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YKA3AHUSI OTHOCHO PEJIA 3A IPEJANIUCBAHE U OTITYCKAHE HA
MEJIUIUHCKH U3JAEJUA OT CIIMCBKA C MEJIUIIMHCKH U3AEJIUS 11O
I'PYIIH, KOUTO H30K 3AILTAIIA B YCJIOBUATA HA U3BBHBOJIHUYHATA
MEJHUIUHCKA IIOMOIILL, U CTOMHOCTTA, 10 KOSITO H30K 3AILTAIIIA 3A
BCAKA I'PYIIA

------------------------------------

I. OBUIH MMOJIOKEHUSA

A. CTpyKTypa Ha cnHMchbKa ¢ MEJMUMHCKH M3JeTHs 1o rpymd, kouto H30K 3amnama
B YCIIOBHATa Ha H3BBHOOJHMYHATA MEIMIHHCKA IOMOII, M CTOHHOCTTa, Kosto H3O0K
3ariaia 3a BesiKa rpyna:

CrucbkbT ¢ Menummncky w3nenns (MU) na H30K chabpika clieaHuTe JaHHH:

- KojioHa Ne 1 —  I'pyna” — chbIbpika HaHMEHOBaHHe Ha rpynarta Ha MU:

- KosioHa Ne 2 — TToarpyna”™ — ¢babpika HAMMEHOBAHHE HA nojarpynara na MU;

- KoJioHa Ne 3 —  ['pyma 1o TeXHHYecKH M3HCKBAHHS"

- KojjoHa Ne 4 —  Kon H30K” — chabpika GyKBeHO-IIHMPOB KO/, KOWTO Ce BIHCBA OT
MPE/ITHCBAIMHS JIeKap/OTIyCKAlIUs Mar. hapMaleBT B €IeKTPOHHOTO TPeLTHCAHHE;

- KoaoHa Ne 5 — . THproBcko HaMMEHOBaHHE Ha NMPOJYKTA” — CHIBPKA ThPrOBCKOTO
HaHMCHOBAaHHE HA BCEKM MPOJIYKT, C KOETO TOM € paspelleH 3a ynorpeba B cTpaHara;

- K0J10Ha Ne 6 — 110cOYeH € MPOM3BOMTENAT Ha CHOTBETHOTO MU

- KoJioHa Ne 7 — niocodeHa e hupmara, KosTo € 3asBHIIa ChbOTBETHOTO MU

- KoJ1oHa Ne 8 — nocoyenn ca Gopmara u BHIBT Ha MPOLYKTA;

- KoJIoHa Ne 9 — 03HayeHO € KOJIMYeCTBOTO/pa3Mepa Ha IPOAyKTa;

- KoJioHa Ne 10 — okoHYaTeTHA ONIAKOBKA;

- KosoHa Ne 11 - mocouBa crTodHOCTTa, 710 KoAto H3OK 3amnama chOTBETHOTO
H31eTHe;

- KostoHa Ne 12 — nocodeH e Kox-uneHTudukarop Ha MU;

- KoJioHa Ne 13 — 1ocoyeHH ca KaTalnoXKHUTe HoMepa Ha MU

- KoJoHa Ne 14 —  Vcious M pen 3a IpeAnucBaHe u TonyyaBaHe” - oTOeIs3aHy ca
Hai-00IIUTe YCIOBHS, NPH KOWTO ce mpeamucBar MU: 3aGonsBaHmsTa (kon mo MKB X




PEBH3Hs), 32 KOUTO C€ NPENHCBAT KOHKPETHHTE MPOAYKTH CBIVIACHO CITHCHKA, ChCTABEH IO
pena Ha ui. 45, an. 4 oT 3aKoHa 3a 3PaBHOTO OCUI'YpsIBaHe.

b. llpeanncBaHe HA MeIMIHHCKH H3Ie/THA

B.1. OcHoBHHM H3HCKBaHUS NIpH HpeanucBane Ha MU:

b.1.1. ITpennuceanero Ha MU ce u3BbpmBa npu cna3BaHe Ha yCJIOBHATA, MIOCOYEHH B
HanuonanHuss paMKOB JOroBOp 3a MEIMIMHCKHTE JAefHOCTH Mexay HaunmonanHara
3/[paBHOOCHTIYPHTENIHA Kaca M bbarapckus NeKapcKH ChIO3, NMPHIOKHM Ipe3 ChOTBETHATA
roquda (HPJ] 3a MenmumHckuTe AEeHHOCTH), KakTo M cbhoOpasHo ckmouyeHuss ot MMII
uHaMBHyaneH 1oroeop ¢ H30K 1 10NMbIHATETHHTE CIOpa3yMeHHs KbM HETO.

b.1.2. Ha e1HO eleKTPOHHO NpeAnicaHue ce MpeanucBar 10 Tpu npoaykra (MU).

b.1.3. MeauuuHCKUTE H3IEMHs Ce MPEeAMHCBAaT caMo 3a Te3W 3ab0JIsBaHHs, YHHTO
MKB-konoBe ca nocoyenu B kosoHa Ne 14 ot Criuchbka.

b.1.4. He ce nomycka 3a nedenuero Ha enHo 30JI mpeanuceBase Ha €IHO M ChHIIO
€JIEKTPOHHO NPEANHCAHHE Ha JIEKaPCTBEHHM NMPOIAYKTH, MEIUIIMHCKH H3JETHS W AHCTHYHH
XpaHH 3a CIIeIUATHH METUIIUHCKH LIEJTH.

b.1.5. MeuunckuTe H31emHs, 3a KouTo B CIIMCHKa € onpe/eieH MecedeH CTOMHOCTEH
muMHuT, 3anamad o H30K, ce npeanucBaT Ha €1HO €EKTPOHHO MPENHCAHHE.

b.1.6. He ce nonycka enHoBpeMeHHO nmpeanucBane oT u3nbiaHuTen Ha [IMMIT w/unu ot
nekap ot CHUMII nHa MemuumMHCKM H31enusi 3a JOMAIIHO JIeYEHHE HA TEPHTOpHATA Ha
cTpaHara 3a eaHo 3abonsBaHe (eaquH MKDB kox), kakTo M ayOnupaHe Ha npeanucaHHATa B
PaMKHTE Ha BAJILTHOCT Ha €JIEKTPOHHOTO Npenucanue, no peaa Ha Hapenba Ne 4 ot 2009 r.

b.1.7. Benuky npeanucaHus ce W3BBLPLIBAT €l W3BBPIIECH Iperiell, YAOCTOBEPEH B
aMOys1aTOpeH JIMCT ¢ MOJAMHC Ha MAlHeHTa, ¢ W3KIIOYEHHE Ha ciydauTe mo 4. 46, an. 3 or
HPJI 3a MeIMIIMHCKATE IEHHOCTH.

b.1.8. M3nbauurenatr Ha MemuuuHckata nomomn (MMIT) e mrexkeH na yBeaoMu
3a0bIDKHTETHOCHTYpeHoTo June (30J]) 3a:

- BUJa Ha npeanucanute MU, HauynHa Ha TAXHOTO M3I0/I3BAHE;

- BB3MOXKHHUA H300p Ha MU, BKITHOUEHH B CITHCHKA;

- Mece4HaTa CTOHHOCT/KoIH4YecTBO/Opoii, 10 KouTo ce 3arutamar ot H30K.

