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YKA3AHUSA OTHOCHO PEJIA 3A ITPEAIIMCBAHE U OTITYCKAHE HA
MEJMIIUHCKH U3AEJHUA OT CIINCBKA C MEJUIIMHCKHA U3JAEJUSA 11O
I'PYIIH, KOUTO H3O0K 3AILVIAIIIA B YCJIOBUSITA HA U3BBbHBOJIHUYHATA
MEJULINHCKA MIOMOIII, 1 CTOMHOCTTA, 10 KOSITO H30K 3AILTAIIIA 3A
BCAKA TPYIIA

1. OBIIIN ITOJIOXKEHUSI

A. CTpykTypa Ha cIEChbKA ¢ MEIUIIMHCKA H3Jenus no rpyny, kouro H30K 3amnama
B YCIOBHATa Ha H3BHHOOJNHMYHATA MEIULIMHCKA MOMOIN, W cToiHOCTTa, Kosro H3OK
3aIlialia 3a BCsAKa rpyna: "

CoucekeT ¢ MemunuHcku u3nenus (M) sa H30K chabpika cieiHUTE JaHHU:

- koJioHa Ne 1 — I'pyma” — cpabpika HaMEHOBaHHUE Ha rpynara Ha MU;

- koJioHa Ne 2 —  Tloarpyma” — chbprka HAUMEHOBaHKE Ha noArpynara Ha MU;

- KosioHa Ne 3 —  I'pyna mo TeXHUYECKH M3UCKBaHUA

- kosioHa Ne 4 — _ Kox H30K” — chappxa OykBeHO-IH(POB KOJ, KOWTO C€ BIMCBA OT
TIpeIITUCBALIMS JIEKap/OTIyCKAIKs Mar. papManeBT B €IEKTPOHHOTO NPEAHUCAHUE;

- koJioHa Ne § — | THproBcko HAaMMEHOBaHHE Ha MPOAYKTa” — ChIbP)Ka THPrOBCKOTO
HaMMEHOBaHHE Ha BCEKH MPOIYKT, C KOETO TOM € pa3pellieH 3a ynotpeba B CTpaHara;

- K0J1I0HA Ne 6 — TOCOYeH € MPOU3BOIUTENAT Ha ChoTBeTHOTO MU,

- KoJioHa Ne 7 — mocodeHa € ¢pupmara, KoATo € 3asBuiIa CbOTBETHOTO MU;

- KoJioHa Ne 8 — mocoyeHu ca popMaTa U BUIBT Ha IPOIYKTa;

- K0JIOHA Ne 9 — 03HaYEeHO € KOJIMYECTBOTO/pa3Mepa Ha IPOAYKTa;

- K0J10HA Ne 10 — okOHYaTeIHa ONAKOBKa;

- kojioHa Ne 11 - mocousa croiftHocTTa, M0 kKostro H3OK 3amnama chOTBETHOTO
U3Jenue;

- KoJioHa Ne 12 — mocoueH e xoa-unentuduxarop Ha MUY;

- KoJioHa Ne 13 — mocodeHu ca KarajloXHUTe HoMepa Ha MU



- KojioHa Ne 14 — | VcioBus U pex 3a MpeINucBaHe U MOJTy4aBaHe” - OTOENA3aHH Ca
Hai-00IKTe yCIOBHS, IPH KOUTO ce mpeamucBat MU: 3a6onasanusra (ko no MKB X
peBU3Hs), 32 KOHTO C€ MPEINHCBAT KOHKPETHHTE MPOMYKTH CBHIJIACHO CIIMCHKA,
CBHCTaBEH M0 pefia Ha Wl. 45, an. 4 ot 3akoHa 3a 3APaBHOTO OCHTYPSBaHE.

b. IIpeanucBane Ha MEAUIIMHCKH H3/1e/IHS

B.1. OcHOBHY U3HCKBaHUS NPH NpeAnHcBaHe Ha MU:

B.1.1. IlpeanucBanero Ha MU ce u3BbpIIBa NIpH CIa3BaHE HA YCIOBUATA, IOCOYECHH B
HanpoHanHuss paMKOB [OTOBOp 3a MEOUWIMHCKHTE JAeHOCTH Mexnay Hanwonannara
3paBHOOCHUTYPHTENIHA Kaca M Bbiarapckus jneKkapcKu ChrO3, MPHIOKHM IIpe3 ChOTBETHATA
roquHa (HPJl 3a MemunuHCKuTE AEHHOCTH), KakKTO M ChoOpasHo ckmodenuss ot WMII
uHuBHAyaseH nqorosop ¢ H30K u nonbiHuTeIHETE CIOpa3yMEeHHA KbM HETO.

b.1.2. Ha etHO eIEKTPOHHO IpeiCcanHue ce MPEANHCBaT A0 Tpd npoaykra (MU).

b.1.3. MenuiHCKUTEe M3JENMUA Ce NPEINMUCBAT CaMo 3a Te3W 3a00JISBaHHA, YHHTO
MKB-koznoBe ca nocouenu B kosioHa Ne 14 ot Cruceka.

b.1.4. He ce pmomycka 3a nedenuero Ha exHo 30JI mpeamucBaHe Ha €IHO H CHINO
€JICKTPOHHO TIpEANUCaHue Ha JIEKapCTBEHH MPOXYKTH, MEIWIHMHCKH W3ACIAS M JACTHYHU
XpaHH 3a CICIHAIHA MEAUIIMHCKH [ETH. ,

B.1.5. Meaumunckute usenus, 3a kouto B CIIECHKa € onpeieieH MecedeH CTOMHOCTEH
JmMHT, 3atutamad oT H30K, ce npeanucsar Ha €HO €JIEKTPOHHO NPeANHCAHUE.

B.1.6. He ce nomycka exHoBpeMeHHO npeanucBane oT u3nbiaauten Ha [TMMIT u/unu ot
nekap or CUMII Ha MenWUIMHCKH H3JENUsA 3a JOMAIIHO JICYCHHE HAa TEPUTOPHATA Ha
cTpaHata 3a efHo 3abomsaBane (emuH MKDB kox), kakTo W QyOiupaHe Ha MpeanHCcaHUATa B
paMKHTe Ha BAIUAHOCT Ha €JIEKTPOHHOTO Mpeanucanue, mo peaa Ha Hapen6a Ne 4 ot 2009 r.

