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YKA3ZAHHAA OTHOCHO PEJA 3A IIPEAITMCBAHE H OTITYCKAHE HA
MEJHITHHCKHA H3AEJIHA OT CTIMCHKA C MEJHIMHCKH N3AEJINA ITO
I'PYIIH, KOUTO H30K 3AILIAINA B YCJIOBUATA HA H3BbHBOJTHHYHATA
MEJIUITHHCKA IOMOIII, A CTOMHOCTTA, J0 KOSATO H30K 3AILTAIIA 3A
BCAKA T'PYIIA
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I. OBIIH HOJOXKEHHUA

A. CTpYKTypa Ha COBCBHKA ¢ METUIIMHCKE U34eNHA 1o rpynH, kouto H30K samnama
B YCIOBHATA Ha H3BLHOONHMYHATA MEIAMIMHCKA IIOMOIN, H cTodHocTTra, Koato H30K
3amama 3a Begka rpyna (Couchbxa):

CouceksT ¢ MemuHCKH H3nenus (MH) Ha H3OK ceaspixa cnenHuTe NaHHH:

- konoHa Ne 1 — , I'pyna” — chIbpika HAHMEHOBaHHE Ha rpynara Ha MU,

- koynona Ne 2 —, Tloarpyna” ~ chAbpa HaWMEHOBaHHE Ha noArpynara Ha MU;

- KoJioHa Ne 3 — | I'pyna no TeXHHYeCKH H3HCKBAHHA'*

- konoHa Ne 4 — Kojg H30K” — chaspika OykBeHO-TIH(POB Kof, KoHTO ce BIIHCBA OT
IpeNIIUCBALINA IEKap/OTHyCKAIMA Mar, (JapManeBT B €1EKTPOHHOTO NPEINUCaHHE;

- komoHAa Ne § — | THProRCcKO HAWMEHOBAHHE HA MPOAYKTa — CBABLPXKA THPIOBCKOTO
HaWMEHOBaHHE Ha BCEKH IPOAYKT, ¢ KOETO TOM ¢ paspelleH 3a ynotpeba B cTpaHara;

- KoJjioHa N2 6 — mocoYeH e MPOU3BOIUTENIT Ha CHOTBETHOTO MU;

- kojToHa Ne 7 — mocodcHa ¢ hupMaTa, KOATO € 3agBuiia cboTBeTHOTO MHU;

- xoJj0Ha Ne 8 — mocouenn ca hopMata 1 BUIBT HA IPOAYKTA;
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- KoJI0HA Nt 9 — 03HAYEHO € KOIMYECTBOTO/pasMepa Ha IPOAyKTa;

- koJoHa Ne 10 — oxoHUAaTEIHA ONIAKOBKa;

-Kkoaoaa Ne 11 - mocousa croiinoctra, o kKosTo H30K 3ammama cBHOTBETHOTO
H3JIETTHE;

- KoaoHa Ne 12 — nocodeH e kon-unenTuduxarop Ha MU;

- koxoma Ne 13 — mocogeHH ca KaTamoXKHATe HoMepa Ha MU,

- koyiona Ne 14 — [ VCiIOBHS M pell 3a IIpe/iIHCBaHe H NIOTydaBaHe” - OTOEILI3aHH ¢4

Haif-o0mHTe yCnoBHA, IpH KOUTO ce mpenmucBaT MH: 3abonasannsra (kox no MKb X

PEBM3MA), 3a@ KOWTO C€ TPENNHCBAT KOHKPETHHUTE NPOIYKTH CBIVIACHO CHHCDBKE,

ChCTaBEH IO pejia Ha 4i. 45, ai. 4 oT 3aKoHa 3a 3ApaBHOTO OCUTypABalic.

b. [IpeanucBane Ha MEAALMHCKH A3ATHA

b.1. OcHOBEM H3HCKBaHMA IPU NpeanucaHe Ha MH:

b.1.1. {Ipexmrcaneto Ha MU ce W3BBpImMBa NpU cna3BaHe Ha YCIOBHUATA, IIOCOYECHH B
Hanmonannuss paMKoB [AOroBOp 3a MeQWLUMHCKHTE JeiiHocTH Mexuny Haumonannara
3IPABHOOCHI'YPUTENHA Kaca B Bbarapckus nexapcku Chpio3, MPHIIOKHM IIpE3 ChOTBETHATA
roguHa (HPJl 3a MemunmHCKHTE AECHHOCTH), KakTo # cbhbobpasno cxmodeHus or MMII
HHHBUAYaneH 1oToBop ¢ H30K # JONBIHUTEIHUTE CIIOPa3yMEHHS KbM HETO.

B.1.2. Ha efHO eNeKTPOHHO TIPEATHCAHEE Ce TIPEANMUCBAT A0 TpH Lpojaykra (MH).

b.1.3. MeaunuucKuTe M3ACNHA C€ NpeIIMCcBaT caMO 3a Te3H 3a00NABaHMs, YHHTO
MKB-xonoBe ca nocouerH B KorioHa Ne 14 ot Cmmcska.

b.1.4. He ce nmomycka 3a nedennero Ha enpo 30JI mpemmucBane Ha €IHO K CBIO
€JIEKTPOHHO IIPE[IMCAHHE HA JIEKAPCTBEHHW NPOJYKTH, MEAHIMHCKH H3JCIHHA H JIHETHYHN
XpaHH 32 CICLIHATHN MeJUITUHCKH I[eJIH,

b.1.5. MemunuHckuTe H3menwd, 3a KoMTO B CHHCBKa € OHpPEJENeH MecedyeH
CTOHHOCTEH TUMHUT, 3annaman oT H30K, ce npeanuceat Ha €O €IEKTPOHHO NIPEANHCAHMUE.

