HALIMOHA.H HA 3QPABHOOCUIYPUTEJTHA KACA

Cogusn 1407, ya. I(puuuM Not T www.nhif.bg men: mex: +359 2 9659301

‘ L
PAMHA ﬁanAHOBA

- UBUCKBAHUA HA H30K

i HE HA NEYEHME HA BONHU C ENWNENCHSA

b BMSB'I:HEO.I'IHW-IHATA NMOMOLL



N3UCKBAHUA HA H3OK NPU U3AABAHE HA NMPOTOKONN 3A NPOBEXAAHE HA NNEYEHUE HA
BOJIHU C ENUNENCUA C AHTUENUNENTUYHU (ANN) U APYITU AHTUENUNENTUYHU NEKAPCTBEHU
NPOAYKTU (OANIM)

MpoTokonbT ce u3gaBa OT chneuuanucT ¢ koA Ha cneuuanHocT 10 (HepsBHM Gonectn) unu 54 (percka
HeBponorus), pa6otewu no aoroBop ¢ H30K; excnepTHOTO CTaHOBMILE Ce U3naBa OT cneunanuMpaHa KOMUCUA B
neye6Hu 3aBeaeHun 3a 6onHu4Ha nomoul, cknounnu gorosop ¢ H30K. CneunanusupaHuTe KOMUCUM Ce Cb3aBaT CbC
3anosep Ha AnpekTopa Ha ne4eGHOTO 3aBeaeHne (N3) — 3a nauueHTn Hag 18 roguwHa Bb3pacT. Yb B Codms (MBAJ
LAnekcaHaposcka’, MBAN ,Uapuua Woana’, MBANHN ,,Ce.Haym”, MBAJl - , HKB", BMA — Codusa, MeanumHCKu WHCTUTYT
kbm MBP, MBAN ,Cs. UsaH Puncku®), Nnosaus (YMBAN “Cs.l'eopru”, BMA — BBAJl, Knuuuka no Hesponorus), MneseH
(YMBAJ1 - [neseH, 5BAJ1), Bapta (YMBAT “Ce. Mapuna”), Ctapa 3aropa (YMBAJ1 Crapa 3aropa), [Tepea MBAN - Cochus
EAL, ,Tokyaa Bonuuua Cocus® Afl, Cutn Knununk — rp. Cochus; 3a naumeHTV noa 18 roavwHa Bb3pacT: BKNlouBaT ce
neKapy CbC CRIeUMan‘HoCT AeTCka HEBPOONMS UM HEBPONO3N U NeAUaTPU CbC Creurani3aumMs no aeTcka HeBponorus — Yb
(Detcka HeBponoruuHa knukuka npu MBAJT “Ces.Haym” — Codms, YMBAJT no [letcku 6onectu - Codms, YMBAI “Cs.leopru” —
Mnoeavs, YMBAI1 “Ce. Mapuna” - Bapxa, YMBAI — lNneseH). .

I. PEfl 3A 3ABEPABAHE HA NPOTOKOIUTE

1. MpoTokonu 3a neyexvne ¢ ETHOSUXIMIDE (ESM), OXCARBAZEPINE (OxCBZ) » ESLICARBAZEPINE(ESL)

cneuuanucT, CKovun 4orosop = ‘[poTokon 3a npeanuceaHe Ha nekapcTsa, 3asepka 8 P30K

¢ H30K » 3annawanu ot H3OK/P30K” — 06p. M3-H30K ’

1. MNpoTokonu 3a 3anoysaHe Ha Tepanus ¢ AN - TIAGABINE (TGB) u JANIN — LAMOTRIGINE (LTG), TOPIRAMATE
(TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) v BRIVARACETAM
(BRV) . ‘

(30N ce HacouBa KbM creumanuavpaHa komucus kbm YB, KosTo usnasa PelleHne Ha cneuuanusupaHa Komucus 3a
3anouBaHe WM NPOABLINKABAHE Ha NEYEHWeTO, CaMo aKo Ce Hanara yBefiuuaBaHe Ha AO3WTE WNM BKIOYBAHE Ha HOB

nekapcTBeH NPOAYKT OT Tasu rpyna)

