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OWABETHA NONWHEBPONATUSA

MpoTokonbT Ce u3aaea OT CneuuanucTi ¢ koa Ha cneuymnantoct 10 (HepeHu Gonectu), paboTtewm no Aorosop ¢
H30K, ekcnepTHOTO CTaHOBULLE Ce U3JaBa OT creuuanuaupaHla KoMucus B nevyebHu saseaeHus 3a 60nHUYHa noMow,
cknioyunu porosop ¢ H30K. CneunanuampaHute KOMUCMM Ce Cb3jlaBaT CbC 3anoBes Ha AupekTopa Ha nevebHoTo
saseaenve (N13) — Y6 B: Codms (MBAI ,Anekcanaposcka”, MBAJT ,Liapuua Moanna®, MBAJIHIM “Ce.Haym”, MBAJT -, HKB",
BMA - Co¢usi, HMTE Liap Bopuc Ill, MeauumnHckn uHcTutyT kbm MBP), Mnosave (YMBAI “Ce.leopru”, BMA — BBAN -
Knunuka no Hesponorus), MneseH (YMBAI — Mneeex, BEAJ), Bapna (YMBAI “Ce.Mapuna”), Ctapa 3aropa (YMBAJ Crapa
3aropa)

I PEQ 3A 3ABEPABAHE HA MPOTOKOIUTE

MpoTokonu 3a 3ano4saHe Ha nevenue ¢ PREGABALIN & nosn go v Hap DDD
MpoTokonu 3a npoabMKaBaHe Ha neyenne ¢ PREGABALIN npu vBenuyasaHe Ha nosara

CneuuanueT, CKnioYmnn A0roBop »| " MonbnHeHo u noanucaro npunoxexue 1 — nUCT 3a onpeaensiHe Ha kputepuuTe
¢ H30K N0 CbOTBETHUTE TOYKM C NPUNOXKEHWN BCUHKIM HEOBXOAUMM AOKYMEHTN
/ = AM6ynaTopeH nUcT/ eTanHa enukpula C BCUUKM Heobxoaumn uacnepsaHus

cbobpasHo Tabn. 1 (npunoxexue 2)
= ‘MpoTokon 3a npeanuceaHe Ha nekapcrea, sannawann ot H3OK/P3OK” — obp.
M3-H30K

cneuyunanuanpaHa kommucus

= EKCNepTHO CTaHOBMLE C SiCHa MeANLIMHCKa MOTUBaLMA
= “[poTokon 3a npeanuceaHe Ha nekapcrea, 3annawaxu ot H30K/P3OK" — obp.
M3 -H3O0K (nodnucax om yneHoseme Ha Komucusima)

MpoTokonu 3a 3anoyBaHe Ha neveHue ¢ GABAPENTIN B f03u Ao u Hap DDD

cneumuanucT, CKioYus A4oroBop = [oNbAHEHO W NOANUCAHO NPUMOXeHue 1 — NUCT 3a onpeaensiHe Ha KpuTepuuTe
¢ H30K i N0 CbOTBETHUTE TOYKW C NPUNOXKEHN BCUYKN HEOBXOAUMU AOKYMEHTU

= AMGynaTtopeH nUcT/ eTanHa enukpu3a C BCUYKM Heobxoaumu wscneasaHus
cbobpa3Ho Tabn. 1 (npunoxexue 2)

/| = “Npotokon 3a npeanuceaHe Ha nekapctea, sannauwanin ot H30OK/P30K" — o6p.
M3-H30K

= CTaHOBMLIE C fiCHA MOTUBALMS 3a NPOBEXJAHETO Ha noaabpXalia Tepanus c
cneuvanusnpaHa kommcus nnaa Han NNN

= EKCNEepTHO CTaHOBMLLUE C iCHA MeANLMHCKA MOTUBaLMS
= “poTokon 3a npeanucBaHe Ha nekapcrea, 3annawann ot H3OK/P3OK" — obp.
M3-H3OK (nodnucax om uneHoeeme Ha komucusima)

MpoTokonu 3a npoaLmMkaBaHe Ha nedenneto c GABAPENTIN n PREGABALIN 6e3 ysenuuyasaHe Ha gosata