B.1.6. He ce nonycka eqHoBpeMeHHO NpeqnucBane oT m3nsiHuTen Ha [IUMII w/unm
ot nexap ot CHUMI!I wa MemuiuHcky M3mends 3a JOMAIIHO JIEYCHHE Ha TEPHTOpHATA HA
crpaBara 3a egHo 3abomnapade (exuH MKD kox), xkakTo B ay0imupane Ha IPEIIHACAHHATA B
paMKHTe Ha BAJIHIHOCT Ha eNCKTPOHHOTO MIpeIHcanye, o pena Ha Hapenba Ne 4 ot 2009 r.

b.1.7. Beuuku Npeqnucanus ¢e H3BBPINBAT CIEA H3BBPIUCH IIperiel, YIOCTOBEPEH B
aM0yTaToOpeH JUCT ¢ MOJNHC Ha IAHEHTa, ¢ H3KIOYEHHe Ha CIyqanTe 1o 4. 46, ain. 3 or
HPJ] 3a MeTHIUHCKHTE ASHHOCTH.

b5.1.8. M3nenaurenst Ha Memmmmackata momom (MMII) e nnbxeH fJa yBEIOMHE
3aALIDKUTETHOOCHTY peHoTO Jinle (30J]) 3a:

- BUJa Ha npennucanuTe MY, HauliHa Ha TAXHOTO H3MOI3BAHE;

- BE3MOKHHS H300p Ha MU, BKITIOYSHH B CLIHCHKA;

- Mece4HaTa CTOHHOCT/KOMIYecTBO/Opoi, 1o kouTo ce 3amamar oT H30K.

b.2. [IpeqmucBaneto Ha MU 10 mpoTOKOI! C& H3BLPINBA IIPH Clla3BaHe Ha ,, Ykasauus
3a paboma c¢ nodaden no erexmponer nom npomoxoa IA/IB/IC (e-npomoxon), 3a xoiimo ce
u36bpUIGa excnepmusa 6 komucua 3a excnepmusa no 4n.78, m.2 ¢ P30K u ¢ LJY na H30K".

B.3. OcroBHY npaBHNa 3a paboTa ¢ CNCKTPOHHO HpeITHCaHHE:

Crna3par ce IpaBWiaTa, IIOCOYEHU B ,, HHCMpYKYUs RO OMAYCKAHE U USNBAHEHUE HA
eNeKMPOHHO RPEONUCAHUE HA NIEKAPCMEEHU NPOOYKMU, MEOUWUHCKY U30enus ¥ OuemuuHu
XpaHu 3a cneyuannu meouyuncku yeau* (Huempyrxyusma).

b.4. Ycnosus, pell H Ha4HH 3a NpeanracBane Ha MU ¢ eleKTpOHHO IIpeIIHCanune:

b.4.1. ITpu nhpBonavannoto npegnuceare Ha MU, 30JI u JekyBammuar jickap MOTAT
Jla yTOUHAT Aara 3a npeAnraceade Ha MU B yao6HO 3a Tax BpeMe.

b.4.2. MU ce npeanncBart 1o equH OT CIIEIHATE HAYAHH:

-3a JIeYCHUE Ha XpOHUIHH 3a00JIIBaHMA B KOJIMUYECTRA 3a He Moseue oT 30 num;



-3a JIeueHHe Ha XpOHWIHH 3a00JIBaErs B KOMMYeCTBa 3a He moeede oT 100 quu.

UMII mpepmucea MU, cnazpaiiku g9n. 49 or HPJ] 3a MepuumuCKHTE OEHHOCTH H
HACTOSIIATE YKA3AHMA.

[IpenqnucBaneTo Ha TecT-IEHTH 33 CaMOKOHTPOI Ha KPBHBHA 3axap € H3KIIOYCHHE OT
HacTOAIATA TOUKA, KaTO HAYMHBT MM Ha IpeAmUcBane e onucal B Paszen I, Touka 1.

b.4.3. H30K 3annama MU B xonu4yecTBa H/HIIH CTOHHOCTEH JIMMHET, PelVI[aMEeETHPaHH
B komoHH Ne 9, 10 1 11 Ha CIHCHKA. :

B.4.4. OIUI wmu coemuamct no npo¢uina Ha 3abongsaHeTo, paboTem o JOroBOp €
H30K B m3pbHOONHRYEATA TOMOIN (30 cayyaume no Ipyna 1I), MoraT Ooa HpOABIDKAT
mpenmuceadeto Ha MU, ompenenenr ot neyebHOTO 3aBeieHHe 32 OONHEYHA MEIHIMHCKA
IIOMOIIT, KaTo ce ¢hoOpa3dapaT ¢ ycTaHoBeHHTe IpaBuna B HPJ] 3a MemumuncKkuTe HEHEOCTH H
HACTOAIIUTE YKa3aHHUA.

B.4.5. He ce nomycka Hellellecho0pasHEO H HEPALHOHATHO NpeamucBane na MU, kakto
H HaJJBUINABAHE KOJHYECTRATA, PerTaMeHTApaHH B KonoHH No 9 B Ne 10 Ha coHchKa.

b.4.6. Bcuuknr HMMII HOCAT OTTOBOPHOCT 3a KOJHMYECTBATa, decroTaTa H
1eneck00pasHOCTTa Ha IIPeAITHCAHRITA.

B. Otonyckane Ha MeIAIHHCKH H3Ae1As

MM ot CrHchKa ce OTIYCKAT camMo OT ThPrOBIM Ha Ape0HO ¢ NeKapCTBEHH MPOIYKTH
(amtexn), pabotemu no gorosop ¢ H3OK/P3OK, cwmodeH CBITIACHO YCIOBHs M pell 3a
CKIFOYBaHEe Ha HWHAMBHAYAJIHM ROTOBOPH 3a 3alUIAalfaHe HA JICKAPCTBEHH MPOAYKTH IO WI.
262, am. 6, T. 1 or 3akoHa 3a NEKAapCTBEHHTE MPOAYKTH B XyMaHHAatTa MCIWOMHA, Ha
MEIMIMHCKH H3IETAI H Ha OUSTHYHH XpPaHH 32 CICHHATHA MeIHUMHCKH IICNH, 3allaaHu
Han®IHO Hid 9acTEaHO oT H30K (Venopus u pex).

VKa3aHHATA B 4aCTTa [0 MpEeANHCBaHETO ca 3ambinkeTeilHK 3a MIMII, a B wactra 1mo
OTIYCKAHETO €A 3aTBIDKUTEIHA 32 MArucThp-papManesTnTe, paboTelld B M3IBIHCHHE Ha
norosop ¢ H3OK/P30OK.

B caydauTe Ha H3TBIHEHHE Ha €IEKTpOHHEO npexnucanue 3a MU, 30J1 mpenocrass Ha
arrrekata aestadukarop, ceriracHo MecTpyxumaTa B fara Ha IpeAmHCaHHETO.

Kato ocHoBaEHE 3a NpeIIIACBAHE H OTOYCKaHe Ha ciepalmy kongyectsa MU, cryxu
HH(OPMAIAATA OT EJICKTPOHHATA YCIIYTa KbM allTe HRs CoPTyep.