B.2. OcHoBHH npaBuIIa 3a paboTa ¢ eNeKTPOHHO TPe/IITHCaHHuE:

CnaspaT ce npaBwiaTa, MOCOYEHU B ,, MHCMpYKyus no ommyckane u usnwiHeHue Ha
€1eKMPOHHO Npeonucanue Ha 1eKapcmeeHu NpPooyKmu, MeOUYuHCKU uzoeius u OuemudHu
Xpawnu 3a cneyuannu meouyuncku yeau " (Huempyxyuamay).

b.3. Ycnosus, pen u HauuH 3a npeanucBane Ha MU ¢ enekTpoHHO npeanucaHue:

b.3.1. [Ipu nepBonauansoTo npeanuceane Ha MU, 30J1 u nexyBamusT nekap morar jia
YTOYHSAT JaTa 3a npeanucBane Ha MU B yno6Ho 3a TSX BpeMe.

b.3.2. MU ce npeanucsar no eIuH OT CJIeJHUTE HAYHHH:

-3a JIYEHHE Ha XPOHUYHH 3a0071sIBaHHA B KOJMYECTBa 3a He nmoseye oT 30 JHHu;

-3a JIEYEHHE Ha XPOHHYHH 3a00/IsIBAaHUA B KOJIHYECTBA 3a He noseye oT 100 xHu.

HUMII npeanuca MU, cnazpaiiku un. 49 or HPJ| 3a MenMuMHCKHTE AEHHOCTH H
HACTOSIINTE YKa3aHHS.

IIpenmucBaneTo Ha TECT-JIEHTH 3a CAMOKOHTPOJ HAa KPBBHA 3aXap € HM3KJIIOYEHHE OT
HACTOAINATA TOYKA, KaTO HAYMHBT UM Ha NpeanucBaHe e onucad B Pazzen I, Touka 1.

b.3.3. H30K 3annama MU B konudecTBa W/HIH CTOMHOCTEH JIMMHT, PerllaMEHTHPAHH B
kosoHH Ne 9, 10 u 11 na ciuchbka.

b.3.4. OIUI umu cneumamict mo npoduna Ha 3abonsBaHeTo, padoTel] Mo J0roBoOp ¢
H30K B wusBbHOOMHMYHaTa nomouwy (3a cayuaume no Ipyna II), morar ga mpoOXBIDKAT
npeanucadeTo Ha MU, onpezneneHu ot se4eOHOTO 3aBejieHHe 3a OOJHMYHA METMIMHCKA
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MOMOIII, KaTo ce choOpa3sBart ¢ ycraHoBeHHTe npasmia B HP/] 3a MequIMHCKHTE IEHHOCTH U
HACTOSIIUTE Y Ka3aHHS.

B.3.5. He ce nomycka Henenech00pa3Ho M HepallMOHAIHO NpeanucBane Ha MU, kakro
M HaJIBUIIIaBaHE KOJTMYECTBATa, periaMeHTHpaHu B KoaoHH Ne 9 u Ne 10 Ha cniuchKa.

B.3.6. Bcuuku WMII HocAT OTroBOpHOCT 3a KOJIMYeCTBaTa, 4decToTara W
1e/1ech00pa3HOCTTa Ha MPEAMHCAHHATA.

B. Ornyckane Ha MeIHIMHCKH H31eJTHSA

MM ot Cnucbka ce OTIycKaT caMO OT ThbpProBLH Ha ApeOHO C JIeKapCTBEHH MPOJYKTH
(antexkn), paboremm mo moroBop ¢ H3OK/P30K, cwrobpa3Ho pAelicTBamara OTHOCHMA
HOpPMaTHBHA ypezaba, KaKTO M YCJIOBHATAa M PEeIbT 3a OTIYCKAaHE, Pa3lIMCAHH B CKIIFOYEHHTE
HHIMBHIYATHH JOTOBOPH.

VkasaHusTa B TAXHaTa II0CT ca 3agbkuTenHu 3a MMII, kakto m 3a marucTep-
(bapmaneBTuTe, paboTemu B H3nbIHeHHe Ha gorosop ¢ H30K/P30K.

B ciydaute Ha M3NBIHEHHE Ha eNeKTpoHHO npeanucanue 3a MU, 30J1 npenocrass Ha
anrekara HIeHTHOHUKATOP, chrilacHO MHCTPYKIMATA H [1aTa Ha ITPEANHCAHHETO.

Karo ocHOBaHHe 3a NpeAnucBaHe H OTIYCKaHe Ha ciejapainy koiaudectsa MU, ciyxu
uHdOpMaIKATa OT eIEeKTPOHHATA YCIIyra KbM anTe4yHus copryep.

I'. Pabora ¢ ,,EnekTponna penenrtypua kamxka” (EPK)

I'.1. EPK ce u3naBa na 30J1, onpeaeneHu kaTo XpoOHH4YHO OOJIHH CBC 3a00/sBaHuUA,
cerinacHo [lpunoxenne Ne 5a “Cruchk Ha 3a00/1BaHUATA, 38 KOUTO ce M3/aBa ,,EnexkTpoHHa
pelienTypHa KHHXKa Ha XpoHHYHO OomHus” kM HPJI 3a MequIMHCKUTE 1EHHOCTH.

VYcnoBusTa M peasT 3a Ch3/aBaHe, perucTpHpaHe M BIIMCBAaHE Ha [POMEHH B
EJIEKTPOHHA pelenTypHa KHHXKKAa Ha XPOHHYHO OOJHUS C€ OCBIIECTBABAT ChHIJIACHO
Vrkazanua 3a paboma c enexkmponna peyenmypua xuudicka (EPK)®, nyOnukyBaHH Ha
HHTepHeT-cTpanunara Ha H30K.

Koi0Be Ha crienMaTHOCTHTE, Ha3HAYABAIIM Tepanus 3a 3adossBanusaTa no [Ipunoxenune
Ne 5a, ca nocouenu B [Ipuinoxenue Ne 6a ,,Konose Ha 3abonsBaHHATa MO CIHCHK, ONpE/IE/IEH
o peza Ha wi. 45, an. 4 330, u KoOBe Ha CHEIMATHOCTH Ha JIEKapH, Ha3Ha4YaBallly Tepanus
keM HPJ 3a MeqHIIHHCKHTE JeHHOCTH.