=“MpoTokon 3a npeanvuceaHe Ha
CNewuManicT, CkMIoYMn A0roBo nekapcTea, 3annawanu ot H30OK/P30K" -
C TROK AOTOBOP | ol 06p. M3 -H3OK (nodnucan om
pbKosodumensi Ha J13)
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1. 30N nopasa noproTBeHute AokymeHT B P30K, Ha TepuTopuaTa Ha KosATO e Hanpasuno u3bop Ha OfMJL.
[lokyMeHTUTe BKNioYBaT:

1.1 3asiBnenue ao [upektopa Ha P3OK.

1.2 MonbnHeHo M noanucaHo npunoxenue 1. Monbnea ce no CbLOTBETHATa TOYKa W Ce npunara oTpaseHara B UMGpos
MHAEKC MeANLIMHCKA I0KyMEHTaLMs!, yAOCTOBEpsIBALLA BCEKU €AWH OT KpUTepumTe.

1.3 MunHusaT Habop n3cneaBaHns ((hU3NKANHN, UHCTPYMEHTANHU U NabopaTopHu), OTpa3eH B NPUNoXeHue 2.

1.4 “MNpoToKon 3a npeanucBaHe Ha nekapcTea, 3annawanu ot H3OK/P30OK' - obp. M3-H30K, usnaneH ot nekaps
cneuvanuct. Mpu HeobxoaumocT oT ekcneptusa ot Komucusita no un. 78, 1.2 ot 330, P3OK uanpawa 8 H30K konue Ha
npotokona. MpoToKONbT 3aAbMKUTENHO Ce NOANUCBA OT BCUYKW YNEHOBE Ha KOMUCHUSATA B CriyYanTe NnocoYeHn B T. |

1.5 Konue ot npeaxoxaaly NPoToKo, OT KOUTO Aa € BUAHO NPOBEX/AaHOTO NeYeHune.

1.6 [leknapaums 3a uHcopmMmpaHo curnacue no obpased (npunoxenue 3)

1.7 Npw 3011 noa 18 roauwHa BL3pacT 3asBMNEHMETO U AeKnapauusTa ce NoanucBeaT ot poauTen/ HaCTOMHUK.

2. P30K npuema AOKyMeHTUTE 1o T. 1 crej cnpaska OTHOCHO 3ApaBHOOCUrypuTenHus cratyc Ha 3011

3. lo nony4aBaHe Ha peweHune ot komucunTa B LIY Ha H30K 30J1 npogsmkasa neyenve ¢ nekapcteeH/ npoaykT/u, ¢
KOWTO e MPOoBeXaan feYyeHneTo A0 MOMEeHTa Ha nogaBaHe Ha Mmon6aTta u AokymeHTuTe B P30OK.

4. ONUCaHUAT MbIEH KOMNNEKT AOKYMEHTH Ce U3UCKBA B CriyyauTe, NPU KOUTO € ykasaHa Heo6xoauMocT OT pelueHne
Ha Komucus 3a ekcneptuau B P30OK unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H3OK. MNpu 3asepka B P30K ce
npeAcTaBs NPOTOKONA U KONUe OT aMByNaToOPHUS NIUCT OT NOCNeAHUA Npernea Npu cneuuanucT.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE HA AWABETHA HEBPOMNATUA
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3abenexka: MeduyuHckama OOKyMeHmayus, yoocmoeepsieawja 6CeKu om Kpumepuume e ocoyeHa ¢ Yughpa 6 UHOBKC U 3a0b/IKUMenHo
npudpyxasa HaCMOSAWOMO NPUNOKEHUE.