I'. Pa6ora ¢ Enexrponna penentypHa kauxka (EPK)

I'.1. EPK ce u3nasa Ha 30J], onpefeNieHH KaTo XpOEHYHO GOJHH ChC 3a00NsBaHAS,
coritacHo [Mpunosxenne Ne 5 “Crcrk Ha 3a60/11BaHUEATA, 33 KOMTO Ce W3flaBa ,EnekTponna
perenTypHa KHIKK2 Ha XpoHH4HO Somans” keM HPJJ 3a MeTHIMHCKHTE NEHHOCTH.

YcnopusTa H pebT 32 Ch3JaBaHE, PEIMCTPHpaHe W BIMCBAHE HA IIPOMEHH B
eNeKTPOHHA pEIENTYypHA KHIDKKAa Ha XPOHHYHO OONHHMA Ce OCHIIECTBABAT CHIVIACHO
SYKazauua 3a paboma ¢ enexmpowna peyemmypHa knuodicka (EPK)“, mybmixysann Ha
AHTepHET-cTpaHkrnaTa Ha H30K.

KomoBe Ha chHemManHOCTHTE, HA3HAYaBAIlH Tepanud 23a 3aboigBaHMATa IO
Ipunoxenne Ne 5, ca mocouern B [lpunoxenne Ne 6 ,,Konose Ha 3ab014BaHHATA IO CIIHUCEHK,
onpenesed mo peaa Ha wi 45, an. 4 330, ¥ xoH0Be Ha CHEIHAIHOCTH HA IIEKApH,
HazHagaBamu Tepanua’ keM HPJI 3a MeaunmMHaCKHTE JICHHOCTH.

Cernacro Ilpunoxenue Ne 5 xpM HPJL 32 menuumeECKuTE Aeiinoctd — ,,CIHCHK HA
3a00Jis1BaHNs, 33 KOMTO ce H3/1aBa ,,ENeKTpoHEa pelenTypHa KHIKKA Ha XPOHHYHO GOIHHA®,
HE e [OIyCKa!

a/ ma Onaar Brcanw enHoBpeMeHRHO MKB-konmoBete 3a nquaber Tan 1 o THN 2, Kato
MOJKE JIa c€ 3aMHINe CaMo eIMH OT KojloreTe Ha pyOpuxure E10 mmu E11.

6/ na 6s1e Brcan mosede ot equH MKB-kox ot py6pukara ,.byno3na enupepmonusa’;



B/ IpH BB3HMKHaNA HeobXomuMmocT, MKbB-Kkonopere 3a quaber Tun | u THIl 2, MOXeE Ja
ObAaT IPOMEHEHH B CHOTBETCTBHE C NIPHUIIOKEHA METUIIMHCKA JOKYMEHTAIH, IPSICTABCHA B
LY ra H3OK. Pentt 3a mpomsina Ha MKB-xox Ha 3axapeH AHA0ET € CIeAHHAT:

1. CUMII nonasa motmBHpaHo mucMo mo Jlupexropa Ha cwhorBeTHara P30K, karo
nocoura jaHHuTe Ha 30JI u obcrosTencrBara, KourTo Hamarar cMsma Ha MKB-xoga.
ITmemoTo cinesipa fa ce MpHAPYKaBa OT MeJUIMHCKA JOKYMEHTAITHA.

2. JlupexropsT Ha chorBerHara P30K m3npama nucMoto ao LY na H3O0K, xeaero ce
H3BBpINIBA EKCIIEPTH3a HA IONA/ICHATE HOKyMeHTH. IIpu omobpenue 3a mpomsHaTa, MKbB-
KOART ce MHPOMEHA H ce OTpassBa B HauuwoHaneH pETHCTBP PENENTYPHH KHHXKKH B
VrTerpepanara nadopMannonrEa cucTeMa Ha H30K.

I'.2. Ha 30JI moxe ma 6bae u3ganeHa camo egaa EPK;

I'.3. dapmarnesrsT, ormyckam MM e mrbkeH Aa cHasBa pela W YCIOBHATA 3a
OTIyCKaHe, Pa3IECaHH B CKIIIOYEHUTE WHIHBUTYATHH JOTOBOPH ¥ HaCTOAINWTE YKa3aHHA.

II. CIEITH®UYHHA H3NCKBAHHUA

1. IPEJIIACBAHE, OTITYCKAHE M IIOJYYABAHE HA TECT-JIEHTH 3A
CAMOKOHTPOJI HA KPLBHATA 3AXAP

A. Ycuosus, HeoOX0OMHMH AOKYMEHTH H pel 32 HOJYYaBaHE HA TeCT-JIEHTH 32
CaMOKOHTPOJIL.

A.l. YcnosHd 3a Ioay4yaBaHe Ha TECT-IEHTH 32 CAMOKOHTPO.

A.1.1. 30]J1, ¢ nocrasena guarnosa zaxapes quaber Tun 2 (MKB E11.2, E11.3, E11.4,
El1l.5 ® E11.9) na JeyeHHe ¢ WHCYITHHH, HMaTl OpaBo Ja TNOJydaT TECT-ICHTH 3a
CaMOKOHTPOJI, MO MpeleHKa Ha CHEHHAINCTa ¢ HM3JaBAHETO HA BTOPOTO CIEKTPOHHO
OpeNICaHKeE.

A.1.2. Tlpao na MONYYaBaT TECT-IIEHTH 3a caMoKoHTpon HMaT BewdakA 30JI Ha
HHCYJIHHOBO JIe4eHHe ¢ quabeT THII 1 Wi THI 2, KaKTO ClIe/ABa:

a/ MpH NegeHne ¢ wHCYNHHE - 150 Op. 3a eana rojauna, CYATAHO OT JaraTa Ha
ToJyyaBaHe;

0/ gena o 19 romeeu - 1100 Op. 3a eqHa roaxHa, CIUTAHO OT JATATA HA IIONTyYaBane;

30J1 no 19 rogMAH HMAaT IpaBO HA TBIHHA Opoif TECT-IEHTH TOMMIIHO, KOTaro
NPEANACAHAETO € HanpaBeHo [IpeJH JaTaTa Ha HaBbpIIBaHe Ha 19 roauHy;

