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VITPABMTEIEH ChBET

OTHOCHO: Cwriacypane ¢ BJIC na Ykazamme 3a paboTa ChC CIHMCHK C MeUIMHCKH
H3aems no rpymu, kouro H30K samnaima B ycnoBusita Ha M3BbHGOIHHYHATA MEIUIMHCKA
IomMo1, U CTOHHOCTTA, 10 Kosito H30K 3amyiama 3a Besika rpyna — 01 ronu 2019r.

YBAXKAEMM JI-P MAJIJKAPOB,

BB BpB3Ka ¢ mpuxmounia lpoueaypa mo JOroBapsHe Ha MEAMIUHCKHA W3ACIUS W
Bn3ane B cuia ot 01.06.2019 r. na CnuchiuTe ¢ MeTHIHHCKH u3zens 1o rpymnu, kouto H30K
3aIlIala, ¥ CTOHHOCTTA, 10 Kosito H30K 3amnama 3a Beska Ipymna, npujiokeHo Bu usnpamame
3a chriacyBamne: .,Veazanus ommocno peda 3a npeonuceane u omnyckame na Mmeouyuncku
uzoeauss om Cnucwvka ¢ Meduyuncku uzdenus no epynu, koumo H30K 3aniawa 6 yciosusma na
U3GLHOOIHUYHAMA MeduyuncKa nomouy*.

YKazaHusTa ce M3/aBaT Ha OCHOBaHME Wi, 166 oT »Hape6a 10 ot 2009 r. 3a ycnosusra,
P€lia, MeXaHM3Ma M KPHUTEPHHTE Ha 3alulalllaHe Ha JICKapCTBEHU IPOIYKTH, MEIHIIMHCKU
M3/ICIMS M HA TUETHYHH XPaHH 3a CHEHATHA MeIUIHHCKH LEJIH, OroBapsiHe Ha OTCTBHIIKH U
TIpujlaraHe Ha MEXaHU3MH, rapaHTHPALIH TTPEIBUIUMOCT U YCTOHYMBOCT Ha Or0/keTa Ha H3OK*
1 9. 38, an. 2 ot HPJ] 3a MEMUKHCKHN fieitHocTr Mexay H30K u BJIC 3a 2018 .

HpOMCHI/ITe CC HajaraT U3LsUI0 110 TeXHI/I'-IeCKO-HpaBHI/I IIPUYHMHHA U B CBIIUTE HIMA
IIPUHIAIIHU U3MEHEHUS. Hacnnnnme IIPOMEHU Hayiarat AKTyajii3alus Ha aeﬁcmamme KbM
MOMEHTa yKa3aHwusl.
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HAIIMOHAJIHA 3IPABHOOCHUT'YPUTEJIHA KACA

Cogun 1407, yn. “Kpuuum” No 1 wwiw.nhif.bg men: 9659121
YTBBPXIABAM:
YIIPABUTEJI HA H30K

A-P JEYO AIEYEB

YKA3AHUSA OTHOCHO PEJIA 3A NPEAIIACBAHE U OTIIYCKAHE HA
MEJINIUHCKU U3AEJIUSI OT CIUCBKA C MEJUIIMHCKHU U3JEJUS 1O
I'PYIIH, KOUTO H30K 3AILJIAIIA B YCJIOBUSITA HA U3BbHBOJIHUYHATA
MEJIUIUHCKA MIOMOILL, U CTOMHOCTTA, 10 KOSITO H30K 3ATVIAIIIA 3A
BCSAKA T'PYIIA

I. OBIIH MMOJIOKEHMU S

A. CTpykTypa Ha cniucbKa c MEJIMIIMHCKH U31€IMs 110 TpynH, kouto H30K 3amama
B YCJIOBHUsATA HAa U3BBHOOJHUYHATA MEIMIIMHCKA oMo, 1 cToiHocTTa, Kosito H30K 3amnania
3a BCsKa rpyma:

CHUCBKBT ¢ MEIMIIMHCKH M3/IeITHS (MW) na H30OK chbabpska clieanuTe naHHm:

- KoJ10Ha Ne 1 -, I'pynia” — chrbpika HAUMEHOBaHWE Ha rpynara Ha MU;

- KoJjona Ne 2 —  Tloarpyna” — chabpika HAUMEHOBAHHE Ha noarpynara Ha MU;

- Koj1oHa Ne 3 — , I'pyna 1o TeXHHYECKH U3HCKBAHUS

- koaona Ne 4 — Kox H30K™ — chaspixa OyKBEHO-IIU(POB KOJI, KOWTO Ce BIHCBA
OT MPEeITHCBAIIKSA JICKap/OTIyCKAIHs Mar. (hapMarieBT B penenrypnara 61anka ,,M3-H30K”;

- KoaoHa Ne 5 —  Topropcko HamMeHoBaHWe Ha NPOAYKTa” — ChAbpKA
THPTOBCKOTO HAaMMEHOBaHHE HA BCEKH MPOAYKT, C KOETO TOH e paspeiieH 3a ynorpeba B
CTpaHara;

- KoJ10Ha Ne 6 — rmocouen e IPOM3BOJUTEIIAT HA CHOTBETHOTO MU

- Kostona Ne 7 — nocouena e Gpupmara, KosTo € 3agBHIA ChOTBETHOTO MU;

- KoJ10Ha Ne 8 — mocouenu ca popmara u BUIBT Ha IIPOJIyKTa;

- KoJioHa Ne9 — o3HaueHo e KOJIMYECTBOTO/pa3Mepa Ha POAyKTa;