Cernacuo [lpunoxenne Ne 5a xem HPJl 3a MemuuuHckute aedinoctd — ,,Ciucek Ha
3a00sBaHM, 32 KOHTO Ce H3/1aBa ,,ElekTpoHHa perenTypHa KHIDKKA Ha XPOHHYHO O0IHHA",
HE ce JIoNycKa:

a/ na Owpaar BoHcanu enHoBpemeHHO MKB-konoBere 3a auaber tun 1 M Tun 2, Kato
MOJKE JIa Ce 3alliilie CaMo eIuH OT KojoBete Ha pyOpukute E10 umu E11.

6/ na 6bae Boucan noeeye oT eaH MKB-kox ot pyOpukara ,,bynosna enuaepmonnsa™;

B/ Ipu Bb3HHKHAIA HeoOxomumocT, MKbB-konoBete 3a quaber tvn 1 u Tvn 2, Moxe J1a
OBbJaT IPOMEHEHH B CHOTBETCTBHE C MIPHJIOKEHA MEIHIIMHCKA JOKYMEHTAlMs, IPEICTABCHA B
I1Y na H30OK. Penst 3a npomsana Ha MKbB-kox Ha 3axapeH 1ualer € ciieIHUAT:

1. CUMII noxasa motuBupano mucMo a0 Jlupextopa Ha cworBeTHata P30K, kato
nocoysa naHHuTe Ha 30J1 u obcTogrencTsara, KouTo Hanarat cMsaHa Ha MKB-koza. [TucmoTto
clie/iBa /1a ce IPUApPYKaBa OT MEIMIIMHCKA JOKYMEHTalus.

2. upextopsT Ha choTBeTHaTa P3OK m3npama micmoro no LY ma H30K, xbaero ce
M3BBPINBA OIEHKA Ha TMOJaJeHUTE I0KyMeHTH. [Ipu ono6penue 3a npomsHara, MKb-koasT
ce MpoMeHs u ce oTpa3iBa B HaiuoHateH perucTsp pelenTypHH KHWKKHM B MIHTerpupanara
uHpopManuonna cucrema Ha H30K.

I'.2. Ha 30J1 moxe n1a 6b1e u3nanena camo enna EPK;

I'.3. ®apmanerTsT, oTnyckami MM e aobkeH Ja cnasBa peja M YCIOBHsATa 3a
OTIYCKaHe, Pa3IMHCaHH B CKIIOYEHHTE HHAWBUIYAIHH JOIOBOPH M HACTOSIIMTE YKa3aHHU.
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II. CHIEHU®HUYHU U3UCKBAHUSA

1. IPEAIIMCBAHE, OTITYCKAHE U INTOJITYYABAHE HA TECT-JIEHTH 3A
CAMOKOHTPOJI HA KPbBHATA 3AXAP

A. YcioBus, HeoOX0QHMH JOKYMEHTH H peJ 3a MoJiydyaBaHe HA TeCT-JeHTH 3a
CAMOKOHTPO.I.

A.1. YcnoBusd 3a nonyyaBaHe Ha TECT-JIGHTH 3a CAMOKOHTPOIL.

A.1.1. 30J1, ¢ nocraBeHna nuarHo3a 3axapen nuaber tun 2 (MKbB E11.2, E11.3, E11.4,
E11.5 u E11.9) Ha nedeHue Cc HMHCYIHHH, HMAT MpaBO Ja NOIy4aT TeCT-JIEHTH 3a
CaMOKOHTPOJI, IO IMIpelleHKa Ha CHeLHaTHCTa C H3JaBaHETO Ha BTOPOTO EIeKTPOHHO
npenucaHue.

A.1.2. TlpaBo na mosyyaBaT TECT-JIEHTH 3a caMOKOHTposl umar Bcuukd 30JI Ha
MHCYJMHOBO JiedeHHe ¢ Auabet THI 1 Wi TN 2, KakTo cileBa:

a/ npu sedeHne ¢ uMHCynuH - 150 Op. 3a egHa roaMHa, CYMTAHO OT Jarara Ha
MOJy4YaBaHe;

o/ nena no 19 rogunu - 1100 Op. 3a enHa roauHa, CYMTAHO OT JaTaTa Ha MOJIy4aBaHe,;

30J1 no 19 roguHM MMaT NpaBO HAa NBIHUA OpOH TECT-JIEHTH TOJIMINHO, KOIaro
NpPEeANMCAHUETO € HAPaBEeHO MPEIy JaTara Ha HapbpUIBaHe Ha 19 roauHu;

B/ OpemenHu - 1100 Op. 3a nepuona Ha OpeMEHHOCTTa, H3BBH MOJIATALMTE UM Ce 10
HacThIIBaHE HAa OpEMEHHOCTTA;

r/ muuna Hag 19 roaMHM NpH HHTeH3HPHIHpPAHO JledeHHe C HWHCYJIUH
(unmensugpuyupanama  cxema HA  UHCYIUHOMEPANUS  GKIIOY6A  NPUIOdCEHUE  HA
Ovp300eticmeauy UHCYIUH U UHCYAUH CBC CPEOHO NPOOBANCUMENHO WIU NPOOBINCUMENHO
oeticmesue) - 450 TecT-IEHTH/TOMUIIHO, CYATAHO OT Jarara Ha momydaBaHe. OT MOMEHTa Ha
HACTHIIBAaHE HA HOBOTO 00CTOATENCTBO MO T. ,,r'*, 30JI ”Ma mpaBo Ha KOJIWYECTBO TECT-JICHTH
JO TIBIIHUS pasMep Ha Opost TecT-JIeHTH, NMpeJBHIACHH B TasH Todka /mo 450 TecT-neHTH
TOJUIIHO/ .

KonuuectBara Tect-jeHTH 1o T.A.l1.2. ce mpeANnucBaT U MOIydaBaT €IHOKpATHO 3a 12
Mecella (¢ H3KII0YeHHe Ha ciiyqauTe 1o Oyksa ,,B*). [lo npernienka Ha ekaps H IIpH jKeJaHHe
OT CTpaHa Ha MAIUEHTa, ONpeleIeHUIT Opoil TeCT-IEHTH MOXKeE J1a ce MPEANKCBa U MoJIy4aBa
Ha 4 Mecena. TecT-JeHTUTE Ce MPEANUCBAT H OTIIYCKAT Ha 1EJIH ONaKOBKH.

A.2. HeoOxoauMH TOKYMEHTH:

A.2.1. EPK usnanena ot OINlJ], ¢ BiMcana cLOTBETHA THArHO3a.