B/ OpemerrE - 1100 6p. 3a neproza Ha 6PeMEHHOCTTA, H3BHH HONArallliTe HM Ce 10
HAacTHIIBaHE Ha OpPEMEHHOCTTA,

r/ muua ®an 19 TOZMHEH NpH HHTeH3HQHOMPAHO JedeHHe ¢ HWHCYIHH
(unmensuuyupanama cxeMa HA  UHCYAUHOMEDANUA  6KMIONEA  MPUNOdCEHUe  HA
6bp300eticmeauy UHCYAUH U UHCYIUN CbC CPeOHO RPOOBANCUMENHO URU NPOOBANCUMENHO
Oeticmeue) - 450 TeCT-NMERTH/TOMMIIHO, CYATAHO OT AaTaTa Ha moxydasaHe. OT MOMEHTa Ha
HACTBIBaHE Ha HOBOTO 0DCTOATENCTBO 1O T. ,,r*, 30JI Ma [IpaBo Ha KOJIHYECTBO TECT-JICHTH
[0 ThIHHA pasMep Ha Opos TeCT-NEHTH, HMPeTBHACHH B TasH Touka /X0 450 TecT-IeHTH
TOJTHIIHO/.

KonuyecTnara TecT-NeHTH 110 T.A.1.2. ce IIpeANHcBaT H IONyYaBaT ¢/IHOKpaTHO 3a 12
Mecena (¢ H3KIIOYCHHE Ha ciydanTe 1o Oyxsa ,,B“). [lo npenesKa Ha Jiexaps ¥ MpH XelaHHe
OT CTpaHa Ha MalKeHTa, onpeAeneHudr Opol TecT-IeHTH MOXE Ja ce MPEAMHCBA H NOJTyvyaBa
Ha 4 Mecena. TecT-IeHTHTE Ce LIPEAITACBAT H OTITYCKAT Ha IETH ONaKOBKH.

A.2. HeobxoamMu JOKYMEHTH:

A.2.1. EPK usnanena ot OINJI, ¢ BmucaHa chOTBETHA AUATHO3A.

A.2.2. B ciyuaii Ha GpeMEHHOCT ¢€ IPECTABAT JOIBIHHUTEIHO CICIHATE AOKYMEHTH:



- H3BAJIKa OT JHCIAHCEPHOTO AocHe, minaneHa or Habmonasamms CHMMII (akymep-
THHEKOJIOT) M ChABPIKAMA: KpaTKa aHaMHe3a Ha 3a00NsgBaHEeTo, CPOK Ha OpeMeHHOCTTa,
TEPMHH Ha paXiade, KONAe OT KapTa 3a NpodHIakTHKa Ha OpeMeHHOCTTa.

B cmyuaii, ye GpeMenHocTTa ce Habmozasa OT aKymep-THHEKOJIOr, HepaboTeul Imo
noroeop ¢ H3OK, ce npencrass “Menunpncko sampasierue (61. M3 119) cpabpkamno cpok
Ha GpeMeHHOCTTa, TEPMHH Ha paKIaHe, KOMEe OT KapTa 3a NpodHIaKTHKa Ha OpeMeHHOCTTa

A.3. IlpeamucBaEe Ha TECT - IEHTH 38 CAMOKOHTPOIL.

IIpaBo 12 NpEeNNHCBAT TECT JIEHTH 33 CAMOKOHTPON HMAT €HIOKPHHOJOI/IETCKH
exgoxpraonor win OIT, paborerm no norosop ¢ H30K.

ErnoxprrEonorst/nercxkuar engokpuronor win OIUJI e sagbmxked faa passicHABA
HeoBX0AUMOCTTa OT IIPOBEXKaHe Ha CAMOKOHTPON Ha JucTiaHcepu3HpanuTe npH nero 30J1 |
Ia ri oby3ara 3a HAYMHA Ha ITPOBEXKIAHETO MY,

A3.1. IlpeamrcBane Ha TeCT-IEHTH 3a CaMOKOHTPOI C€ H3BHpIIBA OT
eHJIOKpHHOJIOT/ ieTcKA eHoKprHonor By OIUI, koliTo mpu BCAKO IpeATHCBAHE!

- u3JaBa eJEKTPOHHO mpeammcanue, kato 3a ,.Kox H30K” smicsa xog WTO001 3a
CHOTBETHOTO MEMHIMHCKO H3Zenne M o10eni3pa, de MPEANHCAHHETO € ,,leHEPUTHO
saMecTBaHe”. C IMTHpaHHS HAYWH HA NpeANHCBAaHE ¢ YKa3Ba, 4Ye IPEANHCAHUETO Kacae
caMo ,, Tect-menTr", 63 Ja yKa3sa KOHKpPETHO THPrOBCKO HAaMMEHOBAHHE Ha TECT-JICHTHTE.
M360pbT Ha KOHKPETHO THPTOBCKO HauMeHoBaHue ce Ipael oT 30J1 B oTmyckammara anreka.

A.3.2. U3napa eneKkTpOHHEO IIpe/IUCaHue 3@ TECT JIEHTH CAMO 32 aKTWBHH, KBM JaTaTa
Ha Npeanuceane, nuardozd B EPK.

A.3.3. MzgasaHeTo Ha €NEKTPOHHO IPEMIIHCAHUE 32 TECT-JEHTH 3@ CaMOKOHTPOI CE€
H3BBPINBA B KOIHYECTEA, CPOKOBE H PEX, TOCOYCHH B T. A.1.2,

A.3.4. Ot patata Ha 3aBepka HA BaymueH [IpoTokolnl 3a CeH30pH 3a MPOIBIDKUTENIHO
H3MepBaHe Ha HHBOTO Ha Ipokosara, OIlJl maMa mpaeo fa npeAnucea M TECT-NEHTH 32
CaMOKOHTpON Ha KpwBHaTa 3axap ma 30JI. He ce pomycka myCiupane Ha €NEKTPOHHO
NPEONHCAHNE 334 TECT-IeHTH 3a CaMOKOHTPOJI Ha KpBBHAatTa 3axap ChC CCH30pPH 32
NPOXBKUTENHO H3MEpBaHe HAa HUBOTO Ha [JII0K03aTa.

B. Otniyckane Ha TeCT-JIEHTH 32 CAMOKOHTDOJL.

TecT-NEHTH 32 CAaMOKOHTPOM Ce OTIMYCKAT OT anTekH, crnourmm jgoropop ¢ H30K u
OTIpe/IeTICHH 3a H3BELPIIBAHE HA NEHHOCTTa.

B.1. Otnycxane Ha TecT-NeHTH 3a caMokoHTpol Ha 30J1.