- KosioHa Ne 10 — mocoden e 6posIT Ha OTHETHATE IIPOJIYKTH B €/1HA OITaKOBKA;

- KooHa Ne 11 — nocouna croiHoCTTa, 10 Kosito H30K 3amiama chOTBETHOTO
u3JeNue;

- Kouona Ne 12 — nocouen e Koy - Wnentuduxarop nHa MeauIHHCKOTO U3JIeIue, Ha
OCHOBaHHMe 4II. 5, ai.5 oT Hapei6a 3a ycnoBusta u pelia 3a ChCTaBsIHE Ha CITUCHK HA
MCAMIMHCKATE n3aens no 4wi. 30a oT 3akoHA 3a MEIHIMHCKHTE M3JCIHS U 3a
ONPE/ICIIIHE  HA CTOMHOCTTA, 10 KOSTO Te ce 3alialar, npuera ¢ [IMC
Ne364/2011r., (mocn. u3m. u gom., JB, 6p. 104/2018r.) /Hapen6a 30a/

- Kojaona Ne 13 — nocoueH e xaranoxkes Ne Ha CBHOTBETHOTO MU, Ha ocHOBanue uiI.
23,, an.2,t.5a ot Hapen6a 30a.

- KojgoHa Ne 14 — Vciosus u per 3a IIPEANIUCBAHE M I10JyYyaBaHe” - oTOesII3aHu

ca Hal-OOLMTE YCIOBHS, NPH KOUTO ce npeanucsar MU: 3abomsBanusta (kox mo MKB X
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PEBU3HS), 32 KOUTO CE MPEINHMCBAT KOHKPETHHTE IIPOJYKTH CBITIACHO CIIUCHKA, CHCTABEH II0
pena Ha 4145, ai.9 ot 3aKoHa 3a 3PaBHOTO OCHIypSIBAHE.

b. IlpeanucBane Ha MeIMIMHCKH W3/1e/IHSI

b.1. OcnoBnu nsncksanus npu npeanucsane na MU:

b.1.1. [Ipennucsanero na MU ce M3BBPILBA [IPU CIIa3BaHEe HA YCJIOBHATA, [IOCOYEHH B
Hanuwonanen pamkoB noroBop 3a  memummHCKHTe JNeHHOCTH Mexay Haumonannara
3APABHOOCHTYpHUTE/IHA Kaca M bbirapekus nexapeku c¢bio3 3a 2018 r. (HPJI 3a MeMIMHCKHATE
AeiiHoctH 3a 2018r., moci. usm., JIB, Op. 4/2019r. B cuna ot 01.01.2019r.), kakto u CcbOOpa3Ho
ckmouenns ot UMIT unnmsuayanen norosop ¢ H30K.,

b.1.2. Ha eqna peuenrtypua 6ianka ce NPEAUCBar 10 Tpu npoaykra (MU).

b.1.3. Menuuunckute u3nenus ce HpeAnucBAT camo 3a Te3u 3a00/IsIBaHUS, YUUTO
MKB-kozoBe ca mocouenu B xomona Ne 14 ot Crucbka,

b.1.4. MenuumHckuTe M3/1€/1us ce MpencBar Ha OTACIHA penenTtypHa 61aHKa.

b.1.5. He ce nomycka nyGimpane Ha npeanucanusta B PaMKHTEe Ha CPOKa, 3a KOHTO ca
npeanucann MU, kaxto u eHoBpemenHO nmpemucBane ot obmonpakTukyBar jekap (OITJ) u
CIIEITHAJTUCT.

b.1.6. Bewuky npeanucanus ce u3BbpuIBaT cien U3BBPILCH MPETJIEN, YIOCTOBEPEH B
amMOyJIaToOpeH JIMCT ¢ IOJNUC Ha NALUEHTa, C H3KTIOYeH e Ha ciiyqaute 1mo 4i1.46, an.3 or HPJ]
3a MeIMIIMHCKUTE JiekiHocTy 3a 2018r.

b.1.7. UMII e jurbxen na yeegomu 301 3a:

- BuJa Ha nipeanucanuTe MU, naunna Ha TAXHOTO H3MON3BAHE;

- BB3MOXKHUS 1300p Ha MU, BKIIIOYEHH B CITHCHKA;

- MeceyHaTa CTOMHOCT/KOIMuecTBO/Opoii, 10 KouTo ce 3amamar ot H3OK.

b.2. OcHoBnu npasuna 3a paGora ¢ perentypHa 6;1anka 06p. M3-H30K

CnasBar ce mpaBuiata, 1MOCOYEHH B HPJ{ 3a memunmuckute neitmoctu 3a 2018r.,
Ipunoxenne Ne 2A — | ITbpBHYHN MeIHIMHCKH JIOKYMEHTH ",

b.3. OrpassBane na ycnosusita, pena u HauwHa 3a npeanucsane Ha MU BBpxy
penentypHara 6Jjianka:

b.3.1. Ilpu mepBoHAYanHOTO MpemUcBane Ha MM, 30JI u nekyBaumsT nekap Morar
A YTOUHAT laTa 3a npeanucBane Ha MM B y106H0 3a TX Bpeme.

b.3.2. MU ce npemnucsar 3a He noBeue ot 30 JIHH, C U3KIIIOYEHUE Ha TECT-JIEHTH 3a
camoKoHTpo. UMIT ce chobpassiBa ¢ 10kyMeHTHPaHOTO IpeucBane U oTnyckane Ha MU B
PCLENTypHATa KHWKKA, 3a Ia HE Ce JIONyCHEe HapyleHHe Ha Wwi.49 o HP]I 3a meaumunckure
AertHocTy 3a 2018r. 1 HacTosmuUTE yKazaHus.