‘ « [onbnHeHO W noanuMcaHo npunoxenue 1 — NUCT 3a onpefensHe Ha
CMeumManucT, CKIloYMn A0roBOP | | kputepuuTe NO CbOTBETHATA TOYKA C NPUNOKEHU BCUUKM HeobxoaumM
¢ H30K

JOKYMEHTM
' = AmGynaTtopeH nMCT / enuKkpu3a C BCUYKM HeoOxoaumu uscneasaHus
cbobpa3Ho Tabnuua 1 (npunoxexue 2)
= “flpoToKON 3a NpeanMCBaHe Ha nexapcTea, sannawiaHu ot H3O0K/P30K” —
06p. M3-H30K
- * PelweHue Ha cneuuanuanpaHa KOMUCUS C Komucus 3a
cneuvanuampaHa KoMucus _p | ficHa MeAnuMHCKa MOTMBALIMA » | excnepmusue
= ‘flpoTokon 3a npeanucBaHe Ha nekapcTea, P30K
T | 3annawanu ot H3OK/P3OK” — 06p. M3 -H30K g
S i . P 3asepka B P30K

1. MNpoTokonu 3a 3anousaHe Ha komGuHupaHa Tepanua ¢ ANN - TIAGABINE (TGB) u BANM - LAMOTRIGINE (LTG;),
TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM)in

BRIVARACETAM (BRV)

« MMonbAHEHO W noanucaHo npunoxexue 1 — nNUCT 3a onpeaensHe Ha
cneunanuct, CKno4un 4orosop ___, KpUTEpUMTE MO CLOTBETHATA TOUKA C NPUMOXKEHN BCUYKM Heobxoaumu
¢ H30K 7 | nokymenTu

* AMGynatopeH nUCT / enuKpu3a C BCUUYKM HEOBXoauMM u3cneaBaHus
cvobpasHo Tabnuua 1 (npunoxeHue 2)

/ = “[poTOKON 3a NpeanNUCBaHe Ha nexapcTea, 3annaiadu ot H3OK/P3OK™ —

06p. M3-H30K
= PeweHne Ha cneyuanuaupaHa KOMMCUA C SCHA MOTUBaUMA 3a
npoBexXaaHeTo Ha NoAAbpXKalla Tepanus ¢ aosa Hag DDD

cneuuanusnpasa Komucuma

» | « PelweHne Ha cneuuanuaupaHa KOMWUCHUS C Komucus no un.
SICHA MEAULIMHCKA MOTUBaLWSA 78,7.2073308B
» ‘fpoToKon 3a npeanucsaHe Ha nekapcrsa, | —» | LY wa H30K

3annauwanm ot H3OK/P30K" — 06p. M3-H30K 3asepka 8 P30K
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Il. OBLLW NMNOSNTOXEHUA

1. 301 nopasa noarotBeHute AokymeHTM B P30K, Ha TepuTopusiTa Ha KOATO e Hanpasuno us6op Ha OMN.
[lokymeHTUTE BKNIOYBAT:

1.1 3asBneHue go Aupektopa Ha P30K.

1.2 MNonbnHeHO K noanucaHo npunoxenue 1. MNonbnea ce No CbOTBETHATA TOYKa WU Ce npunara oTpaseHata B Lndpos
MHAEKC MeauLMHCKa AOKYMEHTALMS, yA0CTOBEPABALLA BCEKU €AuH OT KpuTepumre.

1.3 MbnHuaT Habop uscrneaBaHuA (HM3NKanHu, UHCTPYMEHTanHU n nabopaTopHK), OTpaseH B NPUNoxXeHue 2.

1.4 “Mporokon 3a npeanuMcBaHe Ha nekapcTea, 3annawaium ot H3OK/P3OK” — obp. M3-H30K, usganeH ot nekaps
cneumManucT B KonM4ecTsa 3a He noseye oT 180 anw. Mpu HeobxoanMOCT OT ekcnepTuaa oT KommucusTa no un. 78, 1.2 ot 330,
P30K uamma B H30K konue Ha npoTokona.