B.1.1. Caenq wu30opa OT UauHeHTa Ha KOHKPETHO TBPrOBCKO HAMMEHOBAHHE,
(apMalleBThT H3MBIHSABA EICKTPOHHOTO IPEANNCaHHe KaTo BIOMCBA CHOTBETHHA ,,Koa
H30K* Ha n36panoTo MEIHIIMHCKO H3JENHE.

b.1.2. Uamnmuasa ce e1eKTpOHHO TIpelIIHCaHye 33 TeCT JICHTH CaMO 3a aKTHBHH, KbM
Jlatata Ha H3BIHEHHe, quarHo3u B EPX.

B.2. [Ipu oTmyckaHe Ha TecT-NTeHTH 3a camokoHTpon, Ha 30JI crensa na Owae
mpenocTaBeH Oe3mnaTHO amapaT 3a M3MEpBaHe Ha KpPBBHA 3axap C IpUJpYXXaBailld
axcecoapn/yGoxaamo ycTpoHRcTBO, KakTo U Opoit B, KOKTO € paBeH Ha Opos TeCT-JIEHTH,
MIOCOYEHH B T. A.1.2.

ITpoayxrtute 1o T. B.2. ce mpeoCcTaBAT Ha OTIycKallaTa anTeka OT (pHpMaTa-3asBUTEl,
nocoueHa B KojoHa Ne 7 wa CHHCEKa, 3a€IHO C TECT-JICHTHTEe 3a caMoXOHTpon. Illpw
BE3HHMKBAaHE Ha mpobieMHu mpu paboTa ¢ amaparta 3a M3MepBaHe Ha KphBHa 3axap, 30JI
cresBa Aa ce o6phma KsM (EpMara-3asBUTe;l, Upe3 OTIyCKamara anTexa. Hos amapar 3a
A3MCPBaHE HA KpBBHA 2axap ¢e MpelocTaBsd NpH HEOTCTpaHMMA II0BpeJa Ha Bede
OTITyCHATHS.



B.3. Koraro Ha/mM9YHHTE B amTeKaTa TECT-NEHTH ¢4 ¢ OCTATHYEH CPOK Ha TOHOCT T0-
Manbk oT 12 Mecena, To ¢papMaleRTET MOXKE Jia OTIYCHE No-ManbK OpoH OT mpeAnucanuTe,
karo B EPK ce reHepupa undopmanusd 3a TOYHOTO OTITYCHATO KOJIHYECTBO. B TO3M ciyyaii Ha
30J1 Moxe na 6BAe H31aAeHO/M3MBJIHEHO HOBO €/IeKTPOHHO NpPENNHCaHHE 33 OCTATHYHHA
Opo¥ TecT-NCHTH, HPEAN H3THYAHE HA CHOTBETHHUS CPOK.

2. IPEATIHCBAHE, OTIIYCKAHE H ITIOJYYABAHE HA MEJAIITHHCKH
MU3NEJIHSA 3A IIPUIATAHE C HHCYJIMHOBA IIOMIIA

A. Ycrosus, Heo0X0TAMH TOKYMEHTH H el 34 N0JyYaBaHe Ha HHQY3HOHCH CeT H
HHCYJHHOB pe3epBoap.

A.1. YcnoBus 3a nonydyaBaHe

A.1.1. lpaBo jma momydyaeaT HHQY3IHOHEH CET W HHCYIHHOB pe3epBOap HMAaT BCHYUKH
30J1, ¢ mocraseHa muarHosa 3axapeH mmaber tanr 1 (MKB E10.2, E10.3, E10.4, E10.5 u
E10.9) u oTropapsamu Ha MEEUNUHCKH KPHTEpHH, MOcodeHH B ,M3mckBanus Ha H30K 3a
IIpeANHECBaHe Ha MEAUMUMHCKH H3JENMA 33 NPUIIOKEHUE ¢ UHCYJIMHOBH IIOMIIM H CEH30pH 32
IPONBIDKHTEIHO MOHHTOPHpAaHE HA HHUBOTO Ha TIIIOKO3aTa IpH 3axapeH iuaber THm 1 B
H3BsHOOMHEYHAaTa noMomn™ (M3ncksanugra).

A.2. HeobxoquME JOKYMEHTH:

A.2.1. EPK #a 30]J1 ¢ BuucaHa ChOTBETHATA JHATHO3a U €-TIPOTOKOIM, H3AaJEH TI0 penia
Ha M3nckBsanudra.

A.2.2. B ciyqaii Ha OpeMEHHOCT Ce MPeJICTABAT AOTLIHUTENHO CIECAHATE TOKYMEHTH:

- M3BaIKA OT JHUCNAHCEPHOTO JOCHe, W3jameHa oT HabGmopasanma CHUMII
(akymep-rHHEKONIOI) U ChIObpXKalla: KpaTka aHaMHe3a Ha 3abojsBaHero, CpOK Ha
GpeMeHHOCTTa, TEPMHH Ha paKIaHe, KOHE OT KapTta 3a npoduiakTika Ha OpeMEHHOCTTa,
MEIULAHCKA JOKYMEHTALKS 34 IPOBEeKIaHe Ha IpoLeNypa 3a 3abpeMeHaBaHe HHBHTPO.

B ciyuqait, 4e GpemeHHOCTTAa ce HaGmiofaBa OT aKyIIep-THHEKOJOr, HepaboTell Io
nororop ¢ H30K, ce npeacraes “Menuuncko Hanpasierre (0. M3 119) ceanpxaimo cpok
Ha OpeMeHHOCTTa, TEPMUH Ha pakfaHe, KOMHeE OT KapTa 3a npoyiiakTika Ha OpeMeHHoCTTa
| JIp. MCIMOEHCKA JOKYMEHTAITHS .

A.3. TIpexnucsane Ha HHQY3HOHEH CET H HHCYIIHHOB pe3epBoap.

A.3.1. U3pnanaHe Ha IPOTOKOJI Ce H3BBpIIBA CBIiIacHO MsHcKkBanusra.

EnexTpoHHH HpeANMcaHus c€ H3aBaT Bb3 OCHOBA Ha 3aBepeHH B P30K e-nportokonu.

A.3.2.1. 3a uH}Yy3MOHER ceT ¥ HHCYNHHOB pesepBoap, H3OK zamnama 3a nepuos ot
eTMH Mecell MHANBHAY anHata 3a Beeku 30J1 komOunanus, Ha ctoitHocT 10 259.00 iB.