B.1.7. Bcuuku npennucaHus ce W3BBPIIBAT ClIEJ U3BBPIIEH MpPErTie]], YAOCTOBEPEH B
amOyJaTopeH JUCT ¢ NOANMKC Ha MAMEeHTa, ¢ U3KIMIOYEHHE Ha ciydauTe mo wi. 46, an. 3 or
HP]] 3a MeauuuHCKHUTE NEHHOCTH.

b.1.8. M3nbianutenar Ha MmeaunuHckara nomom (MMII) e miexen na ysBenomMu
sagpokuTenHocuryperoto june (30J1) 3a:

- BHJa Ha npeanucanute MY, HaunHa Ha TAXHOTO U3MOJI3BAHE;

- B3MOXHHS U300p Ha MU, BKITIOYEHH B CIIUCHKA;

- MECeYHaTa CTOMHOCT/KomdecTBO/Opoit, 10 KouTo ce 3amnamar ot H30K.

b.2. [Ipennuceanero Ha MU 1o mpoTOKoJ ce W3BBPIIBA NpH CHa3BaHE Ha ,, Ykasanus
3a paboma ¢ nooadex no earexkmpornen nom npomoxon IA/IB/IC (e-npomoxon), 3a kotimo ce
U36bPULEA eKCnepmu3a 8 Komucus 3a excnepmu3sa no 4a.78, m.2 ¢ P3OK u ¢ 1]V na H30K".

Bb.3. OcHoBHY npaBmIia 3a paboTa ¢ eIEKTPOHHO IPEANUCAHUE:

Cnas3Bat ce mpaBwjiata, MOCOYECHH B ,, MHCMPpYKyus no omnyckawe u usnbviHeHue Ha
eJleKmMPOHHO NpeOnucanue HA JeKapcmeeHu NPOOYKmu, MeOUYUHCKU U30enus U OUemuyHu
Xpanu 3a cneyuaniu meouyurcku yeau* (Mncmpyxkyuama).

B.4. YcnoBus, pea 1 HauuH 3a npeAnucBane Ha MU ¢ enekTpoHHO Npeanucanue:

Bb.4.1. IIpu mepBoHavanHoTO NpeanucBane Ha MUY, 30JI u nekyBamuaT jJeKap Morar aa
YTOYHAT JaTa 3a npeanucsaie Ha MU B yn00HO 3a TX BpeMe.

b.4.2. MU ce npeanucaar o €IuH OT CJICIHUTE HAYHHU:

-3a JIeUeHHE Ha XPOHHYHH 3a00JIBaHUs B KOJIMYECTBA 3a He moBeye oT 30 nHu;

-3a JIeYeHHE Ha XpOHMYHH 3a00JIABaHHA B KOJIMYECTBa 3a He noseye oT 100 quu.

HUMII npemnucea MU, cnaspaiiku wi. 49 or HPJ[ 3a MeauuMHCKATE AECHHOCTH M
HACTOSIIUTE YKa3aHUS.

[pennucBaHeTo Ha TECT-JIEHTH 3a CAMOKOHTPOJ Ha KPBBHA 3axap € M3KIIOYEHHE OT
HacTOfIIaTa TOYKa, KaTo HAYMHBT UM Ha peanucsane € onucad B Paznen I, Touka 1.
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b.4.3. H30K 3annama MU B koJiM4yecTBa H/WIH CTOMHOCTEH JIMMHT, PETJIAMEHTHPAHH B
KkosoHu Ne 9, 10 u 11 Ha criHchKa.

Bb.4.4. OIJI nnu crenuanucT mo mpoduia Ha 3a6oJsBaHETO, paboTell Mo JAOrOBOP C
H30K B u3BpHOOMHMYHaTa momomn (3a cayyaume no Ipyna II), MoraT Aa TpoOXb/KAT
npeanucsanero Ha MU, onpenenenu ot ne4eOHOTO 3aBeleHHe 3a GONHHYHA MEIMIIMHCKA
TIOMOIII, KaTo ce choOpa3sBar ¢ ycraHoBeHHTe npaBuia B HPJ] 3a MeaunuHCKuTE ASHHOCTH H
HAaCTOSAIIMTE YKa3aHHUS.

b.4.5. He ce nomycka Henenecho0pa3Ho ¥ HepalMOHAIHO NpeanucBane Ha MU, kakTo
¥ HaJIBHIIaBaHE KOJIMYECTBATA, pernaMeHTHpanu B KoIoHH Ne 9 u Ne 10 Ha cniuchka.

b.4.6. Bcuuku HWMII HocAT OTroBOPHOCT 3a KOJIMYECTBaTa, 4YeCTOTaTa M
1e1ech00pa3HOCTTa Ha MPEIUCAHUATA.

B. OTnyckane Ha MeANIIMHCKH H3/1eIHA

MM ot Cnucbka ce OTIyCcKaT caMoO OT ThProBIM Ha APeOHO ¢ JEKapCTBEHH MPOLYKTH
(antexu), paboremu mo goroBop ¢ H3OK/P30K, crwobpa3Ho neficTBamara OTHOCHMA
HOpPMaTUBHA ypenba, KakTo M YCIOBHATA M PEIbT 3a OTHYCKaHE, Pa3slHCaHH B CKIIOUCHUTE
WHIUBHIY &TTHH JOTOBOPH.

Vxa3zaHufTa B 4acTTa IO NpEeANMCBAaHETO ca 3axbkutenHu 3a MMII, a B yactra no
OTILyCKaHETO ca 3abJDKUTENIHH 32 MarucTbp-apManeBTUTE, paboTely B M3NBIHEHHE HA
norosop ¢ H3OK/P3OK.

B ciryyanTe Ha u3nbiIHEHHE Ha enekTpoHHO mpeanucanue 3a MU, 30J1 npenocrass Ha
anrekata uaeHTuduKarop, cbriacHo MHCTpyKuusTa ¥ fata Ha IPEANHCaHHETO.

Karo ocHoBaHu€ 3a IpeanucBaHe M OTIyCKaHEe Ha cienBaiy koiaudectsa MU, ciyxu
uHbOpMaLuITa OT €IEKTPOHHATA YCIIyTa KbM allTeuHus copTyep.

I'. Pab6ora ¢ Enextponna penentypna kamxkka (EPK)

I'.1. EPK ce u3znaBa na 30JI, onpeneneHn kato XpoHHYHO OONHM ChC 3a00NABaHUS,
ceriacHo [Ipunoxernue Ne 5 “Crmcbk Ha 3a00J19BaHHMATA, 38 KOMTO ce U3JaBa ,,EneKkTpoHHa
peLenTypHa KHI)KKa Ha XpoHUYHO OonHus” kbM HP/] 3a MequnuHCcKuTe AEHHOCTH.

VYcnoBusaTa U pebT 32 Ch3AaBaHE, PETHCTPHUpPAHE M BIMCBaHE HA IIPOMEHH B
€IEKTPOHHA pEHENTypHa KHH)KKa Ha XPOHHYHO OOJNHHMS c€ OCHLIECTBABAT CBHITIACHO
»YKasanua 3a paboma c enexmponna peyenmypra kuudcka (EPK)®, nmyOnukyBaHH Ha
uHTEepHET-cTpanuiiara Ha H30K.

KozoBe Ha cneualHOCTHTE, Ha3HAYABAIIM Tepamus 3a 3a0ossaBanusATa 1o IIpunoxenue
Ne 5, ca mocouenn B [Ipuioxxerne Ne 6 ,,KomoBe Ha 3a0051BaHHATA 10 CITUCHK, ONIPEAEIIEH 110
pena Ha wi. 45, an. 4 330, 1 KOOBE Ha CIENMATHOCTH HA JIEKapH, Ha3HA4aBalll Tepanus
kM HPJI 3a MeTHIIHHCKHUTE ACHHOCTH.