b.3.3. H30K 3ariama MU B koinyecTsa W/HIH CTOMHOCTEH JMMHMT, pErJIaMeHTUPaHU
B KOJIOHH Ne9, Ne10 u Nel1 Ha crivebia.

b.3.4. OIUI umu crenmanuct mo npoduia Ha 3abossiBaHeTo, paboTent Mo J0roBop ¢
H30K B wu3BbHGOIHMYHATA MTOMON (3a cayuwaume no Ipyna II), wmorar na IPOJBIDKAT
peamuceanero Ha MU, onpenenenn or jeueGHOTO 3aBefeHMe 3a GONHHYHA MEJUITHCKA
[IOMOII, KaTO €€ ChoOpa3sBaT ¢ YCTAHOBEHUTE npasuia B HPJT 3a meqununckure neitnoctu 3a
2018r. u HacTosIMTE YKa3aHus.

b.3.5. He ce monycka HELEIeCh00Pa3sHO U HEPALMOHAIHO MPE/IITHCBAHE HA MU, kakto
1 Ha/IBUIIaBaHe KOJMYECTBATa, PErJIaMEeHTUPAaHU B KOJIOHH Ne9, No10 i Nel 1 Ha cHMCBKA.

b.3.6. Bcuuku UMIT wmocst OTTOBOPHOCT 3a KOJIMYECTBATa, uYecTtoTrara U
e1eCh00pa3sHOCTTA Ha TIPeAMHCAHUSATA.

B. OTHyCKaHe HAa MeIULMHCKH U3/1eJTUs
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MM or Cnuceka ce ormyckar camMo OT arTekw, paboremmm 1o gorosop ¢ H3OK,
ChOOPa3sHO JeHcTBaNaTa OTHOCMMA HOPMATHBHA ypenda, KaKTo H YCIOBHATA M peasT 3a
OTIyCKaHe, PAa3NHUCAHH B CKIIIOYEHUTE MH/IMBHIYAIHH JOTOBOPH.

YkazanusaTa B TSAXHATA ISAIOCT Ca 3a0bJDKUTEHHA 32 UMII, kakTo M 3a MarucTep
(apmareBTHTE, pabOTEIH B H3MBIHEHNE HA Jorosop ¢ H30K.

I'. PaGora ¢ ,,Penentypna knmkka na XPOHHYHO OoTHHA"

I'.1. ,,Penenrypua kumkka Ha XpOHHIHO GONTHHS Ce uznasa Ha 30J1, onpenenenu xaro
XpPOHHYHO OOMHH OT 3abonsBanus 10 “CHUCHK Ha 3a00NIsIBAaHUATA, 32 KOMTO CE€ W31aBa
~Penentypna xumxka Ha XPOHUYHO OO0JIHHSA”, MOCOYEH B [Tpunoxenne Ne 6 xpm HPJ[ 3a
MEJIMIIUHCKHUTE JeliHoCcTH 3a 2018T.

W3jaBane, mombiBaHe M BIHCBaHE B Hes ce U3BBpIIBA II0 pelna, IOCOYEH B
[lpunoxenne No 2A xbm HPJ[ 3a MeamiuHCKHTE neiinoctr 3a 2018r. — | IIepBuunu
MEJTUIIUHCKH JOKYMECHTH .

Ceraacho Ilpunoxkenne Ne 5 xuM HPJI 32 MequmuucKuTe neinoctn 3a 2018r. —
., CIINCBK Ha 3a60J1s1BaHus, 32 KOUTO ce M31aBa ~Peuentypra kHmwkKa Ha XpOHHYHO GOTHUS", He
ce Jomycka:

a/ na OBIarT BNHCAHU ennospemenno MKb-konosere 3a quaber tum [ u Tun II, xaro
MOXKE N1a C€ 3amHIIe CaMO eIMH OT KojoBeTe Ha pybpukute E10 win E11 u He e BB3MOXKHA
TAXHATa CMsHA;

6/ na 6b1e Brucan noseye ot exun MKB-kox ot pyOpukara ,,bynosna enugepmonusa‘
U HE € Bb3MOXKHA HEroBaTa CMsiHa

I'.2. Ha 30JI mosxe na 6'b71e u3naneHa u 3aBEPEHA CaMO €/1Ha pelenTypHa KHUKKA.

I'.3. JIunero, ornyckamo MU, Brivcany B peuenTypHara KHIXKa, € JUIBKHO /1a;

CnasBa pera u yciosusTa 3a OTIyCKaHe, Pa3sNHCaHH B CKIIOYEHHUTE WHMBHUIYaTHH
JIOTOBOPH.

IL. CHEHUM®UYHU U3UCKBAHUSA

1. IPEAIIMCBAHE, OTIIYCKAHE U MIOJIYYABAHE HA TECT-JIEHTH 3A
CAMOKOHTPO.JI HA KPbBHATA 3AXAP

A. Ycaosus, HeoOX0oquMU J0KYMEHTH H PeaA 3a mojiy4yaBaHe Ha TECT-JICHTH 3a
CaMOKOHTPOJI

A.1. YcroBust 3a nojty4aBaHe Ha TeCT-IEHTH 3a CaMOKOHTPOJI.
A.1.1. 30J1, ¢ mocTaBena aruosa Henncynunosasucnm 3axapen mua6er (MKB E11.2,
E11.3,E11.4,E11.5u El 1.9), Ha neyenue
a/ - C aHAJIOTOBH MHCYJIHHH MMaT TIpaBO Jia MOJTy4aT TECT-ICHTH 3a CaMOKOHTPOII,
cnen 3apepsisane B P3OK Ha BTopu npotokos 3a HHCY IMHOBH MIPOAYKTH
0/ - ¢ KOHBEHLMOHAJIHM MHCYIMHH MMAT [IpaBO Ja IIOJIy4yaT TecT-JIeHTH 3a
CaMOKOHTPOJI, IO MPELEHKA Ha CIICLHANCTA ¢ H3/[aBAaHETO Ha BTOpPATA penenTa