A4, Undy3H0oHeH ceT M HHCYJIMHOB pe3epBoap ce OTITYCKAT 1o oOImus pex OT allTekH,
crmoumny gorosop ¢ H30K u onpenenenu 3a H3BbpIIBaHe HA JEHHOCTTA.

3. IPEAIIUCBAHE, OTIIYCKAHE H IIOJYYABAHE HA CEH30PH 3A
INPOABIKUTE/IHO I3MEPBAHE HA HUBOTO HA I''TIOKO3ATA

A. Ycnosus, Heo0XOAHMH JOKYMEHTH M peA 3a IoJy49aBaHe Ha CCH30PDH 32
HPOABLJLKATESHO H3MEPBAHE HA HHBOTO HA IVIIOK03ATa,

A.l. Ycnopus 3a nnonyvaBane

A.l1.1. IlpaBo nma momydyaBaT CEH30PH 3a NPOTBIAKHMTEIHO H3IMEPBAHE HA HMBOTO HA
rimoxo3ara HMaT BecHukd 30JI, ¢ mocTaBeHa auwarHosa saxapeH auaber tun 1 (MKb E10.2,
E10.3, E10.4, E10.5 »n E10.9) mo npenenka Ha cICIMATH3EPaHH KOMHCHH B CbOTBETCTBHE C
KPUTEpHHTE, IIOCOYeHH B YTBEpAeHHETE ,J3uckeanma mHa H3OK 32a mnpenuucsave Ha



MEJIHRIIRECKH H3IENus 32 IPHIIOKEHHE ¢ HHCYSIMHOBH IIOMIIE M CEH30DH 32 MPOABIIKHUTEIIHO
MOHHTOpHpaHe Ha HHBOTO Ha TNIOKO3aTa [IpH 3axapeH auaber Tur | B U3BBHOONHHYHATA
nomom ™ (M3ucKkBaHRATA).

A.2. HeobxomuMu JOKyMEHTH:

A.2.1, EPK na 30JI ¢ BiHCcaHa ChOTBeTHaTa JHAarHO3a H €-IIPOTOKOJ, H3JalEH 10 peja
Ha H3nckeanusra.

A.2.2. B ciyyaii Ha 6peMEeHHOCT ce MpeJICTaBAT JOITBIHETENHO CICAHATE AOKYMEHTH:

- H3BagKa OT MIWCIAHCEPHOTO MNOCHe, H3jajgeHa oT Habmopasamus CHUMII
(akymep-THHEKOJIOT) H CBHIbpiKAIlia: KpaTka aHampeza Ha 3a00nsaBaHETO, CPOK Ha
GpeMeHHOCTTa, TEPMHH Ha PaXJaHe, KOIHE OT KapTa 3a npodHiiakTHka Ha OpeMeHHOCTTa,
MEIHIHHCKA JOKYMEHTAIHA 33 IPOBeXaHe Ha NMpoleAypa 3a 3abpeMeHABaHe HHBATPO.

B cmyuaif, we GpemeHHOCTTa ce Habmojasa OT axkymep-THHEKONOT, HepaboTem Mo
zorosop ¢ H30K, ce mpencrass “Memunrecko HanpasieHue (61. M3 119) cpappxamo cpox
Ha OpeMeHHOCTTa, TEPMAH HA paknaHe, KOIME OT KapTa 3a MpodunakTHka Ha OpeMeHHOCTTa
H JIp. MEJTUIHICKA JOKyMEHTAIES .

A.3. IlpenmuceaHe Ha CEH30pDH 3a IPONBIDKHTEIHO H3MEpBaHE Ha HHMBOTO Ha
IJI0K03aTa:

A.3.1. MI3naBane Ha e-IpOTOKOI C€ H3BBPIIBa ChINIacHO M3suckpanusira,

A.3.2. Ilpu m3naBane Ha €~-IPOTOKOJ 3a CEH30PH 3a MPOXBIDKATEIHO MOHUTOpUpaHe Ha
HHEBOTO HA IIIOKO3aTa IIPH 3axapeH auabeT THN 1, cenUaTU3HpaHWTe KOMHCHH B JedeOHH
3aBeNICHAS 3a OMHITHA oMo, OllpelesIeHH B M3uckBaHusTa, cleaBa a ce HHGOPMUpAT OT
[anpeHTa 3a JaTaTa Ha IOCHeJHOTO OTIYCKAaHE Ha TECT-JIEHTH 3a CaMOKOHTPOJ Ha XphBHATA
3axap. He ce jomycka HpeAlMCBAaHETO ¢ IPOTOKON Ha CCH30PH 3a NPOALDKHTENHO
H3MEpBaHE Ha HUBOTO HA IUIOKO3aTa, 3a MEpHoja, 3a KOHTO HMa IPEMIMCAHH H OTIYCHATH
TeCT-JICHTH 3a CAMOKOHTPOJI Ha KpbBHATa 3axap.

IleprombT Ha [feiiCIBHE Ha €-NPOTOKONA € Heo0XonuMo Jia e chobpaseH ¢
TepaneBTHYEH IUKEI OT €11l Mecen (30 OHH).

A.3.3. EnexTpoHHH IpefnHcaHHd 3a CEH3OPH 34 OPOAB/DKHTENHO H3IMCpPBaHE Ha
HHMBOTO Ha TIIIOKO3aTa IpH 3axapeH AuadeT THI | ce u3jaBaT BB3 OCHOBA HA 3ABEPEHH B
P30K e-npotoxomn. Cnen u3gapane W YTBbpxAaBaHe Ha e-lIporokon 2a ceHsopH 3a
IIPOABIDKUTENHO W3MEpPBAaHe Ha HUBOTO Ha IIroko3ara, OII HaMa nparo fia OpelnECBa TecT-
JIEHTH 3a CAMOKOHTPON Ha KphBHaTa 3aXxap Ha csimoTo 30JI. He ce momycka ny6imvpane Ha
€JIEKTPOHHO MIPE/IMHCAHNE 33 TECT-IIEHTH 34 CAaMOKOHTPOII Ha KPHEHATA 3aXap ChC CEH30DH 3a
IIPOJBIDKHTENHO H3MEPBaHe Ha HEROTO Ha IIIOKO3aTA.

A.3.4 3a ceH30pH 33 NPONBIDKUTENHO M3MEpBaHEe Ha HHMBOTO Ha Imokosara, H30K
3aIuTamma 3a IEpHo OT eAruH Mecen no 260,00 ns.

