MPUNOXEHWE Ne 7A

OBPA3EU HAUBUCKBAHUA HA H3OK NPU
M3IOABAHE HA NMPOTOKOIJIN 3A NPOBEXAOAHE HA NNEYEHWUE
MO KOHKPETHWU 3ABONABAHUA
MTPYMNMUN NEKAPCTBA



OBPA3EL Ha

N3NCKBAHUNA HA H30K

NMPUNOXEHWE Ne 7A

NP N3OABAHE HA NPOTOKOIA 3A NPOBEXOAHE HA NEYEHUE NO KOHKPETHU 3ABONTABAHUA U

MpoTokonsT ce n3paea oOT:
- cneuuanucT no npocdwuna Ha 3abonsBaHeTo, pa60Tem no pgorosop ¢ H3OK B neyebHn 3aBefeHUs 3a

N3BBHOOMHMYHA NOMOLL,

rPYNU NEKAPCTBA

- cneumanucTy no npoduna Ha 3abonseaHeTo, paboTelwn B nevebHn 3aBegeHns - uanbnHuTenu Ha KOH no

porosop ¢ H30K

- chneuumanuaMpaHa komucus no npocmna Ha 3abonsieaHeTo, paboTelia B ne4ebHN 3aBefeHuss 3a OOnMHU4YHa
nomoty no gorosop ¢ H30OK

I. PEQ 3A YTBBbPXOABAHE U 3ABEPABAHE HA NMPOTOKOJIUTE

lMpoTokonu 3a ... (yTOYHSIBa Ce KOHKPETHUA CryyYan — Havarno Ha fievYeHneTo, NpoabIikeHre, NMpoMsHa B Ao3arta u ap.)

CneumnanucT, ckmioymn
porosop ¢ H30K

“lpoTtokon 3a npeanvcBaHe Ha NekapcTea, 3annaiiaHn ot
H3OK/P30OK” — 06p. M3-H30K”

3aBepka B P30K

[MpoTokonu 3a ... (Yymo4yHsI8a ce KOHKpemHUs criydali — Ha4yarso Ha fiedeHuemo, npodbirkeHue, npoMsiHa 6 do3ama u 0p.)

CneumnanucT, ckmioymn
porosop ¢ H30K

CneumanmsmpaHa
KOMUCKA

>

/

= JlucT 3a onpegensiHe Ha kpuTepuuTe (Npunoxexue 1)

- MeauumHcKa AOKYMEHTaLUS C BCUYKK HeobxoauMu nscneaBaHus, C'b06pa3H0 Tabnuua 2

Ha npunoxexve 2

. “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawany ot H3OK/P3OK” — 06p. M3-H30K

= PeweHnne Ha cneumanusmpaHa KoMuCMSE C  AiCHa
mMeauLMHCKa MoTMBaums

= “[lpoTokon 3a nNpeanuceaHe Ha nekapcTsa, 3annaiiaqu ot
H3OK/P30OK” — 06p. M3-H30K

Komucus 3a
ekcnepTtusun B P30OK

v

3aBepka B P30K

MpoTokonu 3a ... (ymoy4Hsiea ce KOHKPEeMHUS Cllydal — Havaro Ha fie4eHuemo, rnpoobimKkeHue, MpomMsiHa 8 dosama u 0p.)

Cneuunanuct, CKYun
porosop ¢ H30OK

Cneumnanusnpana
KOMUCUS

>

e

. IlucT 3a onpepensiHe Ha KpuTepuute (Npunoxexue 1)

] MeauumHcka 4OKyMEeHTaUmMs ¢ BCUYKM HEOBX0AMMM n3cneasaHus, cbobpasHo Tabnuua 2

Ha npunoxexue 2

. “MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawaxdu ot H30OK/P3OK” — o6p. M3-H30K

e PelweHne Ha cneuynanuavpaHa KoMUCUMSE C  sICHa
MeAMLMHCKa MOTMBaL WS

o “[poTokon 3a npegnuceBaHe Ha nekapcTBa, 3anfawaHn ot
H3O0K/P30K” — 06p. M3-H30K

Komucus no un. 78,
T.2071 330 B LY Ha

H30K
v

3aBepka B P30K

lNpoTokonu 3a ... (ymquﬂea Ce KOHKpemHus Cnyqaﬁ — Ha4arsio Ha jie4eHuemo, I'I,DO@'bJ'I)KeHue, rpomMsiHa 8 dozama u Op)

