi NO NPOTOKON 3aABMKUTENHO Ce CLOBPA3sBaT Bb3PACTOBUTE OFPaHUYEHUSs, CbINacHO
Kparkata xapakTepucTika Ha CbOTBETHUA NekapCcTBEeH NPoayKT, yTBbpaeHa no peaa Ha 3MMXM.

3. H30K He 3annauya neyenne U3BbH ykasaHaTa Bb3pacToBa rpaH1La B KpaTkaTa xapakTepucTika Ha npoayKkTa.

4. H30K He sannawa nevesne c PREGABALIN c gosu Hag 300 mg/neH.

5. B cnyuail Ha HacTbnuNa nNoao3vpaHa HexenaHa nekapcTBeHa peakuus, nekapsit yseaomsisa MAJ1 no peaa Ha un. 184 ot
3/INXM. Konue ot cbobuieHneTo ce npunara kbM MeauLMHckaTa aokymeHTaums Ha 30J1 npu kaHauaaTcTeaHe 3a nevenme.

6. MPU CNEUMAIIUCTA, curn. un. 158 B, 1. 1 ot HP[l 3a meauumHckute aeiHocTv 2015 r. (06H. 1B 6p. 6 ot 23.01.2015
r.), Ha 30J1, Ha KOMTO ca M3naBaHM NPOTOKONM NO peaa Ha HaCTOSLMTE U3UCKBAHUS, CrIeABa Aa Ce NpUnaraT BCUYKU
Heo6XoAMMU AOKYMEHTH KaTo: amBynaTtopHuTe NUCTOBE OT U3BLPLUEHUTE MPEerneaun, BTOPUAT eK3eMNsp OT U3aaaeHuTe
NPOTOKONK, KONUs OT enuUKpPU3n, eKCNEPTHN CTaHOBMLLA W APYrY AOKYMEHTH, KOUTO Ca OCHOBaHUE 3a U3faBaHe Ha NpoToKon,
BCUYKM M3UCKBALUM Ce W3CNeaBaHus, KONue OT NpunoxeHue 1 Ha HaCTORLIMTE U3UCKBAHMA NOMBLIHEHO NO CbOTBETHaTa
TOUKa, NOANMCAHO OT cneuuanucra, uaaan npoTokona.

KOMWUCHUATA, uanana npotokona Ha 30J1, CbxpaHsisa BTOpU €K3eMNnsip Ha NPOTOKONA M BCUYKM HEO6X0ANMM AOKYMEHTH 3a
M3aBaHeTo My.

Hacmoswume u3uckeaHus ca paspabomeku Ha ocHosaHue 4. 56 om HayuoHaneH pamkos 002080p 3a MEOUYUHCKUME
deliHocmu 3a 2015 2oduka (06H., 4B, 6p. 6 om 23.01.2015 2.) u enuzam 6 cuna om 1 mapm 2016 2., cbenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a ycnosusima u peda 3a 3annawane Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1
om 3aKoHa 3a nekapcmeeHume npodykmu e XymaHHama MeduyuHa, Ha MeOUUUHCKU u3denusi u OuemuyHu XpaHu 3a
cneyuanHu meduyuHeku uenu (o6H., AB, 6p. 31 om 2007 2.).
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AEKIIAPAI.MH 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHUSTA 3A 3ANOYBAHE/ NPOAL/MKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOAYKT

WHU, HENPoOM3TUYaLLM OT peweumo Ha KomucusaTa 3a ekcnepTusu B
p 1 P3OK u we a\.pua nPGOK nocneaHUs NPOTOKOS, NO KOWTO CbM

| NEKapCTBEH NPOAYKT Lye 6bae NpekpaTeHo 1

V3NCKBAHUA HA H30K NPU NPOBEXIAHE HA NIEYEHWE HA IMABETHA NONIMHEBPONATUS U3BLHEONHUYHATA NOMOLL — 5
B cuna ot 1 mapr 2016 roauHa