Coriacuo IMpunoxenue Ne 5 xbM HPJl 3a mepuuumnckute neiHocTd — ,,COHCBK Ha
3a60JI9BaHHUA, 32 KOUTO Ce H3/1aBa ,,ENeKTpOHHA pelenTypHa KHIKKA Ha XPOHUYHO OOJHHAS",
HE ce J0IycKa:

a/ na 6wnmar Brmucanu exHoBpeMeHHO MKB-kozmosere 3a aumaber tvm 1 ¥ THI 2, KaTo
MOJKe JIa ce 3aIlHINe caMo eIuH OT KoxoBete Ha pyOpukute E10 mmu E11.

6/ na 6b1e BomcaH noseve oT eauH MKbB-kox ot pyOpukara ,,byno3na enuaepmonusa®;

B/ Ipu BB3HEKHANIA HeoOxoauMoct, MKB-konoBete 3a auabet THI 1 U THI 2, MOXeE J1a
OBbaT MPOMEHEHH B CHOTBETCTBHE C IIPUJIOKEHA METUIIMHCKA JOKYMEHTALHs, IIPEICTaBEHA B
IIY na H3OK. Penbt 3a mpomsana Ha MKbB-kox Ha 3axapeH 1ualbeT € CIeTHUAT:

1. CUMII noxmaBa mortuBupaHo mucMo ao [[upekropa Ha croTBeTHara P3OK, karo
nocoysa nasaute Ha 30J1 1 obcToATENCTBaTa, KOMTO Hajmarat cMaHa Ha MKb-koxna. [Tucmoto
cliefiBa Ja ce MPHIPYKaBa OT MEAUIIMHCKA JOKYMEHTaIUs.

3
(%4 Ykazanua 3a paboma cvc Cnucvk ¢ Meduyurcku usoenus, koumo H30K 3annawa ¢ ycroeusma
’ Ha U36DHOOTHUYHAMA MEOUYUHCKA nomouy 3a 2024 2.

LN



2. lapextopsT Ha chotBeTHaTa P3OK m3npama mucmoto 1o LY Ha H30K, xpaeto ce
U3BBPIIBA €KCIEPTH3a Ha MOJAJCHUTE AOoKyMeHTH. [Ipu omoOpeHue 3a mpomsHara, MKB-
KOOBT C€ IPOMEHS M c€ OTpa3sBa B HamuoHalleH perucTbp pelenTypHH KHIXKKH B
Hnterpupanara uadopmanuonna cucreMa Ha H30K.

I'.2. Ha 30JI moxe na 6na¢e usnanena camo eaqga EPK;

I'.3. ®apmaneBTsT, oTmyckamt MU e mipkeH Ja chmasBa pela H YCIOBHATA 3a
OTIyCKaHE, pa3NUCaHH B CKIIIOUYCHUTE MHAUBUIYTHH JOTOBOPH M HACTOSIIUTE YKA3aHHUA.

II. CHEDM®WYHU U3UCKBAHNS

1. MIPEAIIMCBAHE, OTIIYCKAHE U IIOJIYYABAHE HA TECT-JIEHTH 3A
CAMOKOHTPOJI HA KPbBHATA 3AXAP

A. YciaoBus, HeoOX0ANMH NOKYMEHTH H pel 32 MOJy4aBaHe HA TeCT-JICHTH 3a
CAMOKOHTPOJI.

A.1. YcioBus 3a 0oTy4aBaHe Ha TECT-ICHTH 33 CAMOKOHTPOIL.

A.1.1. 30J1, ¢ moctaBeHa auarHo3a 3axapeH quaber tum 2 (MKB E11.2, E11.3, E11.4,
E115 u E11.9) Ha neyeHwe C HWHCYJIHHH, WMAaT IMpPaBO Ja IIOMy4YaT TECT-JIEHTH 3a
CaMOKOHTpPOJI, MO TMpelieHKa Ha CIENHAINCTa C M3JaBaHETO Ha BTOPOTO E€JIEKTPOHHO
NpeanucaHue.

A.1.2. IIpaBo ma monmy4aBaT TeCT-JICHTH 3a caMOKOHTpona umar Bcuukd 30JI Ha
HHCYJIMHOBO JIEUYEHHE ¢ JUabeT TUN | Wi THI 2, KaKTO CleBa:

a/ npu nedenwe ¢ MHCYIMH - 150 Op. 3a emHa roAMHa, CYMTAHO OT JaTrara Ha
[OJTyYaBaHe;

6/ neua o 19 rogunm - 1100 Op. 3a eqHa roauHa, CYMTAHO OT JaTara Ha MOJIy4YaBaHE;

30JI po 19 romuHM WMaT HpaBo Ha NBJIHHA Opod TECT-NEHTH TOAMIIHO, KOraTo
MpeANHCAHUETO € HAIIPaBEHO MPEH JaTaTa Ha HaBbpINBaHe Ha 19 roaunwy;

B/ 6pemennu - 1100 6p. 3a mepuoga Ha GpeMEHHOCTTA, U3BBH MOJIATallMTeE UM CE 110
HacThIIBaHE HAa OPEMEHHOCTTA,;

r/ nuna Haxg 19 roauHM MNpH HHTEH3HQHIHMPAHO JIEYEHHE C MHCYIHH
(unmensuguyupanama cxema Ha  UHCYIUHOMeEpANUA  GKAIOY6A  NPUNOJCEHUE  HA
6vp300eticmeany UHCYNUH U UHCYIUH CbC CPEOHO NPOOBINCUMENHO UNU NPOOBINCUMENHO
Oeticmeaue) - 450 TecT-NEHTH/TOAUINHO, CYMTAHO OT JaraTa Ha nmomydaBane. OT MOMEHTa Ha
HACTHIIBaHE Ha HOBOTO 00CTOATENCTBO 10 T. ,,r*, 30JI nMa npaBo Ha KOJIMYECTBO TECT-IEHTH
IO TBIHUA pasMep Ha Opos TeCT-JEHTH, MpeJBHICHH B Ta3u Touka /mo0 450 TecT-JIeHTH
FOJUIITHO/ .

KomuyectBara TecT-ieHTH 10 T.A.l1.2. ce MpeANKCBaT U MOTydYaBaT €IHOKpAaTHO 3a 12
Mecena (¢ U3KToYeHHe Ha ciryJauTe 1o Oyksa ,,B*). [1o mpereHka Ha jeKaps U IIpH XKeJTaHHe
OT CTpaHa Ha MaI[MEHTa, ONpEICIICHUAAT OpOi TECT-IEHTH MOXE Jla Ce IPEANHKCBA U I0JTyYaBa
Ha 4 Mecena. TecT-JieHTUTE ce IPEANUCBAT U OTIYCKAT HA IEIM ONaKOBKH.