1.5 Konwi Apeaxoxaaul NPOTOKOS, OT KOUTO Aa € BUAHO NPOBEXAAHOTO NEYEHUE.
1.6 Peus¢ Ha cneuuanusupaHa KOMUCHA OT nevueGHO 3aBefeHue — u3nbnHuTen Ha AmbynatopHa npoueaypa Ne 38
,,Onpep.e;/ aa nnau Ha JleyeHMe U npocneassaHe Ha Tepanearmnm OTrOBOP NPV NauueHTW, nonyyasaiiu

1.8 npu‘ nonﬁa FOANULLIHA BBb3PacT 3asiBNeHUeTo u qexnapauuﬂ'ram nonnucBaT ot poauten/ HACTOMHUK.
2. P30K nmua AOKYMEHTHUTE No To4ka 1 cnen ¢npaBKa OTHOCHO 3AapaBHOOCHIYpUTENnHUA cTaTyc Ha 30J1.

3. flo nos IHe Ha pelweHue oT komucusTa B LIY Ha H30K 30/ npom.mﬂa neveHue ¢ nekapcTeeH/u NPOAYKT/H, ¢
KOUTO € 1Y PKAAN NeYeHMeTo A0 MOMEHTa Ha NoAaBaHe Ha monbara u nokymexture 8 P30K.

4. Onun T BLNEH KOMMNNEKT AOKYMEeHTH Ce U3UCKBa B cnyvauTe, NPpK KOMTO @ yKazaHa Heo6X0AMMOCT OT peleHue
Ha Kom 3a ‘ekcneptnau B P30K unu Komucusita no un. 78, 1. 2 ot 330 B LY Ha H3OK. Mpu 3asepka B P30K ce

npepcTat npoToKONa U Konke o au6ynawpnmi NUCT OT nocreaHns npernen npM cneunanmcr.
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NPUNOXEHWE 1

JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3QABAHE HA NPOTOKONK 3A NPOBEXAAHE HA NEYEHUE
HA BOMHU C ENUNENCUA C AHTUENUNENTUYHW (AJM) U APYTU AHTUENUNENTUYHU NEKAPCTBEHU
NPOAYKTW (RANN)

[Wwe: [eru] [ [ [ [ | | | [ [ |

3abenexka: MeduyUHCKkama OOKyMeHmauyus, ydocmosepsigalua 6CeKu om Kpumepuume e roco4YeHa ¢ yugpa e uHOeKC U 3a0BbIKUMeNnHo
npudpyxaea HacmMosW,0mMo NPUIoXeHue.

Mmennu CTBLIKU B TepanusTa:
J 'bPBA MOHOTEPAMUA ¢ kap6amasenun (CBZ) wunu Bannpoat (VPA), oceeH B cnyuawTe, korato Te ca
Komanuguuupaum UnKn C peakuusi Ha HENOHOCUMOCT.

= BTOPA MOHOTEPAMWA ¢ noaxoasw, 3a BMAA Ha enUNneficusita U TUNa Ha NPUCTLNUTE aHTUenUnenTuyeH
nekapcreeH npoaykt (ANM).

A. KPUTEPWU 3A 3AMOYBAHE HA NEYEHUE HA HOBOOTKPUTA ENUNENCUA (3apbrkuteneH e NbpBUAT
KpUTEPHit X NIOHE AMH OT OCTaHanure):

bp;ﬁej‘ué‘ upe3 EEI anarvosa '

2 mﬁuenposoxupann ennnenTu4yHu npunan'bxa

HCTBeH npunagbk, HO o6enuan3npaua ‘enunentudopmeHa aktueHocT B8 EE[ unn paHHm 3a

; aanHa ‘yepepa (OTKMOHeHWe B Heepdnorw-mnn craTtyc u Heapomﬁpasﬂaamme nscrneasanuns) ¢
ACOK PVCK 33 peumnans s .