CneunanusmpaHa
KOMUCUS

. JlucT 3a onpepensiHe Ha KpuTepuute (Npunoxexue 1)

L] MeauuuHcka AOKYMEeHTaLmMsi C BCUYKM Heobxoammm
n3cnegBaHus, cbobpasHo Tabnuua 2 Ha npunoxexue 2

L] PeweHne Ha cneunanusupaHa KoMuCKUS C  SiCHa
MeauLMHCKa MoTMBaLus

. “MpoTokon 3a NpegnvcBaHe Ha NnekapcTBa, 3annalaHun ot
H3OK/P30K” — 06p. M3-H30K

Komucusa no un. 78,
T.201 330 B LY Ha

H30K
v

3aBepka B P30K




11. OBLL NONOXXEHUA

1. 301 nogaBa nogrotBeHute gokymeHTn B P3OK, Ha TepuTtopusiTa Ha kosiTo e Hanpasuro u3bop Ha OIJ1. MNpu ocurypeHa
TeXHMYecka Bb3MOXHOCT OT cTpaHa Ha H3OK gokymeHTUTe ce nogaBaTt Mo efnekTpoHeH NbT — npe3 noptana Ha H30K nnn WEB
ycnyra.

[oKkymeHTUTe BKMOYBAT:

1.1. 3asaBneHue go OQupektopa Ha P30OK.

1.2. MNonbrnHeHo 1 nognucaHo npuroxexue 1. MNombnea ce No CbOTBETHATa TOYKa M Ce Npunara oTpaseHarta B LM poB MHAEKC

MeauMUMHCKa AOKYMeHTauus, yaocToBepsiBalla BCeKM eAuH OT KputepuunTe.

1.3. MbnHuaT Habop n3cnegBaHus (bM3MKanHW, UHCTPYMEHTaNHM 1 nabopaTopHW), OTPa3eH B NPUIIOKEHNE 2.

1.4. TpoTokon 3a npegnucBaHe Ha nekapcTea, 3annawaHn oT H3OK/P3OK” — obp. M3-H3OK, unspapgeH ot nekap
cneumanuct, pabotew no goroesop ¢ H30OK unu cneuymanunsmpaHa komucusi.

1.5 PeweHne Ha cneumanuavpaHa KOMWUCUsi OT neyebHO 3aBefeHue — u3nbnHWTen Ha AmOynaTtopHa npouegypa Ne 38
,OnpegensHe Ha nnaH Ha neyeHve U NpocrnegsBaHe Ha TepaneBTUHHWA OTrOBOP NPV MauWMeHTW, NorfyyaBalin CKbMOCTPYBaLLM
nekapcTBeHM NPoayKTM no peda Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6. Jeknapaums 3a nHdopmmpaHo cbrnacue no obpasew, (npunoxexue 3)

2. P3OK nprema gokymeHTUTE cnef cnpaBka OTHOCHO 3gpaBHoocUrypuTenHus crtatyc Ha 3OJ1.

lMpoTokonuTe ce nsgaeat 3a Cpok 4o 365 AHw.

[o nonyyaBaHe Ha oTroBop oT koMucusita B LIY Ha H3OK GonHusAT npogbiikaBa revyeHne ¢ nekapcTBeH/M NpoAyKT/U, C KOUTO e
npoBexaan Ne4YyeHneTo 40 MOMEHTa Ha noaaBaHe Ha Monbarta u gokymeHTuTe B PSOK.

HacToswute nsmcksaHusa ca ytebpaeHun ot ynpasutensa Ha H3OK cnep Pewwerne Ne............c.ooinee. Ha HapgsopHua
cbBeT Ha H3OK u npegBaputenHo cwrnacyBaHe ¢ BJIC., Ha ocHoBaHve un.52, an.8 BbB Bp. ¢ an.6 or [lpaBunHuka 3a
YCTPOMCTBOTO M [AerHocTTa Ha HauumoHanHata 3apaBHOOCcUryputenHa kaca. MauckBaHusita BnmMsaT B cuna OT AdaTtarta Ha
obHapogBaHeTo UM B ,[AbpXaBeH BECTHUK.”