A. KPUTEPUW 3A 3ANOYBAHE HA NNEYEHUE C GABAPENTIN (3aab/ikuTeNnHu ca BCUYKM KpUTEpUH):
1| MoTebpAeHa OT eHAOKPUHOIOr ANarHo3a 3axapeH auaber '
TUNUYHWA CUMNTOMM Ha HeBponaTHa 6onka *:
*  MO3UTUBHM CUMTOMMW KaTO anoAMHWA, NPW KOSITO 06U4aitHo HeGonesHeHn CTUMYNN BOAAT Ao 6onka
2 | = HeraTMBHW CUMNTOMM, KaTO NUNca Ha 6onka Npu HaTUCK, KOeTo roBopy 3a saryba Ha CeTMBHOCT
= CrOHTaHHa WNn HecBbp3aHa cbe cTumyn Gonka
*  MPOBOKMpaHa, HO ycuneHa cnpamo ctumyna, 6onka — xunepanreaus u anoanHus
Ouenkara no BAC cnenga aa 6bae Haa 3,5
3 | bonesHeHa avabeTHa MHI ¢ Bb36yaHM ceTUBHN NposiBu
4 | N'unca Ha uaknioyBawm kputepum no . I *
amGynaTopeH NUCT OT NOCNeAHUs Npernea NpU CNeuManicT eHAOKPUHONOr C NPUAOKEHI M3CneABaHUA Ha kpbBHa 3axap u HeAC unu
envkpuaa oT cTayuoHapHo nevenue ¢ Ne U3 n aasHocT 40 1 Meceu npeav kaHAUAATCTBaHE 3a neveHue
2 onucear ce B amBynatopeH NUCT/ eTanHaTa enukpusa kato ce npunara uw 3a oueHka no Busyanwata Ananorosa Ckana / BAC/, npu
oueHka Ha Tonorpadicko pasnpeAeneHue No TANOTO Ha NaLMeHTa, WHTEHIUBHOCT (HWCKa A0 BUCOKa), BMA (napewa, npoboxaala),
napecTeauu, Xapaktep (MpOABLIDKUTENHA, UHTEPMUTEHTHA, BoLaBalya ce npes HowyTa)
peaynTar OT enekTpo- Muorpadcko uacneasate /EMI/
* NluncaTa Ha UKNIOYBALLYM KPUTEPUN CE YAOCTOBEPABA C NOANNUC Ha CNeLManMcTa B HaCTOALIOTO NPUNOXKEHME.

B. KPUTEPUU 3A 3ANOYBAHE HA NIEYEHUE C PREGABALIN (3agbrmkuTenHy ca BCUYKN KpuTepum):
MoTBbpAEHa OT eHAOKPUHOMOT AMAarHo3a 3axapeH avaber '
OueHka Ha HeBponaTHaTa Gonka Hag 3,5 *
BoneaHeHa avabetHa MHM ¢ Bb36byaHN CEeTUBHM NPosiBy
HeedpektneHo nevexmne c GABAPENTIN 3a noHe 3 meceyen nepuoa
Jlunca Ha u3kniouBalm kpurepum no 1. I *

ambynaTopeH NUCT OT NOCNEAHVA Npernes Npu CneunanicT eHAOKPUHONOr C NPUNOXKEHN W3CNeABaHnA Ha KpbBHa 3axap W HeBAC unn
envkpuaa oT cTauuoHapHo nevenve ¢ Ne M3 u aasHocT 40 1 Meceu npeav kaHavaaTcTBaHe 3a nevexue

npunara ce cuw 3a ouenka no BusyanHata Awanorosa Ckana / BAC/, npu oueHka Ha Tonorpaccko pasnpepeneHue no TAnoto Ha
nauMeHTa, MHTEH3UBHOCT (HWCka A0 BMCOKa), BWA (napewa, npoboxaawa), napecte3uu, xapaktep (NPOABLIKUTENHA, WHTEPMUTEHTHa,
BroLWaBalya ce npes Howra)

KOMue OT peLenTypHa KHDKKa unu oT npoTokon 3a neuexne c GABAPENTIN

4 pesynTar OT enekTpo- Muorpadcko uacneasane /EMI/

* Jluncata Ha 3KNIoYBALLM KPUTEPUH CE YAOCTOBEPSBA C NOANKC HA CMeunaniucTa B HaCTOALOTO NPUNOXEHUE.
B. KPUTEPUM 3A NPOABINDKABAHE HA TEPAMUATA C GABAPENTIN WA PREGABALIN BE3

YBE/IMYABAHE HA [JO3ATA:

OTyeTeHo noenusieaHe no BusyanHata AWanoroea Ckana / BAC/ He no-maniko ot 15% (netHapecet

1 | npoueHTa) OT NbpBOHaYaNHaTa CTOMHOCT, B PAMKUTE Ha TPUMECEUHO fleYeHne

2 | Nlunca Ha HeXenaHu NeKapcTBEeHN peakLuk U U3KNIoYBalLW KpuTepun no T. I *

¢uw 3a ouerka no Buayanuata AuanoroBa Ckana / BAC/, npu oueHka Ha TONOrpad)cko pasnpepeneHue no TANOTO Ha nauuenTa,
WHTEH3UBHOCT (HUCKa A0 BUCOKA), BUA (napela, npoboxaalla), napectesnu, xapakrep (NPOAL/KUTENHA, WHTEPMUTEHTHA, Bnolwasala ce
npes HowTa) — CbxpaHsiBa Ce B 3APaBHOTO Aocke Ha BonHusa
* Nuncata Ha W3KkNiouBaLLIM KPUTEPUM CE YAOCTOBEPSIBA C NOANWC Ha CNELManicTa B HaCTOALIOTO NPUNOXKEHHe.

aa(wn) =

Mpu HeO6XOAMMOCT OT yBenu4aBaHe Ha go3ata unu gosa Haa DDD npotokonure ce pasrnexaar oT KomucusTa no
un. 78, 7. 2 or 330 kaTo B Te3W Criyyau B EKCMEPTHOTO CTaHOBMLUE Ce BMUCBa siCHa MeaWUMHCKA MOTUBaumMA 3a
Heo6XoAMMOCTTa OT yBenuyaBaHe Ha fo3aTta unu NpoBexaaHe Ha nevenue B fosa Hag DDD.

. U3KNKOYBALLU KPUTEPUN:
1. Jlwuya noa 18 roguwHa Buapact
2. BpemeHHOCT 1 nakrauus
3. Jlunca Ha nogo6penune no BAC ¢ muiumym 15 npouenTa cnea nayepnsaHe Ha Kon4yecTsoTo no
NPeAXOAHNA NPOTOKON.
4. CBpbX4YBCTBUTENHOCT KbM HEBPOHTUH/ NperabanuH unn HAKOA OT APYruTe CbCTaBKK
5. Hecna3seaHe Ha TepaneBsTUYHaTa Cxema OT CTpaHa Ha 6onHua 3a noseye ot 30 AHK

OtroBaps Ha KpuTepUUTE 3a neveHue ¢ B AAHEeBHA [03@ ...

NOAMNUC HA CNELMANIMUCTA: ...

> W3NCKBAHUA HA H30K MPU NPOBEXXAAHE HA NEMEHWUE HA IMABETHA NONMHEBPONATUA U3BBbHBONHWUYHATA NOMOLLY - 4
8 cvna ot 1 anpun 2014 ropuna



[image: image5.jpg]NPUNOXEHUE 2
I. NEYEBHO-AUWATHOCTUYEH ANTOPUTBM
1. NEKAPCTBEHW NPOAYKTW, Bkniouenn B lNMpunoxenne 1 Ha [MNIC, kouto H3OK 3annawa B cboTBeTcTane c
[eiCTBaLUMTE HOPMATUBHYN [OKYMEHTH.

2. NMOKA3AHUA U HEOBXOAUMMU WU3CNEABAHUSA - cbrnacHo KpaTkuTe XapakTepucTuku Ha nekapcTBeHuTe

npoAyKTy.
Ta6bnuua 1
INN Bb3PACTOBM OFPAHUYEHMS NMPENV 3ANOYBAHE* KOHTEOIVE
Ha 6 meceua
= He ce npunara npv nuua nop 18 KpbBHa 3axap, HeA:C
GABAUEHEIE rOAVULIHA Bb3pacT ypesi, KpeaTuHuH BN GRS
= He ce npunara npu nuua noa 18 KpbBHa 3axap, HeAC
PREGABALIN roaMLLHA BL3pacT VP, KpeaTuHiH ypesi, kpeaTuHuH