A.1.2. TlpaBo na moayuaBaT TecT-JeHTH 3a CaMOKOHTpoJ, umar Bcudku 30J] Ha
MHCYJIMHOBO JIEYEHUE, KaKTO CJIe/iBa:

a/ mpu nedenwe ¢ uHCyIMH - 150 Op. 3a enHa roguWHa, CYMTAHO OT jJaTaTa Ha
10JTy4aBaHe;

0/ nena 10 19 roaunm - 1100 6p 3a exna F'OJTMHA, CYUTAHO OT JlaTaTa Ha MOJIyYaBaHe;

B/ 6pemennu - 1100 6p. 3a neproza na OpemeHocTTa;

”
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r/ naua Hax 19 roAMHM NpH AHTeH3HpHIHPAHO JIeYeHHe C WHCYJIUH
(unmensupuyupanama cxema na uncyriunomepanus ekiou6a npunodicenue Ha ovp3ooeicmeany
UHCYIUR U UHCPTIUH CBC CPEOHO RPOOBANCUMENHO UAU RPOOBLANCUMENHO Oelicmeue) - 450
TECT-JICHTH/TOIUIIIHO, CYUTAHO OT JIaTaTa Ha I0JTydaBaHe.

A/ TpY MHTEH3M(DHIHUPAHO JieYeHHEe C MHCYIMH Juna Ham 19 TOJIMHH, IOJI3BAIIN
MHCYJIMHOBH IIOMIIK  CbC ceH3opu - 300 TecT-JIeHTH TOAMINHO, CYMTAHO OT Jararta Ha
II0JIy4aBaHe.

Komuyectsara tecr-nentu no 1.A.1.2. ce npexnucsar u [oJIy4aBaT €JHOKpATHO 3a 12
Mecela (C U3KIIIUEHUE Ha CllyuanTe 1o Oyksa ,,8%). 1o IIPELICHKA Ha JIEKapsl ¥ IPH JKeJIaHHE OT
CTpaHa Ha NAILMCHTA, ONPEeIeICHHTe OPOMKHM TECT-IEHTH MOTarT Ja ce TPEINHUCBaT U [10JIyuaBar
Ha 4 Mmecena. Tect-nmeHture ce mnpeauMcsatr M OTIyCKAaT Ha IeIu omnakoBku. Jlatata Ha
TIOJIy9aBate Ha OTIYCHATHTEC KOJMYECTBA (UKO CbUyecmeyéa pasiuxa meicoy npednucanu u
OMnycHAmu ONAKOGKU) Ce OTpassBaT B pELENTypHaTa KHMXKKA M CIyXaT 3a OCHOBaHHE 3a
NPEANUCBAHE M OTIIYCKaHE Ha CJIe/IBAILM KOJIHYECTRA.

A.2. HeoOX0IUMHU IOKYMEHTH:

A.2.1. 30JI, xaunuaaTcTBaIo 3a IBPBU BT 3 II0JTly4YaBaHe Ha IPOLYKTHTE 110 T.A.1.,
npeacrass B P30OK no mecroxuseene "PenentypHa KHMkKKa Ha XpOHUYHO OonHUsA", U3/aIeHa
ot OIUJI, ¢ Bucana chbOTBETHA JMATHO34.

A.2.2. B ciyyait Ha GpeMEeHHOCT ce NMPEeACTaBAT JOMbIHHTEHO CJICJTHUTE JIOKYMEHTH

- H3BaJIka OT JIHUCIAaHCEPHOTO JIOCHE, H3AaneHa oT HabmomaBamms CHUMII
(aKyLIep-ruHEKONOr) U ChAbPIKAIA: KPATKa aHAMHE3a Ha 3a00J1BaHETO, CPOK Ha OPEMEHHOCTTa,
TEPMHUH Ha paXXJane, KOIMe 0T KapTa 3a npodhHIaKTHKa Ha GpeMEHHOCTTA.

B cnyuaii, ye Gpemennoctta ce HaGmomaBa OT aKyIep-ruHeKosIor, HepaboTeny 1o
Aorosop ¢ H30K, ce npescrass “Meaniuncko HanpasieHne (61. M3 119) cbasppikaiiio cpok Ha
OpEMEHHOCTTa, TEPMHH Ha PaKIaHE, KOIME OT KapTa 3a poQuIaKTHKa Ha OPEMEHHOCTTA .

A.3. llpeanicBane Ha TECT - JICHTH 33 CAMOKOHTPOJ

IlpaBo na mpexnucear Tecr neHTH 3a CaMOKOHTPOJI MMAaT €HJIOKPHHOJIOI/AETCKH
eHpokpunosor umi OIUI, paGoremn no morosop ¢ H30K, crien npencrassue ot 30J1 nHa
3aBepenara B P3OK ,,Penenrtypha kumwkka na XpoHudno 60mHusS" U 10 YCTaHOBEHUS I10-10Jy
pen.