A.2. HeobxoauMu TOKYMEHTH:

A.2.1. EPK m3nanena ot OINJI, ¢ BnucaHa ChOTBETHA AHArHo3a.

A.2.2. B ciryuait Ha OpeMEHHOCT C€ MPEACTABAT JOMBJIHATENHO CICIHUTE JOKYMEHTH:

- U3BaJIKa OT IMCIIAHCEPHOTO aocue, m3maneHa ot HabmomaBamus CHUMII (axymep-
THHEKOJIOT) M CHAbpIKAllla: KpaTka aHaMHe3a Ha 3a00NsBaHETO, CPOK Ha OpeMEHHOCTTa,
TEpMHH Ha paXKIaHe, KOMHAe OT KapTa 3a NpoQIakTHKa Ha OpEMEHHOCTTA.

B ciyudait, ye OpeMeHHOCTTa ce HaOIomaBa OT aKymIep-THHEKOJIOT, HepaboTem o
noroBop ¢ H30K, ce mpexacraes “Menununacko HanpasieHue (01. M3 119) ceappikaino cpok
Ha OpEMEHHOCTTa, TEPMHUH Ha pakHaHe, KOIKE OT KapTa 3a poduiakTika Ha OpeMEHHOCTTA .
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A.3. IIpennucBane Ha TECT - JICHTH 32 CAMOKOHTPOJL.

IIpaBo na mpeanucBaT TecT JICHTH 3a CaMOKOHTPOJ HMAaT EHAOKPHHOJIOT/IETCKH
enpokpusosor uii OIUI, paboremu o gorosop ¢ H30K.

Enpoxpunonorst/nerckuar enpokpunoior wid OIUl e 3ambibkeH 1a pa3scHsSBa
HEe0OXOJMMOCTTA OT IIPOBEXAaHe HAa CAMOKOHTPOJI Ha AUCHaHcepu3npanuTte mp Hero 30J1 u
Ia i o0y4aBa 3a HAUWHA Ha IPOBEXKAAHETO MY.

AJ3.1. IlpenmucBaHe Ha TECT-IEHTH 3a CAaMOKOHTPOJ C€ H3BBpIIBA  OT
€HIOKpHHOOI/ NeTcku eHnokpunojor wiu OITJI, ko#To npu BCAKO NpeAnrCBaHe:

- H3[aBa €JEKTPOHHO mpeamucanue, karto 3a ,.,Kox H30K” Bmucea xom WT001 3a
CBHOTBETHOTO MEIWIMHCKO H3eNHe H OoTOeNsA3Ba, Y€ MPEANUCAHHETO € ,,[CHEPHYHO
3amecTBaHe . C IUTHUpaHUA HAUMH Ha NPEINHUCBAHE CE YKa3Ba, Ye MPEIIMUCAHAETO Kacae caMo
»1eCT-IEHTH", 6€3 Ia yka3Ba KOHKPETHO TBPrOBCKO HAWMEHOBAHME HA TECT-JICHTHTE.
N360pbT Ha KOHKPETHO THPrOBCKO HauMeHoBaHue ce mpaBu oT 30JI B oTmyckamara anTexa.

A.3.2. U31aBa eneKTpOHHO MpeIuCcaHue 3a TECT JIEHTH CaMo 3a aKTHBHH, KbM Jlarara
Ha npeanucaane, quarsosu B EPK.

A.3.3. U3naBaneTo Ha €IEKTPOHHO NpEINHCAHHE 3a TECT-JICHTH 3a CaMOKOHTPOI Ce
H3BHPINBA B KOJIMYECTBA, CPOKOBE U pell, TOCOYEHH B T. A.1.2.

A.3.4. Ot narata Ha 3aBepka Ha BatuAeH [IpOTOKON 3a CEH30pH 3a IMPOIBIDKUTEIIHO
u3MepBaHe Ha HMBOTO Ha rimoko3ara, OITJI HaMa npaBo ma mpeAmucBa M TECT-IEHTH 3a
CaMOKOHTpOJ1 Ha KpbBHaTa 3axap Ha 30JI. He ce momycka my6GimpaHe Ha €lIE€KTPOHHO
NpEeINUCaHAe 3a TECT-IEHTH 3a CaMOKOHTPOJ Ha KpBbBHaTa 3axap CbC CEH30pH 3a
IPOIBDKUTENTHO U3MEPBaHE Ha HUBOTO Ha ITIOK03ara.

b. OTnyckaHe Ha TeCT-JIGHTH 32 CAMOKOHTPOJI

Tect-7IeHTH 3a CaMOKOHTpOJ ce€ OTIYCKAaT OT anTekd, ckmouymwm jgorosop ¢ H30K u
OIIpE/IENICHH 3a U3BBPIIBAHE Ha ICHHOCTTA.

B.1. OtriyckaHe Ha TecT-JIeHTH 32 camoKoHTpo:1 Ha 30J1.

b.1.1. Cnex wu30opa OT mnalHeHTa Ha KOHKPETHO TBHPrOBCKO HaMMEHOBaHME,
(apManeBThT H3MBJHABA EJIEKTPOHHOTO MpeINuCaHhe KaTo BIHCBAa CHOTBETHHA ,,Kox
H30K* Ha u30paHOTO METUIIMHCKO H3AEIHE.

b.1.2. M3nbnHsABa ce €EKTPOHHO MPEANHCAHUE 3@ TECT JICHTH CaMO 32 aKTHBHH, KbM
JlaTaTa Ha H3NbJIHeHue, nuardos3n B EPK.

B.2. Ilpu otmyckaHe Ha TecT-TeHTH 3a caMokoHTpos, Ha 3OJI cinenBa nma Owae
mpenocTaBeH Oe3mIaTHO amapaT 3a H3MepBaHE Ha KpbBHA 3axap C IpHAPYXKaBally
aKkcecoapu/y0oxaanmo yCTpouCcTBO, KakTo U Opoil Uriy, KOWTO € paBeH Ha Opos TECT-JIEHTH,
MOCOYEHH B T. A.1.2.