A.3.5 CeH3o0pH 3a DPOABIDKHTETHO H3MEPBAHE HA HHBOTO HA IIIFOK03aTa C€ OTIYCKAT
1o ofmms pex or antexu, ckmounmH jgorosop ¢ H30K u ompenencHy 3a M3BbpLIBAHE Ha
neHnocTTA.

IIpn nepBOTO OTmyckaHe Ha u3menusra, Ha 30JI cieasa na OpHarT HperOCTaBEHH
OesnymaTEO deTuHMTe (TpaHCMHTEPHTE) 3a CEH30pHTe, KaKTo H Heobxomumusa Opoi
JONBJIHATEHHE CEH30PH, JOCTaTHYHHE 1a NOKpUAT Hyxaure Ha 30JI 3a niepuonia na jaeicraue
Ha Ilporokona. CrpomTe ce mpeOCTABIT Ha OTHyCKAllaTa amTeka oT ¢upMarTa-3asBHTEd,
nmocodeHa B konoHa Ne 7 na Crichxa.

JonsmHuTtenHEAT Opot ceH30pH ce MpeIOCTaBd B CIyYaHuTe, KOraTto OposAT IpeIIHcaHd
CEH30pH He [IOKPUBA IEPHOMIA OF SIHH Mecell.



4, TIPEAIIACBAHE, OTIIYCKAHE U ITIOJIYYABAHE HA MEJAUITHHCKHA
H3JTEJUSA UHTEPMUTEHTHHY KATETPH.

A. Ycnopusa, HeoOXoaHMH AOKYMEHTH H pel 32 NPCANHCBAHE HA MEIHIHHCKH
H3CJHA HHTEPMHTEHTHH KATETPH.

A.1. Yciopra 3a nony4yaBaHe Ha HHTEPMUTEHTHH KaTeTPH:

IIparo na mofMydaBaT MEAUIHHCKA H3AENHS MHTEPMHTEHTHH KATCTPH UMAT BCHYKH
30J1, ¢ mocraBena guarHo3a ¢ Kog mo MKB 10 7Z46.6 - llpoba m HarnmacaHe Ha
TpHcTiocobIeH e 3a OTIENARE Ha ypuHa (BBB BpB3Ka ¢ nuarHo3w Q64.1 Excrpodus Ha
mikounEs Mexyp™ # Q05. ,.Spina bifida®, ¢ koliTo u na e xox oT pyOpukara. Kem Z46.6 na
TIpHCHETBA MoHe eH MKD ko1 Ha 3ab0spaHe 0T HOCOUCHHUTE).

A.2. HeoOXonuMH TOKYMEHTH:

EPK ma 30JI ¢ BhmHcaHa CHOTBETHAaTa AMardo3a Ha 0a3za mW3gafcHa ENHKpH3a OT
OonHAYHO N1c9ebHO 3aBeieHHAE.

A.3. IlpennrcBane Ha METUIUHCKE W3ETHSA HHTCPMUTEHTHH KATETPH:

A.3.1 TlpaBo na mazravasa MU uma yposor, paborem mo gorosop ¢ H3OK. Ilpaso aa
npennucear MW umat ypornor, wi OI1J], pabotemmu mo aorosop ¢ H3OK/P30K. Ennkpmnsa
ot GoiEAMHO JeueCHO 3aBEICHAE ¢ HE MOBEYe OT 6 Mecella JaBHOCT ¢ HasHadeHH B Heas MU e
OCHOBaHHE 3a mpeanucsaHero @M oT OITJl (3amecTBa KOHCYNTalMs OT CICLHANHCT ILIPH
II'GPBOHAYAIHO MPEANKCBAHE WM TAKABA, Bh3HHKHANA NPH HEOOXOOMMOCT HOpaad MpOMIHA
Ha CBCTOSHHETO MM Jpyra mnpuumHa). KomEe OT MeIUIMHCKAaTa MOKYMEHTAlHsd,
YAOCTOBEpSBAINA HEOOXOAUMOCTTA OT MEANIMHCKATE H3EHUs C& ChXpaHsIBa OT H3/aBallysd
enekTpoEHOTO Hpexnucanue MMIL.

A.3.1.1. 3a unrepmurenTHH karerpu, H30K 3annama m3genus Ha croiinoct xo 72.00
JIB. 3@ IEPHOJ OT €AWH MeECell.

A.3.1.2. TIpennucranero Ha MH, ciensa ma ce w3phpImBa mo BHI H Opoli cnopen
HHIVBHAYATHATE HYKId B ioTpedroctu #a 30JL

A4, MemuiMHCKUTEe H3JENHS C€ OTIYCKAT MO OOMHS pel OT anTeKd, CKIIOYMIA
porosop ¢ H3OK u onpenenenn 3a H3RbpIIBaHE HA JEHHOCTTA.

S. IPEAIIMCBAHE, OTIIYCKAHE U TTOJIYYABAHE HA MEAUIHHCKH
U3EJIAA 3A CTOMHAPAHU BOJIHH

A. YcioBHf, He00XOAHMH [TOKYMeHTH H pel 33 NpeJNHCBAHE HA METHIHHCKH
H3J¢AHs 32 cTOMHpaHA G0IHH.

A.1. Ycnosus 3a nmonyuarane:

[lpaBo ga momyyaBaT MeAMIMHCKH m3jenus uMaT Beuukd 30JI, ¢ u3BeneHa eqHa WK
1300): T2

- HireoctoMa /743.2/;

- KoJoctoMa /743.3/,

- ucrocroma/Z43.5/;

- IPYT HM3KYCTBEH OTBOp HA IHMKOYHHTE OETHIIA -- HedpocToMa, yperepocToMa,
yperpocroma /Z43.6/.

A.2. HeobX0muMH IOKYMEHTH

EPK na 30JI ¢ BmmcaHa chOTBETHATa AWarHo3a Ha 0asa W3fafcHa CIHKpH3a OT
OoNHETHO JedyeOHO 3aBe/[CHAE.