Ennoxpunonorst/aerckust engokpusonor wmmu OILI e 38JIbJDKEH Ja pa3siCHsBa
HEOOXOIMMOCTTA OT IPOBEKIAHE HA CaMOKOHTPOJI Ha Mcniancepusupanute npu Hero 30J1 u na
M 00y4aBa 3a HaYHHA Ha IPOBEXKIAHETO MY.

AJ3.1. [llpeamucBane Ha TecT-JeHTH 3a CaMOKOHTPOJI €€ H3BBPIIBA OT
CHIOKPHHOJIOT/IETCKHU eH10KpuHosior uin OI1J], KoifTo:

- M31aBa peuentypha Omanka ,.M3-H30K": ne nomsnsa momerto ,.Kox H30K" 3a
CHOTBETHMS NPOAYKT; Mapkupa ¢ ,.X" — ,.na" Ha moyeTo ,,reHepuyHO 3amectBane". B monero
»Rp" - 3amucBa camo ,,Tect-nentu" Ges na YKa3Ba KOHKpETHa ThPrOBCKa MapKa Ha TECT JIEHTH.
(H360pom na konkpemna mopeoscka mapxka ce npasu om 30J1 6 omnyckawama anmexa,).

- HaHaca B . PenentypHa KHWKKA Ha XPOHHYHO GOJIHHS" NPEANUCAHUETO I10
YCTaHOBEHHUs pesi Oe3 1a nomnsisa nosero ,.Kox na H30K",

A.3.1.1 M3naBaneto Ha perenta 3a TecT-IEHTH 3a CaMOKOHTPOJI C€ H3BBPINBA B
KOJIMYECTBA, CPOKOBE U PE, MOCOYEHH B T. A.1.2.

b. Ornyckane Ha TecT-JIeHTH 32 CAMOKOHTPOJ

Tect-nentn 3a caMOKOHTPOII ce OTIYCKAT OT ANTeKH, CKIIOYHIN norosop ¢ H30K u
OIIpEJIEJIEHH 3a U3BBPILIBAHE HA ACHHOCTTA.

b.1. Otnyckane Ha Tect-jienTy 3a CaMOKOHTPOJI Ha HOBO AuarHocTuiupanu 30J1.
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b.1.1. Cnex wus3bopa oT nanmeHTa Ha KOHKPETHA THProBCKa Mapka, (hapMaleBTHT
Tonb/Ba B penentypara onanka ,,M3-H30K" chorBetHust ,,Kox H30K" Ha u3bpanus IpoayKT.

b.1.2. B ,,Penentypna kumxka Ha XPOHHYHO GOJHHA" OTITYCKAIIMAT HAHACS JQHHHTE
110 YCTAaHOBEHHUS pPejl.

b.2. IlociieiBaiio oTyckane Ha TeCT-JICHTH 3a CAMOKOHTPOJI C€ H3BBPIIBA 10 OOIIHS
per.

b.3. Ilpu ornyckane wa TecT-jieHTH 3a camokoHTpon, Ha 30JI cieasa ma Obie
IPEJOCTaBeH  Oe3lulaTHO amapar 3a W3MepBaHe Ha KpbBHA 3axap C [PUAPYKABAIH
aKcecoapH/y0oxkalo yCTpOHCTBO, KaKTo i Opoil Mrym, KOHTO € paBeH Ha Opos TeCT-JEHTH,
II0COYeHH B T. A.1.2.

Ipoxykrute o 1.5.3. ce npejgocTasT Ha OTIyCcKAImaTa anrteka ot bupmata-3asBUTEN,
[0COYEHA B KOJIOHA 7 HA CHMCHKA, 3a€/1HO C TECT-IEHTHTE 38 caMOKOHTpOIL. [IpH Bb3HHKBAHE HA
npodniemu 1pu paboTa ¢ amapata 3a u3MepBaHe Ha KpbBHa 3axap, 30JI ciexsa 1a ce o0psblIa
KbM (upMata-3asiBUTEIN, Upe3 oTiycKauara anrteka. Hos anapar 3a U3MEpPBaHE Ha KPbBHA 3axap
C€ MPEIOCTABS MIPU HEOTCTPAHMMA MTOBPE/Ia Ha BeYe OTITYCHATHSL.

b.4. Korato HanuunuTe B antekara TECT-JIEHTH ca ¢ OCTAThYeH CPOK HA [OJHOCT 110~
Malbk oT 12 Mecena, T0 (papMareBTHT MOXKE Ja OTIyCHE T0-Maika Gpoiika ot IIPEINNUCAHUTE,
KaTo oTOelsA3Ba B pelenTypHaTa OJaHka W B ,.PellenTypHaTa KHWKKa Ha XPOHUYHO OOJIHMS™
TOYHOTO OTIYCHATO KOJMYECTBO, MOJNMUCBA CE U TI0J1ara revara Ha antekara. B To3u ciydaii Ha
30J1 moxe na 6b/1e M31a/1eHA/U3IIBIIHEHa HOBA PELENTa 3@ OCTAThYHHS Opoit TecT-IeHTH, TIpeIu
M3THYaHE HAa ChOTBETHHSI CPOK.

3. IPEAIIMCBAHE, OTIIYCKAHE U IIOJYYABAHE HA MEJUIUHCKHA
U3JIEJIUSA 3A CTOMUPAHU BOJIHU

B. YciaoBus, HeoOXoanvu 10KyMeHTH U e/l 32 NpeInucBane HA MEIHIHHCKA
U3JI€JIUA 3a CTOMHPAHU OOJIHU

B.1. Ycnosus 3a nonyuasane

IIpaBo na nosnyyaBar MeauunHCKH U3aeaus uMat Benuku 30J], ¢ U3BeneHa eHa Wid
IoBeve:

- wieoctoma /743.2/;

- KoJjioctoma /Z43.3/;

- ucrocroma/Z43.5/;

- ApYT W3KYCTBCH OTBOP Ha MHMKOYHHTE IBTUINA — HeGPOCTOMa, ypeTepocToMma,
yperpoctoma /Z43.6/.