A.2.2. B ciiyyaii Ha OpeMEHHOCT ce MPEJICTABST AOMBIHUTEIHO CIEAHUTE JOKYMEHTH:

- U3BaJIKa OT JIMCIAHCEPHOTO AocHe, u3aaneHa or Habmozaasammus CHMII (akymep-
I'MHEKOJIOT) ¥ ChIbp)Kallla: KpaTka aHamHe3a Ha 3a0olsBaHeTO, CPOK Ha OpeMEHHOCTTa,
TEPMHH Ha pa’kJaHe, KOIHe OT KapTa 3a poHIaKTHKa Ha OpEeMEHHOCTTa.

B cnyyai, ye OpemeHHocTTa ce HabmogaBa OT aKyllep-rMHEKoJor, HepaboTewly Io
noroBop ¢ H30K, ce mpeacrars “Meaununcko Hanpasnenue (61. M3 119) cpabppxaiio cpok
Ha OpeMEeHHOCTTa, TEPMHH Ha pakaaHe, KOMHe OT KapTa 3a NpodHIakTHKa Ha OpeMeHHOCTTa .

A.3. [IpennucBaHe Ha TECT - JICHTH 3a CAMOKOHTPOJI.

[lpaBo na npeanmucBaT TECT JIEHTH 3a CaMOKOHTPOJI HMMAaT €HJAOKPHHOJIOI/JIETCKH
ennokpunonor win OINJI, paboremwm no norosop ¢ H30K.

Ennokpunonorst/nerckust engokpuHonor unmd OILI e 3ambmkeH na passcHsBa
Heo0XO0JMMOCTTA OT MPOBEXK/IaHe Ha CAMOKOHTPOJI Ha JucnaHcepusupanute npu Hero 30JI n
na i 00yJyaBa 3a HAUMHA Ha MTPOBEIKIAHETO MY.

A.3.1. [IlpeamucaHe Ha TecT-JIEHTH 3a CAMOKOHTPOJI C€ H3BbpHIBA OT
eHZI0KpUHOJIoT/NeTcku eHaokpuHonor um OI1JI, koiTo npH BCAKO NpPeaHCBaHE:
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- W3/laBa eJEeKTPOHHO MNpejanucanue, karo 3a ,,Kox H30K” Bnucea xon WT001 3a
ChOTBETHOTO MEIMIMHCKO HM3JenHe M or0ens3Ba, 4e MPEANHCAHHETO € ,,TEHEPHYHO
3amecTBaHe". C MUTHpaHUs HAYMH Ha MPEANHCBAHE CE YKa3Ba, Y€ NpeIANHCaHHEeTO Kacae caMo
,lecr-neHTH", 0e3 na yKa3Ba KOHKPETHO TBPrOBCKO HAaWMEHOBAHHE Ha TECT-TICHTHTE.
M360pbT Ha KOHKPETHO THPTOBCKO HauMeHoBaHMe ce npasu oT 30JI B oTmyckamara anrexa.

A.3.2. U3naBa eneKTpOHHO MpeANHCaHHUE 3a TECT JIEHTH CaMO 3a aKTHBHH, KbM JaTaTa
Ha npeanuceade, nuar{osu B EPK.

A.3.3. M3naBaHeTo Ha €IEKTPOHHO NpEeANHCAaHHE 3a TECT-JIEHTH 34 CaMOKOHTPOI Ce
M3BBPINBA B KOJIHYECTBA, CPOKOBE H Pejl, TOCOYEHH B T. A.1.2.

A.3.4. Ot narara Ha 3aBepka Ha BajuJeH [IpoTOKOI 3a CEH30pH 38 NPOABIKHTEIHO
W3MepBaHe Ha HUBOTO Ha rimokozara, OIlJl HiMma mpaBo Ja MpEeANHCBA M TECT-JICHTH 3a
CaMOKOHTpONl Ha KphBHaTa 3axap Ha 30JI. He ce nomycka ayOnupane Ha €IEKTPOHHO
npeankcaHie 3a TecT-JIEHTH 3a CaMOKOHTPOJ Ha KpbBHara 3axap CbC CEH30pH 3a
MPOABDKHTEIHO H3MEpPBaHEe Ha HUBOTO Ha IJIIOK03aTa.

Bb. OrnyckaHe HA TecT-JIeHTH 3a CAMOKOHTPOJI

TecT-neHTH 3a caMOKOHTPOJ C€ OTIMYCKAaT OT anTtekH, ckmounan porosop ¢ H30K u
olpezieieHH 3a U3BbpIIBaHE Ha JEHHOCTTA.

B.1. Otniyckane Ha TecT-eHTH 3a caMokoHTpol Ha 30JL.

B.1.1. Cnex wu3bopa OT mnauMeHTa HAa KOHKPETHO TBHPrOBCKO HAHMEHOBaHME,
(hapManleBTHT H3MBJIHABA €JEKTPOHHOTO MpPEANHCaHWEe Karo BIMCBa ChOTBETHHA ,.Kox
H30K* Ha u30paHOTO MEIMIHHCKO H3IEIHE.

B.1.2. U3nsnHsBa ce eNeKTPOHHO MpPEANUCaHie 3a TeCT JICHTH CamO 3a aKTHBHH, KbM
naTara Ha U3BIHEHHE, quarto3d B EPK.

B.2. Tlpu ormyckane Ha TecT-JeHTH 3a camokoHTpon, Ha 30JI ciexsa na Owae
npegocTaBeH Oe3lUlaTHO amapaT 3a H3MEpBaHe Ha KpbBHA 3axap ¢ MpHApYXKaBallH
akcecoapn/y6oXkIaIo YCTPOHCTBO, KAKTO B OpOit UITIH, KOHTO € paBeH Ha Oposi TeCT-IeHTH,
MOCO4YeHH B T. A.1.2.

I[TpoxyxTute no T. B.2. ce nmpefocTaBsT Ha OTIyCKalllaTa anTeka oT Gpupmara-3asBuTel,
nocoyerna B kosoHa Ne 7 Ha CnMchbKa, 3a€IHO C TECT-JEHTHTE 3a caMOKOHTpoj. Ilpu
BB3HMKBaHEe Ha MpoOIeMH pHu paboTa ¢ anapara 3a u3MepBaHe Ha KpbBHa 3axap, 30JI ciensa
1a ce 0OpbIa KbM (pupMaTa-3asBUTEN, Ype3 OTIycKamara anreka. Hos amapar 3a u3mMepBaHe
Ha KPbBHA 3aXap ce [peIocTaBs IPH HEOTCTPaHHMa MOBpe/ia Ha BeYe OTITYCHATHS.

B.3. Korato HaJlM4YHHTE B anTeKara TeCT-JIEHTH ¢a C OCTaThY€H CPOK HAa TOAHOCT MO-
MaTbK oT 12 Mecena, To ()apMaleBTHT MOXe J1a OTIYCHE MO-MallbK Opoii OT MpeIHCaHHuTe,
karo B EPK ce renepupa uHdopManus 3a TOYHOTO OTIYCHATO KOIMYECTBO. B T0o31 ciyyail Ha
30J1 moxe ma ObIe H3AaJeHO/M3MBIHEHO HOBO €JIEKTPOHHO MPEIIUCaHHE 3a OCTaThYHHSA
Opoii TeCT-IEHTH, IIPeIH HU3THYaHEe Ha ChbOTBETHHS CPOK.