NMPUNOXEHMUE 1

NINCT 3A ONPEOENAHE HA KPUTEPUUTE 3A JIEYEHUE
HA ..o

| we: [ern| | [ | [ [ | [ | [ |

3abenexka: MeduyuHckama AoKyMeHmauus, ydocmogepsisauja 6Ceku Om Kpumepuume e [ocoyeHa ¢ yugpa 8 UHOEKC U 3a0b/DKUMESTHO
npudpyxaea HacCMOSIU,OMO MPUSIOKEHUE.

3agbmKUTenHu cTbNKU B TepanuaTa:
* (ymouyHsieam ce KOHKpemHume emanu rpu u3bop Ha nedyeHuemo, ¢hopmume Ha 3aborsieaHemo,
nodnexawju Ha CbomeemHo ne4vyeHue u op.)

A. Kputepuu 3a gonyctumocT/3anoyBaHe Ha nevyeHue:

| MKB |

B. Kputepun 3a nocneasally KoHTpon/npoabikaBaHe Ha nevyeHue:

| MKB |

B. Kputepuun 3a cmsiHa Ha ne4veHue:

| MKB |

. U3knrouyBawum Kputepmumu npu 3anoyBaHe/ npoabimKkaBaHe Ha NIeYEeHUETO:

OTroBaps Ha KpuTepuuTe 3a B nosa
3ano4YBaHe/MPOABLITKABAHE HA MIEUEHUE C  coovevevciieiiiiiiiiaieeeeeeee



NMPUNOXEHUE 2

NEYEBHO-AUWATHOCTUYEH ANMOPUTBHBM

1. TNEKAPCTBEHWU NPOOYKTW, skntovenn B lMpunoxernve 1 Ha TMJIC, kouto H3OK 3annawa B CbLOTBETCTBUE C
JelcTBalLmMTe HOPMATMBHU AOKYMEHTMU.

1.1. OO3WPAHE:

Ta6bnuua 1

INN Bb3PACTOBU OrPAHUYEHUA MKB KOO DDD

1.2. NPOCIEAABAHE:

Tabnuua 2
| VIME: (erh [ [ [ [ [ [ [ [ [ |

M3CNEABAHUA n KOHCYNTALIUN N3XoOHu HA BCEKW 6 MECELIA

Aata: ..o IexkyBaw, nekap:



NPUNOXEHUE 3

OEKNAPALMA 3A AHPOPMUPAHO CBHIMACUE C USBUCKBAHUATA 3A 3ANMOYBAHE/ NPOOBINKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOOYKT

A3 JONYMOOMUCAHUSAT/ATA eeieeieieeieeeeeeeeee s e teeate e eeeeees s s et neaeeeeeeeeeasaa s nnsseaeeeeaeessaaan seeesessnnnsnsneees

cnej kato ce 3ano3Hax C usnata MU npefocTaBeHa WHgopmauusa U UenTa Ha NeYeHUeTo C fiekapCTBEHUSA
30 x| P W crieq Kato nosyynx uadepnaTenHu
OTroBOpM Ha NOCTaBEHUTE OT MEH BBLMNPOCU, AeKnapupam Ye:

1. U_le CcnasBaM npenopb4YaHaTa MM CXemMa Ha nedeHune n nepnognyHoCT Ha KOHTPONHUTE npernegu.

2. PepoBHO Lle ce aBsiBaM Ha KOHTPOJTHU npernegn n HaMma ga rnpomMeHAaM caMoBOJTHO Unu nog Apyro BHyLleHne
Ha3Ha4dyeHaTa Mu Tepanu4.

3. [lpu npeycraHoBsiBaHe Ha NEYEHUETO MO MPUYMHKU, HenpomsTuyawm OT peleHneto Ha KomucmaTa 3a
ekcneptnsn B P3OK n/unn Komucusta no un. 78, 1.2 ot 330, we yBegomsi He3abaBHO NUYHWUA CU fnekap u
P30OK u we BbpHa B P3OK nocnegHuns NpoToKos, No KOWTO CbM Monyyasan/a nekapCcTBeHust NpOaYKT.

4. Tpwn HecnasBaHe Ha MOCOYEHWUTE YCMNOBUSI NEYEHUMETO MU C YNOMEHaTWUs1 fekapcTBeH MpodykT e Obae
npekpaTeHo 1 HaMa ga umam npeteHumm kemM H3O0K.

Oarta:... Heknapatop:................ (nme, npesume 1 hamunus) MTOANMUC: ..