B.2. HeoOxoaumu 10KyMeHTH

30JI, kanamnarcTsamo 3a IojyvaBaHe Ha MEIMIMHCKHTE W3JIENHS, IpesicTaBs 3a
3aBepka B P3OK ..Penenrypna kumKkka Ha XpOHMYHO GOJHUS, U3AaMeHA OT OIlJI, ¢ Briucana
ChOTBETHA JIMAarHO3a Ha 0a3a M3/aJicHa CUKPU3a 0T GOJHUYHO JICYeOHO 3aBe/ICHHUE.

B.3. Ilpeanuceane Ha MeHUMHCKH H31€/IHsI 32 CTOMHPAHH (0JIHH.

B.3.1 Tlpaso nma npenmucsar MV umar xupypr, yposor wi OITJI, paboremu 10
norosop ¢ H3OK, cien npezncrasae or 30J1 Ha 3aBepena B P3OK »PelenTypHa KHUXKa Ha
XpOHHYHO OosHuA". Enukpu3a oT 6oHudHO Te4eGHO 3aBeeHHE ¢ He MOBEYe OT 6 M. JIaBHOCT ¢
HasHa4yeHH B Hest MU e ocHoBanue 3a npennucBadero um ot OITJI (3amecTBa KOHCYJITALUSA OT
CHCHHATACT TpH MbPBOHAYAIHO NPEAIMCBAHE WJIM TaKaBa, BB3HUKHAIA IPH HEOOXOIUMOCT
Tiopa/ii MpOMsIHA Ha CHCTOSHUETO MM JIpyra puyuHa). Konue oT emukpusara ce chxpaHsBa OT
U3JaBallus penentypsa onanka VMIT.
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B.3.1.1. 3a MU, npennazuavenu 3a uneoctoma u kosoctoma, H30K 3amiama
uHIMBUAYyanHata 3a Beeku 30J1 komOunauus ot u3gaenms Ha croitnoct 10 152.0058., 3a nepuos
OT €IMH Mecell 3a 1 croma.

B.3.1.2. 3a MW, npennasnaueny 3a HHCTOCTOMA U IPYT M3KYCTBEH OTBOP Ha
nuko4HuTe nbruia, H30K 3amama nnausuayannara 3a Bceku 30J] KoMOUHALUS OT M3/1€IUs
Ha cTorHOCT 110 206.4018B., 3a Iepro1 OT €1uH Mecel] 3a 1 croma.

B.3.1.3. Tlpeanuceanero na MU 3a cromupanu, clie/iBa 1a ce H3BbpIIBA [0 BUJ 1 Opoit
CIOpe/l HHAMBUyAIHUTE HY:K M U notpednoctn na 30JI (pasmep u 6uo na cmomama, nepuooa
C1e0 U3BeACOAHeMO U, KOJNCHA 4Y6CMEUMETHOC, cexpeyus, 0sucamenna akmusHoOCm, 6b3pacm
unp.).

B.4. Mejuuunckure u3/1e/ns 3a CTOMUPAHH C€ OTIIYCKAT IO OOLIHs pen OT amTeku,
Ckmoymiu JtoroBop ¢ H30K u onpe/eienu 3a u3BbpiiBaHe Ha JeHHOCTTA.

4. IPEAIIMCBAHE, OTIIYCKAHE U TIOJIYYABAHE HA HE3AJIENBAIIU
IIPEBPB3KHU 3A ITALIMEHTHU C bYJIO3HA EITUAEPMOJIN3A

I'. YeaoBust, HeoOX01MMH J0KYMEHTH U pej 32 PeANHCBaHe HA HEe3aIeNBAIIT
NPEeBPBH3KH 3a bynosna enujepmonnsa

I'.1. YcnoBus 3a nonyuasane

IIpaBo na monyuaBat Hesanensaim 1peBph3kH uMarT Bewuku 30JI, ¢ 10Ka3zaHo
3abonsBane ¢ MKb ko:

- Q81.0 - Enmnepmosmsuc Gyios3a CUMILIEKC,
- Q81.1 - Enunepmostusuc 6yo3a jgeraiuc;
- Q81.2 - Enziepmorsuc 6ynosa qucrpoduka.

I'.2. Heo0xoumu IOKYMEHTH:

30JI, KaHIMAATCTBAIIO 3a I1OJyYaBaHe HA He3aJelBAIH IPEBPB3KHU, MPEJCTaBs 3a
3aBepka B P3OK ..Penentypna kumkka Ha XpoHuuHo Gonmums”, usnanena or OIUL, ¢ BrucaHa
ChOTBETHA JMAarHosa M MpOTOKOJ, M3JaJCH [0 pena Ha ,VI3UCKBaHHS 3a NpeINMCBaHE U
OTIyCKaHe Ha MEJIMIMHCKH U3/ICIHs 3a JieueHue Ha byio3na enuaepmonnsa B H3BBHOOTHUYHATA
nomor'™.

I'.3. [pesrnucBane Ha He3aenBamu MPEBPBH3KH.