ITpoxyxtute mo T. B.2. ce mpeaocTaBAT Ha OTIyCKallaTa anrteka oT ¢pupMara-3asBHTE]l,
nocoyeHa B koimoHa Ne 7 Ha CnuchbKa, 3a€[JHO C TECT-JICHTHTE 3a caMOKoHTpox. Ilpu
BB3HHKBaHe Ha mpoOJyieMu npu paboTa ¢ anapara 3a ©3MepBaHe Ha KpbBHa 3axap, 30JI cinensa
Ja ce oOphIna KbM upMarTa-3asBUTEI, Upe3 OTIycKammara anTteka. Hos anapar 3a u3mepBane
Ha KpbBHA 3aXap ce MpeI0CTaBs [Ipd HEOTCTpaHUMa [TOBpEla Ha BEYe OTIIyCHATHS.

b.3. Koraro HaiMyHHTE B anTeKara TECT-JIEHTH Ca C OCTaThYeH CPOK Ha TOJHOCT IIO-
Mairbk OT 12 Mecena, To (hapMaleBTHT MOXE Ja OTIyCHE MO-MallbK OpO# OT NpeANMCaHuTE,
kato B EPK ce renepupa uHpopMaIus 3a TOYHOTO OTILyCHATO KOJIMYECTBO. B To3M cityyait Ha
30JI moxe na ObIe W3JaJCHO/H3MBIHEHO HOBO €JIEKTPOHHO IPEAIMCAHME 3@ OCTaThYHMS
Opoit TeCT-IEHTH, IPead U3THYAHE HA CHOTBETHHUS CPOK.
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2. IPEIIUCBAHE, OTITYCKAHE U IIOJTYYABAHE HA MEJMIIMHCKH
M3JEJIUA 3A TIPUJIAT'AHE C HHCYJIMHOBA IIOMITA

A. YciaoBusi, He00X0XHMMH JOKYMEHTH M peJl 3a NOJy4YaBaHe HA HHPY3HOHEH CeT U
HHCYJIHHOB pe3epBoap.

A.1. YcnoBus 3a noiny4aBaHe

A.1.1. IIpaBo nma momydaBaT WH(GY3HOHEH CET M MHCYJIHHOB pE3€pBOAp MMaT BCHYKH
30J1, ¢ mocraBena mauarHosa 3axaped muaber tun 1 (MKB E10.2, E10.3, E10.4, E10.5 u
E10.9) u oTroBapsiy Ha MEIMIMHCKH KpUTEpHH, mocoueHH B ,HM3uckBanmsa Ha H3O0K 3a
IpeINrCBaHe HA MEIUIIMHCKH M3JIETHS 32 NPUJIOXKEHHE C HHCYIMHOBH IIOMIIM M CEH30DH 32
IPOIBIDKUTEIHO MOHHTOPHpaHe Ha HHBOTO Ha IJIIOKO3aTa IPH 3axapeH auaber tvn 1 B
n3BbHOOMHHYHATa oMol (M3ucKBaHUATA).

A.2. HeoOxonuMu JOKYMEHTH:

A.2.1. EPK na 30JI ¢ BnucaHa chOTBETHATA JHArHo3a U e-IpOTOKOJI, U3aJIeH 110 pena
Ha M3uckBanudra.

A.2.2. B ciryvaii Ha GpeMEHHOCT Ce IPECTaBAT AONBbIHUTEIHO CIICAHUTE TOKYMEHTH:

- W3BaJKa OT JMCIOAHCEPHOTO nocHMe, HW3gafeHa oT HabmopaBamms CHMII
(akyLIep-THHEKOJIOT) H ChIOBPXKAIa: KpaTka aHaMHe3a Ha 3a00/MBaHETO, CPOK Ha
OGpEMEHHOCTTa, TEPMUH HA paXkJaHe, KOMMe OT KapTa 3a NpoHIaKTHKa Ha GPEMEHHOCTTA,
MeIMIMHCKA JOKyMEHTaIMs 3a POBEX/IaHe Ha IPOIIeAypa 3a 3a0peMEHABaHE HHBUTPO.

B ciyyaii, 9y¢ GpeMEHHOCTTa Ce HaONIOJaBa OT aKyMIep-THHEKOJIor, HepaGoTell o
norosop ¢ H30K, ce mpencrass “Menuuunncko Hanpasienue (61. M3 119) ceaspixaio cpok
Ha GpPEMEHHOCTTa, TEPMHH Ha paXaaHe, KOIHE OT KapTa 3a NpoQHIakTHKa Ha OPEMEHHOCTTa
U JIp. MEAUIIMHCKA JOKYMEHTALH .

A.3. IIpennucBane Ha HHQY3UOHEH CET M HHCYJIHHOB Pe3€pBOAp.

A.3.1. Y3naBade Ha MPOTOKOJI CE W3BHPINBA CHINIACHO MI3UCKBaHHSATA.

EnexTpoHHH NpeANMCaHus Ce M3/aBaT Bb3 0CHOBa Ha 3aBepeHH B P3OK e-mporokomm.

A.3.2.1. 3a uH}Yy3HOHEH ceT M MHCYIHHOB pe3epBoap, H30K 3amnama 3a mepuon ot
eIMH Mecel HHAMBHIyanHaTa 3a Bceku 30J1 komOuHamus, Ha cToiHOCT 110 259.00 JB.

A.4. VIH(DYy3HOHEH CET M MHCYJIMHOB Ppe3epBoap ce OTIMYCKaT Mo oOIMs el OT anTekH,
cxmoumy porosop ¢ H30K u onpesieneny 3a H3BbPIIBAaHE HA ACHHOCTTA.

3. IPEAIIMCBAHE, OTIIYCKAHE U IIOJYYABAHE HA CEH30PH 3A
IPOABJIKUTEJIHO U3MEPBAHE HA HUBOTO HA I''TIOKO3ATA

A. YcaoBusi, HeoOXOAMMH JOKYMEHTH H pel 3a IoJyYaBaHe Ha CEH30pH 3a
NpPOABL/KHATETHO H3MEePBaHe Ha HABOTO HA IJII0K03aTa.

A.1. YcroBus 3a noixy4yaBaHe

A.1.1. TIpaBo na moOy4YaBaT CEH30pPH 3a MPOABDKHTETHO H3MEPBAHE Ha HUBOTO Ha
rmoko3ara umar Bewukd 30J1, ¢ mocTaBeHa auarHosa 3axapes amaber tun 1 (MKb E10.2,
E10.3, E10.4, E10.5 u E10.9) mo mpeneHKa Ha CEHalIM3HpaH KOMUCHH B CBOTBETCTBHE C
KPUTEpHHTE, NOCOYeHH B yTBbpreHure ,M3mcksanums Ha H3OK 3a mpennuceane Ha
MEIUIUHCKY M3/IeMs 33 IPHIOKEHHE C MHCYIHHOBH IIOMIIM M CEH30PH 32 MPOABIDKHUTEIIHO
MOHHTOpHpaHe Ha HHBOTO Ha IVIIOKO3aTa NPH 3axapeH AuabeT Tun | B M3BBHOONHMYHATA
nomoin* (M3uckBaHUATA).

A.2. Heob6xonuMu JTOKYMEHTH:

A.2.1. EPK na 30JI ¢ BrucaHa ChOTBETHATA AWArHo3a M €-IIPOTOKOJI, U3JIaJICH MO pela
Ha M3uckBanuira.