Cbxpauudgce B 3ApaBHOTO gocue Ha 300

onucea ce B aﬁb’ynaTopHuﬂ nuct/enukpu3sa (Npu BCexn creaBaty npernea ce npasu ouemca Ha TepaneBTYHaTa etHEeKTUBHOCT)

B. :KPUTEPMW - 3A JEYEHWE HA_  ENWNENCHMA C PAHMOHAIIHA NONUTEPARUA U [OPYIU
AHTUENUNENTUYHU NEKAPCTBEHU nPOI.'IyK'I'M 8 no3a ao v Hag DDD - LAMOTRIGINE (LTG), TOPIRAMATE (TPM),
GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), | LAOQSAMIDE (LCM) n BRIVARACETAM (BRV)
(HeoGxoaMM © NoHe eanH KpUTepui):

ABHO fevYeHMe C afeKBaTHW 33 TUNA Ha enunencusiTa U TUMa Ha enunenTuiHUTe NPUCTHLNN
ONTUManHU AO3MPOBKY C Knacuyeckute ANMN:
1 Cnaba peaymaTHOCT (no.n 50 % peaykuus Ha NPUCTbNHaTa YecToTa) C /1Ba NeKapCTBEHN NPOAykTa,
ripunaraHn Hap 3 Mecela CamOCTOSITENHO UMM B KOMGMHAUMA MPU MHOTO YeCTU (EXeAHEBHM unu
execeaAMUIHM) npunaabLy. u enunenmqnu CTaTycu NEeYeHMeTo MoXe fAa Ce BbBeae Mo-paHo npu
GONHMUHO NeveHue =~
2 NpoabnxuTenHo nocmmnno BnOWaBaHe, HENOBNUAHO OT TepanwsaTa (Cneaosu napesy, TpaiHa
OFHULLIHA HEBPONOMMYHA CUMITTOMATUKE, KOTHUTUBHM HapyLeHus, aemeuuuﬂ)
TepanesTuuHO - pesncteumm enunencuun 1 enyunenTudHU CMHAPOMM
CTpaﬂmuu peakuwu o1 KNACMIECKUTE aHTUENVNENTUYHM NEKapCTBEHN NPOAYKTH
* WAUOCHHKPATHUHU PEeaKLum
* M3pa3EHD 3aCAraHE Ha. KOTHUTMBHMTE (byHKLMK, 3a6aeenvn peakumy u CbHﬂVIBOCT, YCTaHOBEHM Npu
CEepYMHI KOHLIEHTPALAN B pedepeHTHIM CTONHOCTH
4 = yBpeaeHa: qepuomoéua bymHkups §m§nmem1 CTOIHOCTH Ha ACAT, AJ'IAT)
* XMnepamoHeMus
* U3paseHn CTPAHUYHY: peaxmm or@paubmnaféﬂm mﬁx‘r (ﬁomm B'CTOMAxa, rageHe, nNoBpbLLaHe),
HanuuMe Ha OBapWANHW KNCTH, KOXHM nponen xunepnnasm Ha rMHrMBaTa, KOCONaa, BWUAMMO
HanbrHsBaHe, oTcnabeaxe, Tpeuopunp : :

W3S

T MeanumMHCKa AOKYMEHTaLMA, NPY YeCTU npumnw enuxpusa c uenep/'ha or crauuonapno neueHue C AaBHOCT 40 1 Mecey KbM AataTta Ha
KaHAuAaTCTBaHe

ambynaTopHU NUCTOBE OT NperneauTe NpU CNEeuManucT, YAOCTOBEPSBALUM HENOBNMABAHE OT TepanuaTa, MPOMAHA B KIWMHW4HATA
cuMnTOMaTMKa Wunu HacTLNUNU CTPaHWUYHWU peakunun unu enukpusa c Homep n3 or cTauynoHapHoO fnevyexHve

3 33/ BIKUTENHO Ce NPEACTaBAT CLOTBETHUTE U3CNEABaHUA Ha OpurnHanHu Gnaqku OT NaGopaTopus UNn 3aBeperu konus 3a ASAT, ALAT,
XunepamoHuemus

OTroBaps Ha KpuTepuuTe 3a neyeHue ¢ B AHEBHA On03a

noaANUC Ha CRELIUANIUCTA: ..o,
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|. NEHEBHO-QAUATHOCTUYEH ANNTOPUTBM

NPUNOXEHWE 2

1. NEKAPCTBEHU NPOAOYKTWU, Bknioyewn B Mpunoxenne 1 Ha MINC, kouto H3OK 3annawa B
CbOTBETCTBUE C AeWCTBALUTE HOPMATUBHU [OKYMEHTH.