Ill. OB U3NCKBAHUA

1. Bb3pacToBarta rpaHuua ce n3uucnsasa B HaBbLPLUEHU FOAVMHW - T.e. BKIIOYUTENHO KbM JaTtaTa Ha usfgaBaHe Ha npoTokona oT
crneunanuapaHaTa KOMUCHS.

2. lNpwn Ha3HayaBaHe Ha Tepanus NO NPOTOKON 3aAbIKMTENHO ce CbobpassiBaT Bb3pacTOBUTE OrpaHWYeHUsi, CbINacHo KpaTtkaTta
XapaKTepucTuka Ha CbOTBETHWSA fleKapCTBEH NPOAyKT, yTBbpAeHa no pega Ha 3JTMXM.

3. H3OK He 3annalya neyeHne n3BbH yKasaHaTa Bb3pacToBa rpaHULa B KpaTkaTa XxapakTepucTvka Ha npoaykKTa.

4. H3OK He 3annatia nevyexHve ¢ 4031 Ha MakCUMarHO paspeLleHnTe Mo KpaTka xapakTepucTuka Ha NpogykTa.

5. B cnyyait Ha HacTbNWIa Nofgo3MpaHa HexenaHa nekapcteeHa peakuus, nekapat ysegomsasa NAJT no pega Ha 3J1TIXM. Konwne ot
CbOOLLIEHMETO ce Npunara kbM MeauumHckaTa gokymeHTauus Ha 30J1 npu kaHguaaTcTBaHe 3a neyeHue.

6. NMPU CMNEUMANNCTA, cbrnacHo HP[L 3a megnumHckmute aerHoctn 3a 30J1, Ha KOMTO ca M3gaBaHW NPOTOKONM MO peda Ha
HacCTOSsILLMTE W3UCKBaHWS, cneaBa fa ce npunarat BCUMYKM Heobxooumu [OKYMEHTW KaTo: ambynaTtopHuTe nucToBe OT
M3BbpLUEHNTE npernean, BTOPUST eK3eMnnap OT M3gadeHuTe NpOoTOKOMNWU, KOMMSA OT enUKPU3KM, eKCriepTHU CTaHoBULLA W Apyru
OOKYMEHTU, KOUTO Ca OCHOBaHWE 3a u3aBaHe Ha MPOTOKOM, BCUYKU U3WCKBALLM Ce u3crnenBaHus, konue ot npunoxeHue 1 Ha
HaCTOALWMTE N3NCKBAHWSA MOMBbIIHEHO NO CbOTBETHaTa TOYKa, NOANUCAHO OT creunanucTa, u3gan NnpoTokona.

7. CNEUMANMBNPAHATA KOMUCUA nsgasa Pelwenne cnen npoeegeHa AmbynatopHa npoueaypa Ne 38 ,OnpegensiHe Ha nnaH
Ha neyeHne n npocreasiBaHe Ha TepaneBTUYHMS OTroBOP MPW NauueHTH, NonyYyaBallm CKbNoCTPyBaLLUW NnekapcTBEHN NPoayKTn no
pega Ha un. 78, an. 2 ot 330“ n npepocrtaseHa ot 30J1 meguumnHcka aokymeHTaums. CneunanuanpaHata KOMUCUS CbXpaHsaBa
eonH ekdemnnap ot Pewenneto. lNMpu m3gasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPUM €K3EMMnsp Ha NPOTOKONa, BCUYKU
HeobxoOMMK OOKYMEHTU 3a U3gaBaHETO My W KOmve OT NpunoxeHue 1 Ha HacTosAWMTe U3UCKBaHWS, NOMbIIHEHO NO CbOTBETHATA
TOYKa M NOANMCaHO OT YNIEHOBETE Ha cneumannampaHaTa KOM1CHs.

3a HaumonaJsinaTa 31paBHoO- 3a bbJrapckus JeKapcKku Cblo3:
OCHTYpHTEeJIHA Kaca:

IIpencenaren na HC na H30K: IIpeacenaren na YC na BJIC:

Ynenose Ha Hagzopuus csBer Ha H3OK:

eeecccccccccsscccccsscccccccee

Yupasurea na H30K:
npo¢. a-p Ilerko Canuen

Copraacysad:
MuHHCTBD HA 31PaBeONAa3BAHETO:

eececccccccccccccsscccccccccccce
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