A.2.2. B ciyuyait Ha GpEeMEHHOCT ce IPEICTABAT NOMBIHATEHO CIICAHUTE JIOKYMCHTH:
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- H3BaJIKa OT MHUCIIAHCEPHOTO JOCHe, H3AaacHa oT HabmomaBamus CHMII
(aKyIep-rHHEKONOT) M ChIbpXKAlla: KpaTKa aHaMHe3a Ha 3a00JABaHETO, CPOK Ha
OpEMEHHOCTTa, TEPMHH Ha paXk[aHe, KOIHE OT KapTa 3a NMPOoQMIAKTHKA Ha OPeMEHHOCTTA,
MEIHUIIHHCKA JOKYMEHTALKA 3a IPOBEXKAaHe Ha poNeaypa 3a 3a0peMeHsIBaHe HHBHTPO.

B cnyuaii, ye 6pemeHHOCTTa ce HabioaBa OT aKyIIep-THHEKOJIOT, HepaboTel II0
norosop ¢ H30K, ce npencrass “MenumuHcko Hanpasnerue (6:1. M3 119) chabpixkaino cpok
Ha OPEMEHHOCTTa, TEPMHH Ha pakAaHe, KOMKe OT KapTa 3a MpoQHIaKTHKA Ha GPEMEHHOCTTA
U JIp. MEUIIAHCKA JOKYMEHTAIIHA .

A.3. IlpennucBaHe Ha CEH30pH 3a NPONB/DKMTEIHO H3MEPBaHE HA HHBOTO Ha
IJIFOKO3aTa:

A.3.1. 3naBaHe Ha e-IPOTOKOJI Ce M3BBPIIBA ChITIaCHO M3KCKBaHHSTA.

A.3.2. Ilpu u3naBaHe Ha €-IIPOTOKOJ 33 CEH30PH 3a MPOAB/DKUTEIHO MOHHTOPHPAHE HA
HHMBOTO Ha IIIOKO3aTa IpH 3axapeH aualeT THO 1, cenuaM3upaHUTe KOMHCHH B JIE4eOHH
3aBeflcHUS 3a 60JHUYHA oMo, onpeeneHd B M3uckBanusiTa, ciie/jBa a ce HHPOPMHUpPAT OT
[IalMEHTa 3a JIaTaTa Ha IOCJIETHOTO OTIyCKaHEe Ha TECT-JICHTH 3a CAMOKOHTPOJ Ha KphBHATa
3axap. He ce nomycka npeanucBaHeTo ¢ MPOTOKOJ HAa CEH30PH 3a MPOIB/DKHTETHO H3MEPBAHE
Ha HUBOTO Ha INII0K03aTa, 3a MEPHOJa, 32 KOWTO UMa MIPEANHCAaHH U OTIIyCHATH TECT-JICHTH 3a
CaMOKOHTPOJI Ha KpbBHATA 3axap.

IlepuonbT Ha elicTBHE Ha €-IPOTOKOJIA € HEOOXOIMMO Ja € ChoOpa3eH ¢ TepaneBTHYCH
UKBI OT eauH Mecen (30 xum).

A.3.3. EnexTpoHHH NpeNUCaHus 332 CEH30PH 3a MPOIB/DKUTEHO H3MEPBaHE HA HUBOTO
Ha IJII0KO3aTa IpH 3axapeH auaber Tun 1 ce m3gaBar Bb3 ocHOBa Ha 3aBepeHH B P30K e-
nporokoym. Crex u3aBaHe U yTBbpXKAaBaHe Ha e-IIpoTokoI 3a ceH30pHu 3a MPOIBIDKHTETHO
u3MepBaHe Ha HHMBOTO Ha rmoko3ara, OITJI Hsama mpaBo na mpeAmucBa TECT-IEHTH 3a
CaMOKOHTpOJ Ha KpbBHara 3axap Ha cbmoro 30JI. He ce nomycka nybnupase Ha €JI€KTPOHHO
OpeINHCaHHEe 3a TECT-ICHTH 3a CaMOKOHTPOJN Ha KpbBHaTa 3axap ChC CEH30pH 3a
IPOIBDKHTEITHO U3MEPBaHE HA HUBOTO HA IIIOKO3AaTa.

A.3.4 3a ceH3opH 3a IMPOAB/DKHTEIHO W3MEpBaHe Ha HHUBOTO Ha rimoko3ata, H30K
3aIUiala 3a nepuox ot exuH Mecer 1o 260,00 1B.

A.3.5 Cen3opu 3a MPOABDKUTEIHO U3MEPBAaHE HAa HMBOTO Ha TIIIOKO3aTa CE€ OTIIyCKaT
1o obmua pex ot antekd, ckmouman goroBop ¢ H30K u onpeneneHu 3a M3BbpIIBaHE Ha
JIeHHoCTTA.

Ilpu mBpBOTO OTMycKaHe Ha W3menusara, Ha 30JI crenBa ma ObOaT MpenOCTaBEHH
Oe3mIaTHO dveTnHTe (TPAHCMHTEPUTE) 3a CEH30pHTE, KakTO M HeoOxomumus Opoi
JOTBJIHATETHHA CEH30PH, JOCTAaThYHH Ja MOKpuAT Hyxaute Ha 30JI 3a meprona Ha JIeHCTBHE
Ha IIporokona. ChImuTe Ce MpEeJOCTAaBAT Ha OTIIyCKaIara amreka oT (upmara-3asBHTEI,
nocodeHa B kosioHa Ne 7 Ha Crinceka.

JIObIHATETHUAT OpOit CEH30PH Ce NPENOCTaBs B CIIyJauTe, KOraro 6posT npeanucanu
CEH30pH He MOKPHBA MEPHOa OT €AUH MECELL.

4. IPEAIMUCBAHE, OTIIYCKAHE U INOJYYABAHE HA MEJUIUHCKH
M3AE/JINA UHTEPMUTEHTHU KATETPH.

A. YciaoBusi, He00X0AMMH JOKYMEHTH H pel 3a NpeANHCBaHe HA MeIMIHHCKH
H3/IeJIMA HHTEPMHTEHTHH KaTEeTPH.

A.1. YcnoBus 3a nomy4aBaHe Ha HHTEPMUTEHTHH KaTE€TPH:

IIpaBo jma moy4yaBaT MEAMIIMHCKH H3JENUS WHTEPMHUTCHTHH KaT€TPH MMaT BCHYKH
30JI, ¢ mocraBeHa guarHo3a ¢ Kox mo MKB 10 Z46.6 - Ilpo6a u HarnacsHe Ha
IPHUCIIOCOONICHHE 3a OTHENIsAHE HA ypuHa (BHB Bpb3ka ¢ amarHo3u Q64.1 ,Excrpodus Ha
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nukoynus Mexyp“ u QO0S._ ,,Spina bifida“, ¢ xoiito u na e xox ot pyOpukara. Kem Z46.6 na
npucscrBa noHe equH MKD xox Ha 3a0onsBaHe OT TIOCOYECHUTE).

A.2. HeoOxoauMu TIOKYMEHTH:

EPK na 30JI ¢ BmucaHa ChOTBETHAaTa OWarHo3a Ha 0a3a M3JaJieHa €MHKpH3a OT
O0JIHMYHO JieueOHO 3aBe/IEHHE.