2. NOKA3AHUA U HEOBXOAUMU U3CNEABAHWUA - cbrnacHo kpaTtkuTe xapakTepucTuku Ha
nekapcTBeHUTE NPOAYKTH.

Tabnuua 1

NOKA3AHUA - copma Ha 3abonsiBaHeTo,
Bb3pPacTOBU OrpaHMYeHUs

nPEQU
3ANOYBAHE*

KOHTPON*
Ha 6 meceua

ETHqu ,.M#QE

_ MOHOTepanus unu kato komGuHupaxa Tepanuﬂ npu

= abcaHcHa enunencus

OXCARBAZEPINE

MOHOTEepanua WnNuW KaTo AonbfBalla Tepanus 33

Bb3pacTHN NaUWEHTH U Aeua Haf 2 roauHU

= chokanuu u BITKIM B

= nauneHTn ¢ aneprus kbm CBZ, Hee(beKTMauocr or
CBZ n VPA unu npu xunepxonecreponemus,

_OCTEONopo3a, HapyllieHn XOPMOHanHu YHKLMN ¢

KOMOpPOMAHWN CBCTOSHMA, Cb3AaBalUM YCnosus 3a
NeKapcTBEHU B3aUMOAENCTBUA

.

ESLICARBAZEPINE

MoHoTepanus npu Bb3pacthu - Hap 18 roauHu ¢
chokanHu npuctonu u BI TKN.

JonbnBaila Tepanusi Npu Bb3PACTHU U Aeua ‘Hap 6
roAuHK C hokanHn npvncn:nn n BITKI.

TIAGABINE

-ponbnealwa Tepanus Npu BL3PACTHYM 1 Aeua Hap 12 :
rOAVHK NpU:

* cpokanna enunensnn (npocTn, KoMnneKcHu ¢
BTOPUUHO-TeHepanmaupaHu npuna.qbum)

-.» TepaneBTUUHO PE3NCTEHTHU (DOKANMHU eNUNEncun:n .

CNMHOPOMMU

‘TpaHcamuHasm

TpaHcamuHasu

LAMOTRIGINE

. resepanuanpaHa
_ MUMOKITOHWMHW, @TOHWYHU, TOHVYHU NPUCTBAN 1 [TKM)
s cpokanHa enunencus
_napuvanuw, BITKM), pesucteHnTHn enunencun W

'cmmpown

[ONbNBaWA Tepanus Npu BbL3PacTHW W Aeua Hap 2

- TOAWHMW: #NW NpemuHaBaHe KbM MOHOTepanus npu

B8bL3pacTHy ¥ Aeua Haa 12 roauHu
enunencus (abcancu,

(NpocTH,  KOMMMEKCHU

KpeaTUHWH,
TpaHcaMMHa3u

NMKK ¢ [OKK,
TpaHcammHasu

TOPIRAMATE

‘| = “chokanwa enunencus  (npocty,

' norrbrlsama Tepahwa npu Bb3pacTHU W geua Hap 2 |-
_| rogMHM wnu npemuHaBaHe KbM MOHOTepanua npu
g sbspacnm  geua

mmpanmpaﬁa enunencus (Mubmoumuu
ATOHUYHY, TOHWYHI NPUCTEAU N T T Kﬂ)
KOMNAEKCHU,

BI'TKI'I) NonMMOpPMHUA NPUCTLIKU

. Tepanaswqm pesuc'renmn emmencuu mi

CUHOpPOMM

TpaHcaMuHa3v

TpaHcamuHasm

GABAPENTIN

Jonbnsawa Tepanml npu Bbapacnm 7 neua Hag 6
roOVHU WUNV NpeMnHaBaHe KbM MoOHOTepanus npu
Bb3PaCTHU U aeua Haa 12 roanHn

= CUMNTOMaTU4YHa enunencus
Heonnasmu

- TepaneBTUYHO
enunencum u CUHAPOMU

npu  MO3b4HU

PE3UCTEHTHN chokanum

KpeaTuHuUH

MNKK ¢ KK

LEVETIRACETAM

okanHu enunenTUYHA  Mpunagbum  (NPoCcTM K
KOMNMeKkcHn) ¢ unu 6e3 BTOpUYHA reHepanu3auus
npy nauveHTM Hap 1-meceuvHa, reHepanuavnpaHu
enunencuM nNpu  nauMeHTM Hag 12 roauHw,
TepaneBTUYHO PE3UCTEHTHU enunencumn u CUHAPOMU