I'.3.1. Vi3/1aBate Ha NPOTOKOJI Ce M3BLPIIBA CHINIACHO ,,I3UCKBAHHS 32 MPEAIIUCBAHE U
OTIyCKaHC Ha MCIIMIIMHCKY U3/eNIHUs 3a Jiedenne Ha byso3Ha enuaepmonnsa B H3BLHOOIHHYHATA
IIOMOIIL™.

B npotokona 3axbmkuTenno ce Bnuca ocBer MKB-kozna u Gopmara Ha npoTruuane Ha
3a00JIsIBaHETO.

Penenityprin Onanku ce usnasar Bb3 ocHoBa Ha 3aBepenu B P30K IIPOTOKOJIH.

I''3.2. 3a nesanensamm npespwsku, H30K 3amnama 3a IEPHOJ OT €IUH Mecel|
HHAuBHyalHaTa 3a Bcekd 30J1 xoMOMHAUMS OT MPEBPB3KU, B 3aBUCHMOCT OT JMArHO3aTa W
dopmara Ha IPOTHYAHETO i1, HA CTOHHOCT J10:

- 32 Q81.0 - okanusupana Gpopma - 10 132.00 18.;

- 32 Q81.0 - renepanusupana popma u 3a Q81.2 - Jokaimm3upana ¢opma - 10 924.00
JB.;

-3a Q81.2 - renepammsupana hopma u 3a Q81.1 - 1o 1849.00 1s.

I'.3.3. Tlpearnncsaneto Ha NpeBpb3KY, CleBa a ce U3BBPIIBA [0 BHI U Opoii criopen
UHIUBUIYTHUTE HY XU U noTpebHoctu Ha 30J1.

I'.4. Hesanensauure npeBpb3ku ce OTIyCKaT MO OOLIHS pea OT alTeKH, CKIIIOYMIIN
norosop ¢ H30K u onpezesieHn 3a u3BbpliiBane Ha JIeHHOCTTA.
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S. IPEAIIMCBAHE, OTﬁYCKAHE U TTOJTYYABAHE HA MEJUMIIMHCKH
U3IEJINS 3A IIPUJIATAHE C MHCYJIMHOBA MTOMITA

M. YeinoBusi, HeoGX0ANMH JOKYMEHTH H pej 32 nojiy4yaBaHe Ha MH(Y3UOHEH CET,
HHCYJIMHOB PE3€pBOap M CEH30PH.

J.1. YcnoBus 3a nosyuaBane

A.1.1. IlpaBo ja momyyasat uHQY3HOHEH Cer, UHCYJIMHOB PE3€pBOAp U CEH30pH MMaT
Berdke 30J1, ¢ nocraBena jauarnosa 3axapes auaber tan 1 (MKB E10.2, E10.3, E10.4, E10.5 u
E10.9) u otroBapsimuu na meauimHCcKy KpuTepuu, 1oco4yeHu B ,M3uckBanms wa H3O0K 3a
HPCAIHUCBANE HA MCIMLMHCKM W3/E/IMs 33 TIPUIOKEHHE C MHCYIMHOBH IIOMIM TpPH 3aXapeH
amaber Tunm 1 B wu3ebaGONHHYHATA 1TOMOLT, VHCyMHOBUTE 1OMIIM, 3a KOMUTO ca
IPCIHAsHAYCHN CHOTBCTHUTE CETOBE, PE3EPBOAPH M CEH30PH C€ IPENOCTABAT OE3BB3ME3MHO HA
30JI ot ¢pupmute-3asBuresn. Hopa mucyImHOBa momma /moaMsiHa/ ce MPeNoCcTaBs caMo Clie
HCOTCTpaHHMa HOBPE/a B PAMKHTE Ha rapaHIMOHHHS CPOK Ha Bede OTITyCHATATa IIOMITA WK npu
000CHOBaHA MEUIIUHCKA HEOOX0IMMOCT.

A.2. HeoGxomuMu 10KyMeHTH:

A.2.1. 30JI, kawpmparcrsaio 3a mojydyaBaHe Ha MHQY3HOHEH CeT, HWHCYJIHHOB
Pe3€pBOap M CCH30pH, mpeacTassd 3a saBepka B P3OK | PenentypHa KHMKKa Ha XpOHHYHO
GosHus”, m3nanena ot OIJL, ¢ Bnucana ChbOTBETHA JMarHo3a U MpoTOKOJI, U3JaAEH 110 pejaa Ha
»Vsuckeanus Ha H30K 3a mpeanmcsanme na MEJMUMHCKA U3JIeIUs 3a MPHUIOKEHHE C
MHCYJIMHOBH IIOMIIHX 1IpK 3axapeH auadet Tumn 1 B n3BbHOONHIMYHATA TOMOIIL,

A.2.2. B ciydaii Ha GpeMEHHOCT Ce NPEACTABAT MOMBIHHTEHO CJIEIHUTE TIOKYMEHTH:

- M3BaJKa OT JIMCNAHCEPHOTO Jl0cKe, u3/ajieHa oT Habmonaamus CYIMII (akymep-
THHEKOJIOT) U ChAbPIKAIIA: KPaTKa aHAMHE3a Ha 3a60JIBAHETO, CPOK Ha OpeMeHHOCTTA, TEPMUH
Ha paKIane, Komue oT Kapra 3a npouiakTika Ha GPeMEHHOCTTa, METHITMHCKA TOKYMEHTAIUS
3a IPOBEX/IaHE Ha IPOLE/lypa 3a 3a0peMeHsIBaHe HHBUTPO.