2. IPEJAIIMCBAHE, OTITYCKAHE U MOJYYABAHE HA MEJUIIUHCKH
N3IEJIUSA 3A IIPUJIATAHE C HHCYJIMHOBA IIOMIIA

A. YcioBus, He00OX0AMMH JOKYMEHTH H pell 32 Mo/Ty4aBaHe HA HHQY3HOHEH CeT H
HHCY/JIHHOB pe3epBoap.

A.1. YcnoBus 3a moiryyaBase

A.1.1. TIpaBo na momy4aBaT HH(Y3HOHEH CET M HHCYJIMHOB p€3€pBOAp UMAaT BCHYKH
30J1, ¢ nocraBeHa auarHosa 3axapen auaber tun 1 (MKB E10.2, E10.3, E10.4, E10.5 u
E10.9) u oTroBapsmM Ha MEIHIHHCKH KPHTEPHH, IIOCOYeHH B ,V3uckBanus Ha H30K 3a
IpeNKCBaHe Ha MEAUIMHCKH M3/IEIHs 3a MPUIOKEHHE C MHCYIHHOBH IIOMITH W CEH30pH 32
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NPOAB/DKUTETHO MOHMTOPHpaHe Ha HHMBOTO Ha IJIFOKO3aTa NpH 3axapeH auader Tum 1 B
n3BbHOOIHUYHATa oMol (M3uckBanusra).

A.2. HeoOxoaumu TOKYMEHTH:

A.2.1. EPK na 30JI ¢ BnucaHa cbOTBETHATa AHArHo3a M IPOTOKOJ, U3Ja/IEH 110 pe/ia Ha
H3uckBanusra.

A.2.2. B ciiyyait Ha 6peMEHHOCT Ce MPEACTABAT AONBIHUTEIHO CIEAHUTE JOKYMEHTH:

- H3BaZKa OT JUCIAHCEPHOTO J0CHe, H3AazeHa oT Habmopaasamus CHMII
(akymiep-THHEKOJIOT) W ChIbplKallla: KpaTKa aHaMHe3a Ha 3abolsBaHETO, CPOK Ha
OpeMeHHOCTTa, TEPMHH Ha pa)kaaHe, KOMHE OT KapTa 3a mpoduiIakTHKa Ha OPEeMEHHOCTTa,
MeIHIIMHCKA JIOKYMEHTAIHMS 3a IPOBeXK1aHe Ha Mpoleaypa 3a 3adpeMeHsBaHe HHBHTPO.

B ciyuaii, ye OpeMeHHOCTTa ce HabmoJaBa OT aKylIep-TMHEKOJOr, HepaboTell Io
norosop ¢ H30K, ce npeacraes “Memununcko Hanpasnerue (6;1. M3 119) ceabpakaiio cpok
Ha OpeMEeHHOCTTa, TEPMHH Ha paXKJaHe, KOIIHe OT KapTa 3a MpoduiakTHKa Ha OpeMEHHOCTTa
| JIp. MEJIMIIHHCKA JOKYMEHTAIUA .

A.3. IIpennucBane Ha HH(Y3HOHEH CET U HHCYJIHHOB pe3epBoap.

A.3.1. U3aBane Ha MpOTOKOJI Ce W3BBpIIBa chbrylacHO M3uckBanusra.

ENleKTpOHHH Ipe/INMCaHus Ce W3/1aBaT Bb3 0cHOBa Ha 3aBepeHu B P3OK nporokonw.

A.3.2.1. 3a uH(dy3HOHEH ceT W MHCYIHHOB pe3epBoap, H30K 3annama 3a nepuoa ot
e/IMH Mecel| HHIMBHIyanHara 3a Bceku 30J1 komOuHanus, Ha cToiHOCT 10 259.00 18B.

A.4. Uudy3uoHeH CeT ¥ HHCYJIHHOB pe3epBoap ce OTIYCKAT 10 OOIIHs pe/l OT anTeKH,
ckmounie gorosop ¢ H30K u onpenenenu 3a H3BbplIBaHE HA ICHHOCTTA.

3. IPEAIIACBAHE, OTIIYCKAHE W ITIOJIYYABAHE HA CEH30PH 3A
MPOABJKUTEJTHO UBMEPBAHE HA HUBOTO HA I'/TIOKO3ATA

A. YciaoBusi, HeoOX0AHMMH JOKYMEHTH H pel 3a INoJy4aBaHe Ha CEH30pH 3a
NpPOAbJIKHTEHO H3MepPBaHe Ha HHBOTO Ha IVIIK03aTa.

A.1. YcnoBud 3a nosiyyaBaHe

A.1.1. [IpaBo na mony4daBar CEH30pH 3a NPOABDKHTEIHO HW3MEpBaHE HAa HHBOTO Ha
rmroko3ara uMat Benuku 30J1, ¢ nocrasena quarnosa 3axaper auaber tun 1 (MKb E10.2,
E10.3, E10.4, E10.5 u E10.9) no npeneska Ha cnenyaiM3ipaHd KOMUCHUA B CHOTBETCTBHE C
KPHTEpHHTE, MOCOYeHH B yTBbpaeHHTe ,M3uckBanus Ha H3OK 3a npeammceane Ha
MEIMIIHHCKH M3/IeIHs 33 TPUIOKEHHE C MHCYJIMHOBH ITOMITH H CEH30PH 3a NPOJBIDKHTEIHO
MOHHMTOPHMpPAHE Ha HMBOTO Ha IJIIOKO3aTa IpH 3axapeH auaber Tum | B M3BBHOOIHHYHATA
nomot” (M3ucksanusTa).

A.2. HeoOXoauMHu JOKYMEHTH:

A.2.1. EPK na 30JI ¢ BnucaHa cbOTBETHAaTa AHArHos3a M MpoTOKOJI, U3/IaZICH 110 pe/ia Ha
N3uckBanusTa.

A.2.2. B ciryuaii Ha OpeMEHHOCT ce NPeJICTABAT JOMBIHUTEIHO CICAHUTE TOKYMEHTH:

- M3BaJKa OT JHMCIAHCEPHOTO jo0cHMe, u3ganeHa oT Habmonasamus CHUMII
(aKylIep-THHEKOJIOT) M ChAbpIKAll[a: KpaTka aHaMHe3a Ha 3a0o/sBaHeTO, CPOK Ha
OpEMEHHOCTTa, TEPMHH HA paKAaHe, KOIME OT KapTa 3a MpoQuIaKTHKa Ha OpeMEeHHOCTTa,
MeIMIMHCKA JIOKYMEHTAIHMS 3a IPOBEKAaHe Ha IpoLeaypa 3a 3a0peMeHsBaHe HHBHTPO.