KpeaTUHUH

MNKK ¢ KK

”
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NPUNTIOXEHUE 2

INN NMOKA3AHUA - popma Ha 3abonsiBaHeTo, NPEAU KOHTPON*
Bb3pacToBMU OrpaHMYEHUs 3ANOYBAHE* Ha 6 meceua

[onbneauwa Tepanus npu 8b3pacTHu Haa 18 roanHn

PREGABALIN * ¢hokanHu nNpunagbuUu (MPOCTU U KOMNNEKCHMW) C kp. saxap, KpeaTUHUH
unu 6e3 BTOpuYHa reHepanusaums KpeaTuHiH
MoHoTepanus ©1  pgonbnBawia Tepanua  NpU | KpeaTuHWH,
Bb3PaCTHWU U NALMEHTHN Ha U HaA 4 roauHK TpaHcamuHasm, KpeaTuHuH,
* ¢hokanHu npunagbum (Npoctu u komnnekcHu) ¢ | EKMc TpaHcamuHasu
nnu 6e3 BTOpUYHa reHepanusaums ' _KOHCynTaums
[lonbnealya Tepanus npu Bb3pacThy 1 Aeua wagd4 |
rOAMHM ~ o i | XPEATHHUN MKK ¢ AKK
= chokanHu npunagbuym 1 BITKMN

* onuceam c¢e é?a’MGynamopﬁun nucm Ha 6OnHUSI U ce npunazam 3aeepeHu Komusi om opueuHanHume 6naHKu (Mpu Hanudue Ha
xocnumanusayua-¢ QaeHocm 0o 1 mecey npedu kaHdudamemeaHemo ce npunaza 3aéepeHo Konue om enukpusa ¢ Homep n3)

Il. OBLLM M3NCKBAHUS

1. Bb3pacToBaTa rpaHuLa Ce M3YMCNABA B HABbPLLEHN FOAVHK - T.€. BKMIOUUTENHO KbM AaTaTta Ha u3aaBaHe Ha npoTokona
OT creunaniampaHara Komucus. : S

2. Mpn HasHauasaHe Ha Tepanus NO NPOTOKON. 3aABLIDKUTENHO Ce CbOOpasABaT BL3PACTOBUTE OFPAHUMEHMS, CHINACHO
KpaTkaTa XxapakTepucTuka Ha CbOTBETHUA NIeKapCTBEH NPOAYKT, yTBbpAEHa No peaa Ha 3MNXM.

3. H30K He 3annaiija neyeHne U3BLH ykasaHaTa Bb3pacToBa rpaHuLa B KPATKaTa xapakTrepuctvka Ha npoaykra.

4. H30K He 3annalya neyenme C 1031 Haa MaKCUMArIHO PaspeLleHTe Mo KPaTka XapakTepucTika Ha npoaykTa.

5. B cnyyail Ha HacTLNUNa NOAO3NPaHa HEXenaHa iekapcTeeHa peakuus, nekapsit ysegomsnsa UAJ1 no pepa Ha un. 184 ot
3NNXM. Konie ot cbobiiieHneTo ce npunara KbM MeauUMHCKaTa AoKyMeHTaums Ha 30/1 npu karauaaTCTBaHE 3a NeyYeHue.

6. MPU CNELUMAIIUCTA, corn. un. 218 B, 7. 1 ot HP[] 3a MeanUMHCKUTE AeHOCTH 2020-2022 . (obu., B, 6p. 7 ot
24.01.2020 r.), va 3001, Ha KOMTO Ca M3naBaHW NPOTOKONW NO peaa Ha HacTosiiuTe M3NCKBaHWUS, cneABa aa ce
npunarar BCUMKM Heo6XxoauMM AOKYMeHTWM KaTo: amBynaTopHuTe NUCTOBE OT WU3BLPLUEHUTE NPErNean, BTOPUAT
€K3eMNNsAp. OT U3NAAEHUTE NPOTOKOMM, KONUSA OT enukpvan, KOomua OT pelleHns no Alp. Ne38, kouto ca ocHoBaHue 3a
n3naBaHe Ha NPOTOKON, BCUUKM M3UCKBAWIM CE W3CNe/iBaHus, KOmWe OT npurioxeHue 1 Ha HacToswuTe U3UCKBaHMA
NONBLIHEHO NO CLOTBETHATa TO4KA, NOAAMCAHO OT CneLmanucTa, usaan npoTokona.