B ciyuaif, 4e Gpemennoctta ce HabioaaBa OT aKyIep-ruHeKosIor, HepaboTel 110
Aorosop ¢ H30K, ce npeacraps “Meuumrcko HanpasieHne (61. M3 119) cbasprkaiiio cpok Ha
OpeMEeHHOCTTa, TEPMUH HA PAKIAHE, KOMHE OT KapTa 3a NpopuIakTuKa Ha GPEMEHHOCTTA U JIp.
MEIMIMHCKA TOKYMECHTALIHS .

HA.3. [lpennuceane Ha HH(Y3HOHEH CeT, UHCYJIMHOB pe3epBOap U CEH30PH.

A.3.1. U3naBaHe Ha mpoTOKOJ ce U3BbpIIBA CBIVIACHO ,M3uckBanus Ha H30K 3a
TIpCIMTACBAHE HA MEAMLMHCKHM M3/E/Hs 3a NPUIOKEHHE ¢ MHCYIMHOBH IIOMITH IIPU 3axapeH
auader Tum 1 B u3BbHOOIHHYHATA TOMOIIT,

Peuentypuu Onasku ce u3asar Bb3 OCHOBA Ha 3aBepenu B P3OK nporokosnn.

A.3.2.1. 3a uHQY3HOHEH CeT ¥ MHCYIIMHOB pesepBoap, H30K 3amamia 3a nepuon ot
CIMH MECCLl MHAMBHTyallHaTa 3a Beceku 30JI komOuHanus, Ha croitocT 10 259.00 8.

A.3.2.2. 3a cenzopu H30K 3annama o 136,80 1B, 32 10 5 Op. MecedHo.

A.4. Nudy3nokeH ceT u MHCYIMHOB pesepBoap ce OTIyCKaT 0 OOLIHSI pejl OT alTeKH,
ckimouniy norosop ¢ H30K u onpeneneny 3a n3pbpiuBane na neffHoOCTTA.

IIL ITIPABA M1 OTTOBOPHOCTHU HA 3IPABHOOCUT'YPEHUTE JIMIIA

1. 3apaBHOOCHIYpeHMTE M WMAT paBo na moyrygaBaT MU oT cmuchka che
3a00JIsIBaHMS, CHCTABEH 110 pefia Ha wi. 45, ain.4 oT 3akoHa 3a 3PAaBHOTO OCUTYPSIBAHE.

2. 31paBHOOCUTYPEHHTE JHMIA HMMAT IpaBO Ja M3UCKBAT OT W3IBIHUTEINTE HAa
MEJMIHMHCKA [IOMOIL MH(OpMAlLUs OTHOCHO BCMYKH MM [0 OTHOMIEHHE Ha TAXHOTO

HM3II0JI3BaHE, BB3MOXHa ITCPHATHUBA IIPU YaCTUYHO 3allIalllaHu UJId TIpU HaIXBBPJIIHE Ha
JIMMHUTA.

7

=} _
' 7;«,‘ Ykasanua 3a pasoma cve Chucok ¢ Mmeduyuncku uzdeaun, koumo H30K 3anaawa 6 ycrosusama Ha U36bHOOIHUYHAMA
b Meduyuncka nomowy 2019z,



3. 31paBHOOCHMTYPEHHTE JIMIa HIMAT IIPaBo Jia H3UCKBAT MOIMSHA Ha pEeANHUCaAaHUTE
MM B anTekara.

4.  31paBHOOCHTYpEHHUTE JHMLA ca JUIBKHH Ja ChXpaHSIBAT W  H3M0J3BaT
NPEIOCTABEHUTE MM alapatd 3a CaMOTECTBaHE Ha KPbBHA 3aXap WM MHCYJIMHOBH IIOMITH,
CBIVIACHO HHCTPYKIUATA 33 YIOTpeOa Ha MPOU3BOJUTEIIS.

IV. OTTOBOPHOCTH HA P30K

1. P3OK 06siBsiBa Ha BUJTHO MACTO aJpecTe HA BCHUKHM anTekH, oTimyckamm MU.

2. P3OK wusBbpiBa HeoOXonumuTe 3aBepkd B "PelentypHa KHIKKa Ha XPOHUYHO
OosHus" upe3 mocTaBsHE Ha J1aTa U meyar.

3. P30K Bracs B UIMC na H30K HeoGX0aMMHUTE NaHHH.

ITPEXO/IHU U 3AKJIFOYUTEJIHU PA3IIOPEBU

§ 1. Hacrosmure Ykazanus ce u3aaBaT Ha ocHOBaHME wi. 166 OT Hapen6a Ne 10 ot
2009r. 3a ycnoBusTa, pejia, MEXaHU3Ma ¥ KPUTEPHHTE 3a 3aILialaHe Ha JIEKapCTBEHU MPOJIYKTH,
MEIMIMHCKH U3/C/IUsL M HA JIMETHYHU XPaHH 3a CIENUATHA MEAULIUHCKH 1€, J0roBapsHe Ha
OTCTBIIKH W MpWJIAaraHe Ha MEXaHW3MH, rapaHTHpPalld MPEJBHAMMOCT H YCTOWYHBOCT Ha
orokera na H30K (mocmusm., JIB, 6p.17 2019r.) u wi. 38, an.2 ot HPJI 3a mMenunmnackute
AeitHocTn Mexy Haumonannara 3npaBHoOCHrypuTenHa kaca U Brirapekust JIEKapCKU ChIO3 3a
2018 r., (o6H. /1B, 6p. 28 ot 29.03.2018r., moci. u3m., JIB, 6p. 4/2019r. B cua ot 01.01.2019r.).

§ 2. Hacrosmure Ykasanus otmenst Ykasanue Ne PJ[-16-20/31.05.2018r.
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