*onucear ce B ambynatopHus NUCT Ha BONHWA W Ce npunarat 3aBepeHu KONus OT OPUFMHANHUTE BNakHKy (NPM HanNUuUe Ha XOCNUTanNU3auvs ¢
AaBHOCT A0 1 Mecel NpeAn kKaHAWAATCTBAHETO Ce NpuUnara 3aBepeHo konue oT enukpusa ¢ Homep U3)

Il. OBLUM UBUCKBAHUA

1. Bb3pacToBara rpaHuLa Ce W3YNCNSBA B HABBPLUEHW FOAMHN - T.€. BKIIOYUTENHO KbM AaTata Ha u3aasaqe Ha npoTokona
OT creunanuaupaHara KoMucus.

2. MNpu HasHayaBaHe Ha Tepanus No NPOTOKON 3aAbIKUTENHO ce CboBpassBaT Bb3PACTOBUTE OfPaHUYEHUs, CbrNacHo
KpaTkaTa xapakTepucTuka Ha CbOTBETHUSI NNeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3J1MXM.

3. H30OK He 3annaiya ne4eHne U3BbH ykazaHaTta Bb3pacToBa rpaHuLa B kpaTkara xapaktepuctuka Ha npoaykra.

4. H30K He 3annalya neyexne ¢ A03n Haj MakCUManHo paspeLleHnTe no kpatka xapakTepucTiuka Ha npoaykra.

5. B cnyyail Ha HacTbNUna noAo3upaHa HexenaHna nekapcTeeHa peakuws, nekapsat yseaomssa MAJ no peaa Ha un. 183 ot
3/INXM. Konue ot cbobLieHneTo ce npunara kbM MeauLmHckaTta gokymeHTtaums Ha 30J1 npu kanauaaTcTBaKe 3a nedeHve.

6. NPU CNEUMANUCTA, cbrn, un. 158 B, 1. 1 ot HP[] 3a meauumHckute aeiHocTy 2014 r. (o6H. 1B 6p. 3 ot 10.01.2014
r.), Ha 30J1, Ha KOMTO ca U3aaBaHKU NPOTOKONM NO pefa Ha HACTOAWMUTE MIUCKBAHWUA, CrieaBa Aa ce npunarat BCUYKU
Heo6XoAMMU AOKYMEHTH KaTo: amBynaTtopHuTe NMCToBE OT U3BbPLUEHUTE NPEerneaun, BTOPUAT eK3emMnnap oT usaaaeHuTe
NPOTOKOMNM, KOMWS OT ENUKPU3N, EKCMEPTHW CTAHOBULLA U IPYrA JOKYMEHTM, KOMTO Ca OCHOBaHME 3a W3aasaHe Ha NpoTOKOf,
BCUUKM W3UCKBALLM CE U3CNeaBaHins, KONWe OT MpunoxeHne 1 Ha HACTOSIUMTE U3UCKBAHMA NOMBLIIHEHO NO CLOTBETHaTa
TOuKa, NOANUCAHO OT CreunanucTa, u3gjan npoTokona.

Hacmoswume u3uckeaHusi ca paspabomeHu Ha ocHosaHue 4n. 56 om HayuoHaneH pamkos 002080p 3a MeAUYUHCKUME
deliHocmu 3a 2014 20duHa (06H., B, 6p. 3 om 10.01.2014 2.) u enusam & cuna om 1 anpun 2014 2., cvenacHo yn. 10 Ha
Haped6a Ne 10 om 24 mapm 2009 2. 3a yenosusima u peda 3a 3annawjane Ha nekapcmenu npodykmu no yn. 262, an. 6, m. 1
om 3akoxa 3a nekapecmeeHume npoOyKmu & Xymanwama MeouyuHa, Ha MeOUUUHCKU u3denus u OUemUuYHU XpaHu 3a
cneyuanHu MeduyuHcku uenu (06H., AB, 6p. 31 om 2007 e.).
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Ha NeYeHNeTo C neKapcTBeHus
................. Nony4ux u3yepnaTenHn oTroBopu

HUTe nperneau.

................ BT TP TrrrT

(v, npeamie u chamunis)
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