7. CNEUMAIIUSUPAHATA KOMUCHUA wu3nasa Pewenwe cnen nposeneHa AmbynatopHa npouepypa Ne 38
,OnpenensiHe Ha MAnaH Ha nedyeHWe W MpocneAsBaHe Ha TepanesTUUHWA OTIOBOP NpW NauveHTy, nonydasaly
CKbMOCTPyBalLM NIEKAPCTBEHY NPOAYKTV NO peAa Ha un. 78, T. 2 oT 330 Ha OCHOBaHUe uA. 53 n un. 309 ot HaumnoHaneH
pPaMKOB /IOTOBOP 38 MeAMLMHCKVTE AEHOCTV Mexay HauuonanHata 3apaBHOOCHIypuTenHa Kaca u Bbnrapcku nexkapcku
cbios 3a 2020-2022r. (06H., OB, 6p. 7 ot 24.01.2020 r) u npepocTaseHa oT 30J1 MeguuMHCKa AOKYMEHTauus.
Cneuuanusupana;r‘agnom@cna,ph;« aHABA eANH ex3eMnnsp ot Pewenuevo. Mpn uanasane Ha NPOTOKON Ha 300, cbxpaHsBsa
BTOpM eK3eMnnsip Ha NPOTOKONA, BCUUKA HEOBXOAMW AOKYMEHTU 33 W3AABaHEeTO My W Konwe oT npunoxeuue 1 Ha
HACTOSIUMTE M3UCKBAHMS, TOMBAHEHO MO ChLOTBETHATA TOMKA ¥ NOANUCaHO OT uNeHOBeTe Ha cneuwanusupaHarta
KOMUCHS.

Hacmosiwjume u3uckeaHusi ca pa3pabomeHu Ha OcHoeaHue 4n. 58 om HayuoHaneH pamkoe 002060p 3a MeduyuHcKkume
deliHocmu Mexdy HauuoHanHama 30paeHooCUZypumenHa kaca u Bunzapcku nekapcku cbio3 3a 2020-2022r. (o6H., 1B, 6p. 7
oT 24.01.2020 r.), enusam e cuna om 15 anpusn 2020z. Ha ocHoeaHue peweHrue Ne PL-HC-04-36/06.04.2020z2. u omMeHsM
delicmeawume u3uckeaHus, e cunia om 1 mapm 2016e.
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NPUNOXEHUE 3

DEKNAPALIUA 3A UHOOPMUPAHO CBIMACUE C UBSUCKBAHUATA 3A 3ANOYBAHE/ NPOABIMKABAHE HA
NEYEHUETO C NEKAPCTBEHWUA NPOAYKT

cnej Km Oe 3anosHax C uanarta Mu npepocraBeHa nHdopmaums M uenta Ha neyeHneTo C neKkapCTBeHus

TIPOLYKT . oiiiiuivit s saemnesuesenseeeseeesesebebenetseasae s e e ses et sb e b et et s b e s n et e e b b st s s nbands ¥ cnep KaTto Nonyuux uadepnaTtenHu oTrosopu
Ha nocral > OT MEH BBMPOCH, Aeknapupam ye: ' '
maasau npenopbyaHaTa MU CXxema Ha neyeHue u nepuo,qmnocr Ha KOHTPOmnHUTE nperneau.

2. Pegosuo lie ce ABABAM Ha KOHTPOMHM NMPErneau U HAMa Aa NPOMEHSM CaMOBOMHO UMM NoA APYrO BHyLIeHWe
‘Has ‘a‘-iewa'ra MK Tepanus.

4. },“,pa HecnasaaHe Ha rnocoueHuTe ycnom neueuue'ro M1 C ynomenama nexapcrseu npoaykT we 6bae npekpaTeHo u

HAIMa 213 UMaM NPETEHLINM KbM H30K.

[ata:. ... e
JIEKNAPATOP ......ceeeieeerieeiteeee s
(vme, npesume 1 hamunus)
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