A.3. IlpeanucBane Ha MEUIIMHCKA U3IETHS UHTEPMUTEHTHH KaTECTpPH:

A.3.1 IlpaBo na HazHawaBa MU uma ypouor, pabotern no gorosop ¢ H3OK. IlpaBo na
npeanucBat MU umar yposor, wm OILI, pa6oremmm mo gorosop ¢ H30K/P3OK. Emnxpuza
oT GOJHMYHO JieueOHO 3aBeIeHHE C HE TTOBeYe OT 6 Mecela IaBHOCT ¢ Ha3Ha4eHu B Hes MU e
ocHoBaHue 3a mpeamucBaneTo uM oT OILI (3amecTBa KOHCydTamUs OT CHELHAIMCT IIPH
IIbPBOHAYATHO MPE/IMMCBaHE WM TaKaBa, Bh3HUKHAJIA NIPH HEOOXOAMMOCT MOpaJy MpoMsHA
Ha CBCTOSHMETO WIM JApyra npuuyuHa). Komme oOT MeOMIMHCKara JOKyMEHTallHs,
yJIOCTOBEpsBaIa HEOOXOAUMOCTTa OT MEIUIHHCKHUTE U3/ICIHs CE€ ChbXPaHsABa OT M3aBallys
eNeKTpoHHOTO npeanucanne UMIIL.

A.3.1.1. 3a untepmurenTHH Karerpu, H30K 3amnama u3znenus Ha croiiHocT 10 72.00
JIB. 32 HEPHOJ OT €IUH MECEII.

A.3.1.2. IIpemnucsanero Ha MU, crnenpa ma ce m3pbpmiBa 1o BUA U Opoi cropen
WHIUBAIY ATHATE HYX U U notpedHoctr Ha 30J1.

A.4. MequMuUHCKHTE H3JIEIHA C€ OTIyCKaT mo oOLMs peX OT alTeKH, CKIIOYHIH
noroBop ¢ H30K u onpezeneny 3a U3BbpIIBAHE HA JEHHOCTTA.

5. IPEAIMCBAHE, OTIIYCKAHE U IIOJIYYABAHE HA MEJUIUHCKHA
M3JEJIVA 3A CTOMHUPAHHU BOJIHA

A. YcaoBusi, HeoOX0QHUMH TOKYMEHTH H pel 3a NPEANHCBAHE HA MEIHIHHCKH
H3/1eJIAS 32 CTOMHPaHH 00JIHH.

A.1. YcnoBus 3a nojxy4aBaHe:

IIpaBo nga mosyuyaBaT MequIMHCKH u3jenus uMar Bcuuku 30JI, ¢ u3BeneHa eqHa Ui
moBeyYe:

- uneoctoma /743.2/;

- xosioctoma /Z43.3/;

- nuctocToMa/Z43.5/;

- Jpyr H3KyCTBEH OTBOpP Ha MHKOYHHTE IBTHIIA — HE(PPOCTOMA, YpEeTEpOCTOMa,
yperpoctoma /Z43.6/.

A.2. Heob6xoauMu TOKYMEHTH:

EPK Ha 30JI ¢ BmmcaHa ChOTBETHATa JWar€oza Ha 0a3za M3JajcHa €NMKpH3a OT
GOJHMYHO J1Ie4eOHO 3aBENCHHE.

A.3. TlpeqnucBane Ha MEUIMHCKY W3EITHS 32 CTOMHPAHH OOJIHH:

A.3.1 IlpaBo na mpemmucBar MU umar xupypr, yposnor wm OILI, paboremm mo
moroBop ¢ H30K/P30K. Enukpuza oT GOnHHYHO Je4eOHO 3aBelieHHE C HE MOBEYE OT 6
Mecela JaBHOCT ¢ HasHaueHH B Hed MU e ocHoBamme 3a mpexmucBaneTo uM ot OILJI
(3aMecTBa KOHCYJNTAllMs OT CHEUMAIACT NPH ITbPBOHAYAIHO MPEIIHCBAaHEC HIIM TaKasa,
BB3HHKHAJIA IIPY HEOOXOOMMOCT MOpaiy NMPOMSHA HAa CHCTOAHHETO WM Jpyra IPHYHHA).
Komue OT eMMKpH3aTa ce ChXpaHsABa OT M3/aBalius eNeKTPOHHOTO mpeanucanue UMIL

A3.1.1. 3a MU, npenHasHaueHH 3a mieoctoMa H kojoctoma, H3OK 3amnama
MHIMBHIyanHaTa 3a Beekd 30J1 komOuHamus oT m3zenus Ha ctoinocT o 300.00 1B, 32
MIEPHOJT OT €IUH Mecell 3a 1 cToMa.

A3.1.2. 3a MU, npenHazHauyeHH 3a LHCTOCTOMAa M JpPyr M3KYCTBCH OTBOp Ha
nukounnte meTHIa, H3OK 3annama waamsBumyanHara 3a Bcekn 30JI komOuHamms ot
H3/eNHs Ha cToiHoCT 70 350.00 JiB., 32 IEpHOX OT €AMH Mecell 3a 1 cToma.
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A.3.1.3. Ilpeanucsanero Ha MU 3a croMupanu GOJIHH, Clie/iBa [a C€ W3BHPINBA [0 BHJ
u Opoil cmopen HMHAMBHAYaTHWTe HyXau u mnorpeGHocte Ha 30JI (pasmep u 6ud ua
cmomama, nepuooa cieo U3eedCOanemo U, KOXCHA YY8CMBUMENHOC, CeKpeyus, 08U2amenna
aKmueHoCm, 8b3pacm u np.).

A.4. MennuuHCKATE M3NENMS 32 CTOMHpAaHH OOJIHH Ce OTIyCKaT MO OOIUs pel OT
anTteku, ckmoury gorosop ¢ H30K u onpenenenn 3a u3BbpiiBaHe Ha A€HHOCTTA.

6. IIPEAIIMCBAHE, OTITYCKAHE " IIOJIYYABAHE HA MEJIUIIUHCKHA
N3AEJIMSA 3A TIAIIMEHTU C BYJIO3HA ENIUAEPMOJIN3A

A. YcnoBusi, He00X0AMMH AOKYMEHTH M pel 332 NPEANHCBAHE HA MEIHIIHHCKH
n3esus 3a Bynozna enanepmosinza

A.1. YcnoBus 3a mojry4yaBaHe:

IIpaBo na nomyvaBar MexunuHacKE u3nenus umat Beuwdku 30J1, ¢ mokasaHo 3abossiBane
¢ MKB xox:

- Q81.0 — ,,Emmnepmonu3uc Oyno3a CHMIUIEKC” - JIOKAIH3UpaHa U TeHEpATH3HpaHa
$opma;

- Q81.1 — , Enunepmonu3zuc 6yino3a eramuc’;

- Q81.2 — ,Enunepmommsuc 6yno3a aucrpoduka“ - JOKaTM3UpaHa U TeHEpATU3HpaHa
¢dopma.