B ciyuaii, ue GpeMeHHOCTTa ce HabmoxaBa OT aKyllep-FMHEKOJOor, HepaboTeml Mo
norosop ¢ H30K, ce npencrass “Memuiuncko Hanpasienue (6:1. M3 119) ceabpikaiio cpok
Ha OpeMeHHOCTTA, TEPMHH Ha paXKJaHe, KOMHE OT KapTa 3a mpodHIaKTHKA Ha OpeMeHHOCTTa
U JIp. MEUIIHHCKA JOKYMEHTALHA .

A.3. IlpeamucBaHe Ha CEH30pH 3a NPOALDKHTENIHO H3MEpBaHE HA HHUBOTO Ha
rIIOKo3aTa:

A.3.1. M31aBane Ha MPOTOKOJ Ce W3BBPIIBA ChIi1acHO M3ucKkBaHHATA.
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A.3.2. Ilpu u3naBaHe Ha MPOTOKOJI 3a CEH30PH 3a IPOABDKHTEIHO MOHMTOPHpPAHE Ha
HMBOTO Ha IIIOKO3aTa MpH 3axapeH aAuader T 1, CrelMaIU3HPAHHTE KOMHCHH B JIeueOHH
3aBe/leHHs 3a OOMHUYHA oMol onpeneneHu B M3ucKkBaHuATa, cle/iBa 1a ce HHPOpMHpaAT OT
MalHeHTa 3a JaraTa Ha [0CIeHOTO OTIYCKaHe Ha TeCT-JIEHTH 3a CAMOKOHTPOJI Ha KpbBHATa
3axap. He ce nonycka npeanucBaHeTo ¢ MPOTOKOJ Ha CEH30PH 3a MPOIBIDKUTETHO H3MEPBaHe
Ha HHBOTO Ha IJIIOK03aTa, 3a epHOo/a, 3a KOWTO MMa NpeAlUCaHH U OTIYCHATH TECT-JIEHTH 3a
CaMOKOHTPOJI Ha KphBHATA 3axap.

[lepoabT Ha AeHcTBHE HA MPOTOKOJIA € HEOOXOAMMO Ja € ChboOpaseH ¢ TepaneBTHYCH
IIMKBJI OT eauH Mecerr (30 xHm).

A.3.3. EnexTpoHHH NpeAucaHus 3a CEH30PH 3a MPOIBDKUTETHO U3MEPBAHE HA HUBOTO
Ha IIIIOKO3aTa MpH 3axapeH auaber Tunm 1 ce W3aaBaT Bb3 OCHOBAa Ha 3aBepeHd B P30K
nporokonu. Crnex u3naBaHe W yTBbpxkIaBaHe Ha [IpOTOKON 3a CEH30pH 3a NPOIBIDKHTEIHO
W3MepBaHe Ha HUBOTO Ha rmoko3ara, OIlJl maMa mpaBo na mpeamucBa TECT-JIEHTH 3a
CaMOKOHTPOJI Ha KpbBHaTa 3axap Ha cbioro 30J1. He ce nomycka nybnaupane Ha €JI€KTPOHHO
NpealicaHnie 3a TecT-JIeHTH 3a CAaMOKOHTPOJ Ha KpbBHaTa 3axap CbC CEH30pH 3a
NPOJBLIDKUTEIHO U3MEpPBaHe Ha HUBOTO Ha IJII0K03aTa.

A.3.4 3a ceH30pH 3a NPOABIKUTENHO M3MEpPBaHe Ha HUBOTO Ha Iiroko3ara, H30K
3aruiaina 3a nepHoja ot eauH Mecel ao 260,00 ns.

A.3.5 CeH3opu 3a NpOIBIKHTEIHO H3MEPBAHE HAa HUBOTO Ha IUIIOKO3aTa C€ OTIyCKaT
no oOumMsa pea oT anTekd, ckarounad norosop ¢ H30K u onpeneneHd 3a H3BBpIIBaHE Ha
JeiiHoCTTA.

Ilpu nepBOTO OTHMycKaHe Ha w3jenusta, Ha 30JI crexaBa na ObAaT mpeaocTaBeHH
Oe3rmiaTHO 4YeTHHMTe (TPAHCMHTEPHTE) 3a CEH30pHTE, KAaKTO W HeoOXoaumus Opoi
JIONIBJIHUTETHH CEH30PH, JOCTAaThYHY Ja nokpusaT Hykaute Ha 30JI 3a nepuona Ha jelicTBue
Ha [Ipotoxona. ChumiTe ce MpeJOCTaBAT HA OTIyCKAalllaTa anTeka OT (HpMara-3asgBHTEI,
nocoyena B kosoHa Ne 7 Ha Cniucbka.

JIONBJIHATETHAAT OpOM CEH30pH ce MPeJOCTaBs B CIIy4auTe, KOrato OpoAT NpeAlicaHH
CEH30pPH HE IOKPHBA IepHoIa OT €IHH MeCell.

4. MIPEAIMACBAHE, OTIIYCKAHE M INOJYYABAHE HA MEJUIUHCKH
U3IEJIUSA UTHTEPMUTEHTHHU KATETPH.

A. YcioBus, He0OX0QHMH JOKYMEHTH H pe] 3a NpeANHcBaHe HA MeIHIHHCKH
H3/1e/IHS HHTEPMHTEHTHH KaTeTpH.

A.1. YcnoBus 3a nony4yaBaHe HAa HHTEPMHTEHTHH KaTEeTPH:

[lpaBo na mosyyaBaT MEIHUMHCKH M3JE/HA MHTEPMHTCHTHHM KaTeTpH HMaT BCHYKH
30J1, ¢ mocraBena muarso3a ¢ Kox mo MKB 10 Z46.6 - Ilpoba u HarnacsHe Ha
npucrnoco0ieHHe 3a OT/AeNsiHe Ha ypuHa (BbB Bpb3ka ¢ auaraosu Q64.1 ,Excrpodus na
nmukouHus Mexyp” u QO05. ,.Spina bifida®, ¢ xo#iTo u 1a e kox ot pyOpukara. Kem Z46.6 na
npucbkerBa none exud MKB kox Ha 3abonsBaHe OT TOCOYEHHTE).

A.2. HeoOX0o1uMH TOKYMEHTH:

EPK ma 30J1 ¢ BrnHcaHa ChOTBETHAaTa AuarHo3a Ha 0a3a H3JajieHa emuKpH3a OT
OonHUYHO NeyeOHO 3aBeIeHHE.