A.2. HeoOxoauMu TOKYMEHTH:

EPK na 30JI ¢ BnucaHa chOTBETHaTa AMAarHo3a M e-IPOTOKOJ, M3JaJeH MO pela Ha
,»VI3UCKBaHHUA 3a NPEANICBAHE U OTIYCKaHE HAa MEUIIMHCKY M3JeNHs 3a jjeueHue Ha byno3na
enuAepMOon3a B H3BbHOOMHHYHATa oMot (U3uckBanusTa).

A.3. IlpennucBane Ha MEJUIIUHCKY W3ICTHSA:

A.3.1. U3naBaHe Ha e-IpOTOKOJI C€ U3BBPIIBA CHIIIACHO M3HCKBaHUATA.

B e-mpotokona 3aasmkutenHo ce BnucBa ocBeH MKb-konma u ¢popmara Ha npoTHyane
Ha 3a00J1BaHETO.

EnekTpoHHH mpeANMCaHUs ce U3aBaT B3 0cHOBA Ha 3aBepeHH B P30K e-npoTtokomm.

A3.2. 3a memumuucku wu3nemus, H30K 3amnama 3a mepuox OT eOuH Mecel]
aHmBHAyanHaTa 3a Beceku 30JI koMOMHAIUA OT MEIUIMHCKH H3JETHS, B 3aBHCHUMOCT OT
JMarHosata u ¢OpMara Ha IPOTHYAHETO 1, HA CTOHHOCT JI0:

- 32 Q81.0 - noxamm3upana ¢popma - 10 132.00 nB.;

- 32 Q81.0 - reHepanu3mpana ¢popma wi 3a Q81.2 - mokanmusupana gpopma - 10 924.00
JB.;

- 3a Q81.2 - reHepanu3upana ¢popma wia 3a Q81.1 - mo 1849.00 xs.

A.3.3. IIpeanucBaneTo Ha METUIMHCKA M3JENHs, CJIEBa Jla CE€ M3BBPIIBA IO BHJ U
Opoii criopel HHANBHIYATHUTE Hy X4 1 noTpe6HocTH Ha 30JL

A.4. MenMIUHCKHATE HM3JENUA CE€ OTIyCKaT mo oOImMs pel OT anTeKH, CKIIOYMIA
noroBop ¢ H30K u onpeznenenu 3a u3BbpiiBaHe Ha JEHHOCTTA.

II1. IIPABA " 3AABJI’KEHUSA HA 3IPABHOOCHI'YPEHMTE JIMIIA

1. 3npaBHOOCHTYpeHHTE JHMIa MMaT mpaBO Oa moidyd4aBaT MM oT chuceka Che
3a00JisIBaHMsl, ChCTABEH MO peAa Ha wi. 45, an.4 ot 3akoHa 3a 3IpaBHOTO OCHIypsIBaHE.

2. 3npaBHOOCHTYpPEHHTE MIAa HMAT I[pPaBO Ja H3UCKBAT OT M3IBIHUTEIHTE HA
MeIMIIMHCKa HoMmoml HHGopmamus OTHOCHO BcHYkH MM mno oTHomeHHme Ha TAXHOTO
U3I0JI3BaHe, Bh3MOXKHA AJITEPHATHBA IPH YaCTUYHO 3alUIalllaHEe MM IPH HAIXBBPIITHE Ha
JIFMHATA.
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3. 31paBHOOCHTYPEHHTE JIMIa HAMAT MPaBO Ja M3UCKBAT MOAMSHA HA IPEINHCAHUTE
MM B antekara.

4. 30paBHOOCHIYpeHHTE JHMIA Ca JUIBXHH Jia CBbXpaHsBaT H  HM3IOM3BaT
NPEIOCTABCHUTE HM amapaTd 3a HM3MEpBaHE Ha KpbBHA 3axap, YETOW 3a CEH30pH 3a
MPOABDKUTETHO H3MEPBaHE Ha HUBOTO Ha ITIIOKO3aTa WM HHCYJIMHOBH IOMIIH, CHITIACHO
HHCTPYKIHATA 32 yNIOTpeOa Ha MPON3BOAUTES.

IIPEXOJTHU U 3AK/IIOYUTEJIHMU PA3SIIOPE/IBH

§ 1. Hacrosmure Yxazanus ce uzgaBat ocHoBanue wi. 166 ot Hapen6a Ne 10 ot 2009
I. 3@ YCJIOBMATA, pella, MEXaHM3Ma M KpHUTEpPUHTE 3a 3amamaHe oT HarpmoHanHara
3paBHOOCHI'YPHTEIIHA Kaca Ha JIEKapCTBEHH MPOIYKTH, MEAUIIMHCKH H3JIEIUA U HA JUETHYHH
XpaHH 3a CHCHUAIHA MEIMIMHCKM LEJId M Ha IOMOIIHH CpEICTBA, MPHCIIOCOOJIECHHS,
CHOPBXKEHHS M MEIULUHCKU M3JIETIHA 32 XOpaTa C YBPEXIaHHUS, JOrOBapssHE Ha OTCTHIKH U
BB3CTAaHOBSBAaHE Ha IIPEBUIICHUTE CPEICTBA NpH MpWIAraHe Ha MEXaHW3bM, TapaHTHpAII
IpeABUAMMOCT M YycToiumBocT Ha Oromikera Ha H30K um un4l, an2 or HPJ| 3a
MEIMLIMHCKUTE AciiHOCTH Mexay HaumonanHata 3apaBHOOCHTYpHTENHA Kaca M beirapckus
JIEKapCKH CHIO3.

§ 2. Undopmanus 3a amrtexn, ckmoumntn goroop ¢ H3OK 3a ormyckame Ha
MEIMLIMHCKHA M3J€IMs € HajJiyHa Ha uHTepHeT-cTpanumata Ha H3OK, B pyOpuka
»»EJEKTPOHHH YCIYTH", noApyOpuKa ,, I'bpceHe Ha JOTOBOpPHH NapTHHOPHU U A€HHOCTH .

§ 3. B cmyuait uye ,JllpoToxon 3a mpeamucBaHe Ha JIEKapCTBa, 3alUIAll[aHH OT
H30K/P30K* e m3maneH mo ejneKTpOHEH IBT, B anTeKara He ce MpEACTaBd OpUTHHAI Ha
[TpoToxos Ha XapTHEH HOCHTEIL.

§ 4. U3panenute U yTBBpAEHH Ha XapTHEH Hocutel ,,lIpoTokonu 3a mpeanucBaHe Ha
nekapcTBa, 3amiamand oT H30K/P3OK* ce u3nmbiHABAT M0 JOCETAIIHASA pejl 0 H3THYAHE Ha

CpOKa Ha TsXHaTa BaJIMHOCT.

§ 5. Hacrosmure Yxazanus ormeHar Ykasanus Ne PJ[-16-8/30.01.2023 r.
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