A.3. [IpennucBane Ha METMLIMHCKH W3JETHS MHTEPMUTEHTHH KaTETPH:

A.3.1 IlpaBo na HasnayaBa MU uma yposor, paborem no gorosop ¢ H30K. Ilpaso na
npeanucsat MU umar ypostor, wia OITJI, paboremu no gorosop ¢ H30K/P30K. Ennkpusa
oT OOJHHYHO JIe4eOHO 3aBejIeHHe C He IMoBede 0T 6 Mecella JaBHOCT ¢ Ha3Ha4yeHH B Hes MU e
ocHoBanue 3a mpexmucBaHero uMm ot OITJI (3amecTBa KOHCy/NTalMs OT CHELHHATHCT MPH
ITbPBOHAYAIHO TIPENHCBaHe MM Takapa, Bh3HHKHAIA NPH HEOOXOJHUMOCT IOpaau MpOMsHa
Ha CBCTOSHHETO WM Jpyra npuunHa). Komme 0T MeaMIMHCKAaTa JOKYMEHTAIHs,
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yJ0CTOBEpsBaIla He0OX0IUMOCTTAa OT MEIHIIMHCKUTE M3/JEJIHs C€ ChbXpaHABa OT W3/IaBalHA
eNeKTpoHHOTO npeanucanne UMIL.

A.3.1.1. 3a untepmurentHu katerpu, H30K 3annama u3nenus Ha croiHoct 10 72.00
JIB. 3@ TIEPHOJ OT €/IUH Mecell.

A.3.1.2. Ilpennucanero Ha MU, cnensa na ce u3BbpIIBa MO BuUA M Opoil crnopen
WH/IMBHIYATTHHTE HYXIH U notpedHocTu Ha 30JI.

A.4. MeIMIIMHCKHTE H3JEIMA CE€ OTIYCKaT M0 OOIHsA pex OT anTeKH, CKIIOYHIIH
norosop ¢ H30K u onpenieneny 3a u3BbpLIBaHe HA JIEHHOCTTA.

5. IPEANIUCBAHE, OTIIYCKAHE U IMOJYYABAHE HA MEJUIIUHCKH
U3AEJINA 3A CTOMUPAHHU BOJIHA

A. YciaoBusi, He0OX0OHMH TOKYMEHTH H peld 3a NpeInHCcBaHe HAa MeIHLUHHCKH
H3/1eJIHs 32 CTOMHPAHH 00THH.

A.1. YcioBus 3a nojy4aBaHe:

[IpaBo ma mosayuyaBar MeJMUMHCKH u3zenus umat Bcudkd 30JI, ¢ u3BeneHa enHa wim
noseye:

- wiieoctoma /743.2/,

- KonoctoMma /Z43.3/;

- nucTocTtoma/Z43.5/;

- Jpyr H3KyCTBEH OTBOP Ha IHKOYHHTE IBTHINA — HeppocToMa, yperepocToMma,
yperpoctoma /Z43.6/.

A.2. HeoOX01MMHU TOKyMEHTH:

EPK ma 30JI ¢ BnmucaHa chOTBETHAaTa AMarHo3a Ha Oa3a H3/a/JeHa eNUKpu3a OT
0OIHHYHO JIeueOHO 3aBEICHHE.

A.3. IIpeanucBane Ha MeJULHHCKH H3/IETHs 32 CTOMHPaHH OOJIHH:

A.3.1 IIpaBo na npeamucsar MU mmar xupypr, yponor wiau OILUI, paboremu mno
noroeop ¢ H30K/P30K. Enukpuza or GONHHYHO JeueOHO 3aBe/leHHEe C He moBedye OT 6
Mecela JaBHOCT ¢ Ha3HaueHH B Hes MU e ocHosanue 3a mpeamucaneto uM ot OILI
(3aMecTBa KOHCYJITAL¥s OT CIENHATMCT NpH IIbPBOHAYATHO MpEINHCBAHE HIIM Takasa,
BB3HHKHAIA NPH HEOOXOJMMOCT MOpaJu NMPOMSHA Ha ChCTOSHHETO WM [pyra NPHYHHA).
KoIHe OT eMUKpH3aTa ce ChXpaHsaBa OT H3/1aBallUs eJeKTpoHHOTO npeanucanne UMIL

A.3.1.1. 3a MU, npenHa3HadeHH 3a HIEOCTOMa H KOJIOCTOMA, H30K 3amnania
uHMBHAyaIHaTa 3a Beekd 30J1 komOuHauus OT M3zemus Ha crodnoct 0 200.00 nB., 32
IIepHOJI OT eIUH Mecerl 3a 1 cToma.

A3.1.2. 3a MW, npenHa3HadeHH 3a LUCTOCTOMA W Jpyr H3KYCTBEH OTBOp Ha
mukounnTe mpTHma, H30K 3amnama weauBuayanrHata 3a Bcekn 30J1 komOuHaumus oT
W3IeTns Ha croitHocT 10 206.40 J1B., 3a mepHoJ OT eIUH Mecell 3a 1 cToMa.

A.3.1.3. [Ipeanucsanero Ha MU 3a cromupanu 00JIHHM, Cjle/iBa 1a C€ U3BBPIIBA 110 BUJ
u Gpoii cropen MHIMBHAyatHMTe HyXau u norpebHoctH Ha 30J1 (pasmep u 6uo na
cmomama, nepuooda cied u3BelNCOanemo U, KOJICHA 4y6CMEUMETHOCM, CeKpeyus, 08ueamend
akmusHocm, vb3pacm u np.).

A.4. MeIMUMHCKATE M37ETHA 3a CTOMHpaHH OOJHH ce OTIIyCKaT mo obwmus ped ot
anTek, cxmodm aorosop ¢ H30K u onpezeneny 3a H3BbpIIBaHE HA ICHHOCTTA.

6. MIPEANMUCBAHE, OTITYCKAHE M INOJYYABAHE HA MEJIWIIHUHCKHA
U3JIEJIUA 3A TIAIIMEHTH C BYJIO3HA EINNMJAEPMOJIN3A

A. YciaoBusi, Heo0X0AHMMH JOKYMEHTH H pe/ 32 NpeInHcBaHe HA MeIHUHHCKH
u3nenns 3a Bysiozna enuaepmoansa
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A.1l. YciioBuA 3a 1101y4aBaHe:

[TpaBo na nonyyaBaT MeIUMIMHCKH H3aeaus uMat Beuuku 30J1, ¢ nokazano 3abossBane
¢ MKb kon:

- Q81.0 — ,Enunepmonu3uc Oyno3a cUMIIEKC™ - JOKaJIW3MpaHa M I'eHepalu3upaHa
hopma;

- Q81.1 — . Enuaepmonu3suc Oyio3a netamuc™;

- Q81.2 — Enunepmonusuc Oyno3a aucTpoduka™ - JOKAIW3UpaHa W IeHepaTH3npaHa
dbopma.

A.2. HeoOxouMH IOKYMEHTH:

EPK na 30JI ¢ BnucaHa chOTBeTHaTa JMarHo3a ¥ IPOTOKOJ, M3IaJeH MO peaa Ha
,.YI3ucKBaHK4 3a peANuUCBaHE U OTIYCKaHe HAa MEIUIIMHCKH HM3/eNHs 3a JledeHue Ha byno3na
enuaepMoiu3a B u3psHOOMHHYHaTa nomonr™ (M3uckBaHusTa).

A.3. IlpeanucBane Ha METMIIMHCKH H3IEJIHA:

A.3.1. M31aBaHe Ha IPOTOKOJ c€ H3BBPIIBA ChINAcHO M3ucKBaHMATA.

B npotokona 3axbmkuTenHo ce Bnuca ocBeH MKb-kona u ¢popmara na npotudane Ha
3a00JIIBaHETO.

EnexTpoHHHM nmpeanucaHus ce U3aaBaT Bb3 OCHOBA Ha 3aBepeHH B P3OK npotokomnu.

A3.2. 3a wmemunuHcku wm3zemus, H3OK 3ammama 3a nepuox OT eIMH Mecell
uHauBHyanHata 3a Bcekd 30J] koMOWHAIMA OT MEIMIMHCKH H3JENIHs, B 3aBUCHMOCT OT
JnMarsosara M popmara Ha MpOTHYaHETO ¥, Ha CTOMHOCT JI0:

- 3a Q81.0 - mokanu3upana popma - 1o 132.00 18.;

- 3a Q81.0 - renepanmusupana popma umu 3a Q81.2 - nokanuzupana gopma - 10 924.00
JB.;

- 3a Q81.2 - renepanusupana popma umu 3a Q81.1 - 10 1849.00 ns.

A.3.3. [IpeanucBaHeTo Ha MEIMIIMHCKH H3IENIMA, CIE€IBA Ja Ce€ HW3BLPIIBA 10 BHI H
Opoii criopes MHAMBHAYATHHTE HYKAM H oTpeOHocTH Ha 30JL

A.4. MeIMUMHCKHTE H3JE/IHs C€ OTHYCKaT 0 OOLIHSA ped OT anTeKH, CKIKYHIH
norosop ¢ H30K u onpenenenu 3a u3BbpiBaHe Ha AEHHOCTTA.

II1. [TIPABA U 3AIBJIDKEHUSA HA 3IPABHOOCHT'YPEHHUTE JIMLIA

1. 3apaBHOOCHIYpeHHTe JHIla MMaT INpaBo Aa noiydasar MU or cmHcbKa CbC
3a00/19BaHus, CHCTABEH MO pena Ha Wi 45, an.4 ot 3akoHa 3a 3APaBHOTO OCHIYpsBaHE.

2. 31paBHOOCHTYpEHWTE IMIla MMaT MpaBO Ja HM3HUCKBAT OT H3IBJIHHMTEIHTE Ha
MeIMIMHCKAa ToMoll HHGopManus OTHOCHO BcuukH MW mo oTHomeHHe Ha TAXHOTO
M3110/13BaHe, Bh3MOXKHA aITepHATHBA MPH YAaCTHYHO 3aIUIAIIAHE WJIM IIPH HAJAXBBPISHE Ha
JTHMHTA.

3. 31paBHOOCHTYpPEHHUTE JIMIAa HAMAT MPaBO Jla M3UCKBAT NOJMSIHA Ha IPEIIHCAHUTE
MMH B antekara.

4. 31paBHOOCHTYPEHHTE JIMIla ca JUIBKHH Ja CbXpaHsBaTl M H3I0I3BaT
NPEeIOCTABEHUTE MM amapaTH 3a HM3MEpBaHe Ha KpbBHA 3axap, 4YETIH 3a CEH30pH 3a
MPOIB/DKHTETHO H3MEpPBaHE Ha HHUBOTO Ha IUIOKO3aTa MM HHCYJIHHOBH IOMIIH, CBIVIACHO
HHCTPYKIIHATA 32 ynorpeda Ha MPOU3BOIUTENS.

MNPEXO/JHHU U 3AKJIIOYUTEJIHHU PA3IIOPE/IBA

§ 1. Hacrosmurte YKazaHHs ce M3IaBaT Ha ocHoBaHMe 4. 160 ot Hapenba Ne 10 ot
24.03.2009 r. 3a ycrnoBusTa, pela, MexaHHW3Ma ¥ KpuTepuure 3a 3amiamane ot H30K na
JIEKapCTBEHH TMPOMYKTH, MEIHIIMHCKH M3/le/lid M Ha [HETHYHH XpaHH 3a CIELHATHH
MEIHIIHHCKH [ENTH, IOTOBapsiHe Ha OTCTBIIKH M BB3CTAHOBSBAHE Ha IPEBHINEHHUTE CPE/ICTBA
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IIPH [IpHJIaraHe Ha MEXaHW3bM, rapaHTHpALl MPeJIBUIAMOCT U YCTOHYHBOCT Ha OrOJKeTa Ha
H30K u un. 38, an2 or HPJl 3a memumuHCcKHMTE AeitHOcTH Mexay HauuonanHara
3/IpaBHOOCHTYPHTEIHA Kaca U bbarapckus 1eKapcKu ChiO3.

§ 2. Undopmanus 3a anteku, ckmoummd goroBop ¢ H30K 3a ornmyckane Ha
MEIUIIMHCKH W3JeMus € HanuyHa Ha uHTepHeT-cTpanunata Ha H3OK, B pyOpuka
,-ENEeKTPOHHH yeayru®, noapyOpuka ,, T'bpceHe Ha 10rOBOPHH NIApPTHEOPH M JEHHOCTH .

§ 3. B cnyuwaii ye ,llporokon 3a mpeamucBaHe Ha JieKapcTBa, 3alUlallaHHd OT
H30K/P30K* e u3naneH mo eneKTpoHEH NBT, B alTeKaTa He Ce MPEJCTaBid OPHTHHAI Ha
[TpoTokon Ha XapTHEH HOCHTEIL.

§ 4. U3nanenute u yTBBpJACHH Ha XapTHEeH HocHTen . [IpoTokonH 3a mpeanucBaHe Ha
nekapcrsa, 3amiamadd or H30K/P30K* ce u3nbiiHABaT 1o JOCEraliH|s pell 10 H3THYaHe Ha
CpOKa Ha TAXHAaTa BaJIHIHOCT.

§ 5. Hacrosimmure Ykazanus otMeHaT Ykazanus Ne P/1-16-22/03.06.2022 r.

10
L}
'im Ykazanua 3a paéoma cvc Cnucvk ¢ MeouyuHcku uzoeaus, koumo H30K 3annawa e yciosusma

Ha U36BHOOIHUYHAMA MeduyuHCcKa nomowy 3a 2023 2.