A.3. [IpennrcBane Ha MEANOMHCKY W3/IENTHA 38 CTOMMpaHK OOTHH:

A.3.1 Ilpapo ma npepmuacear MU ummar xepypr, yponor wmm OITJI, paboremm 1o
norosop ¢ H30K/P30K. Emnxprsa ot GonuHuHO JeueGHO 3aBelileHHe ¢ He IIOBEUe OT 6



Mecella JAaBHOCT ¢ HasHadeHH B Hes MM e ocHosanme 3a mpemmicBadeTo um oT OILJI
(3aMecTBa KOHCYNTAMMS OT CIEIHATHCT NPH IHPBOHAYATHO IPEANHCBAHE HIIM TakKapa,
BB3HMKHANA IpH HEOGXONUMOCT TIOPagH OPOMAHA HA CHCTOSAHMETO HJIH Jpyra IpUYHEA).
Konre oT enukpH3aTa ce ChXpaHaBa OT H3JaBallHs eICKTPORHOTO npeanKcanne FIMIL

A3.1.1. 3a M, npemHasHaueHH 3a HiIeocroMa H Komoctoma, H3OK zamnaimma
HHEAKBHyanHara 3a Beexu 30JI koMOERamma or u3jenus Ha crofimoct 0 300.00 nB., 3a
HEepHOJ OT SIHHE Mecel 3a 1 cToma.,

A3.1.2. 3a MW, npennasHadeHH 3a I[HUCTOCTOMAa H JpYyr H3KYCTBCH OTBOp Ha
nukoundTe IbTHia, H30K 3amnama mrmpsuayamHara 3a BecekH 30JI xomORHamus oT
u3genus Ha cToiEocT Ao 350.00 8., 3a IepHOA OT €AME Mecell 3a | cToMa.

A.3.1.3. [Tpeanuceanero Ha MU 3a cromupanu 6oiHy, cnenBsa Ja ¢e H3BLPIOBA IO BH
u Opoil cnopen uumuBHAyanHETe Hyxmi M norpebxoctH Ha 30JI (pasmep u 6ud Ha
cmomMama, nepuooa cred U3BeNCOAHEMOo i, KONCHA LYBCMEUMENHOC, CeKpeyus, O8UZAMENHA
AKmusHOCM, 6b3PAcCM U np.).

A4, MeuuHCKHTe 30U 338 CTOMHpaHH GONHH ce OTmycKaT mo obmHs pea oT
arrTexH, cknouwy aorosop ¢ H30K u onpenenen 3a 3BppIIBane Ha AeHHOCTTA.

6. IPEAITACBAHE, OTITYCKAHE H IIOJYYABAHE HA MEIHIWHCKHA
H3AEJIMSI 3A IIAITMERTH C BYJO3HA EITMAEPMOJIH3A

A. YoioBus, HeoOXOMMMH XOKYMeEHTH H DPeJ 33 NpeANHCcBaHe HA MEIHIMHCKH
m3pennd 3a bysio3aa enagepmosnza

A.l1. Ycnosus 3a nonydasaHe:

[Iparo pa mOJIy9aBAT MEIUIMHCKH H3Aend mMar Beuikl 30J], ¢ nokazaHo 3abosaBaHe
¢ MKD xom:

- Q81.0 — ,Emunepmonusuc 6ynosza cHMILIEKC™ - JIOKATM3MpaHa H TeHEpalH3upaHa
dopma;

- Q81.1 — ,,EnrepMomuzuc Oynoza netamnc™;

- Q81.2 —  Enupepmonusuc 6ynoza auctpodHKa™ - JOKATH3UpaHa H eHepalin3upasa
dopma.

A.2. HeobOxomuMH JOKYMEHTH:

EPK ra 30JI ¢ BmHcaHa CHOTBETHATA JIMarHO3a M e-IIPOTOKOI, M3/laZieH IO pela Ha
,»/I3ACKBaHHUA 33 [IPEANNCBAHS M OTITYCKaHE Ha MEIUIIHHCKH HU3JIeNHd 3a leueHne Ha bynosHa
enyaepMoIH3a B H3BbHOOIHHYHATa ToMoin™ (H3HCKBaHHATR).

A.3. IlpennncBane Ha METHITMHCKY H3IEIIH:

A.3.1. M3papade Ha e-IIpOTOKOI ce H3BBpINRa CHINAcHO M3uckBaHHsATA.

B e-mporokona 3ageipkuTeNHO ce rHcBa oceH MKbB-koza u ¢dpMmara Ha npoTHuaHe
Ha 3a00]I9BaHETO.

EnexkTpoHHH OpeIMyCcaHns ce H3/IaBaT B3 OCHORA Ha 3aBepeHH B P3OK e-npotoxoi.

A3.2. 3a memunuHckH m3gemus, H30K samnama 3a mepHoA OT enauB  Mecell
HHIUBHAYaHATa 32 BeekH 30J] KkoMOHHAIHSA OT METHIUHCKH H3IEIUS, B 3aBHCHMOCT OT
JHarHoszata H ¢OpMarta Ha IpOTHYAHETO ¥, Ha CTOMHOCT J0:

-3a Q81.0 - moxaymzupana dopMa - 1o 132.00 nB.;

- 3a Q81.0 - reHepanmu3upara hopma rmu 32 Q81.2 - noxanusupara opma - no 924.00
JB.;

- 3a Q81.2 - rerepannzupana GopMa uin 33 Q81.1 - xo 1849.00 is.

A.3.3. Ilpeanuceanerc Ha MEOWIIMHCKY H3AENHAA, CleABa Jia c€ W3BLpILIBAa II0 BHI H
Opolt criopel MHOAUBHAYAIHUTE HYXKIH H notpebHocTH Ha 30J1.



A.4. MeauIMHCKHTE H3IENMAS CE OTHMycKaT mo ofmmd pel OT auTeKH, CKIKOYHIH
porosop ¢ H30K u onpenesieHn 3a H3BBpIIBaAHE Ha JEHHOCTTA.

7. IPEJIIMCBAHE, OTIIYCKAHE H ITOJIYUABAHE HA MEAUIIMHCKHA
N3AEJNASA 3A KHCTIOPOJOTEPAIIUSI

A. Yciopns, HeoOXxoquMH JOKYMEHTH H pea 3a IOJyYaBaHe HA MEIHIWHCKH
H3/1e/IHA 32 KHCIOPOJOTECPATIHA.

A.l. Ycnosus 3a noxyuaBaHe

A.1.1. IIpaBo ja r1oy4aBar MEIHIMHCKA H3JEIHA 3a KUCTOPOOTEPAIIHS HMAT BCHYKH
30J1, ¢ nocraBena guarsosa ¢ MKB-xon: E84.0, 127.0, J44.8, J84.1, J99.0, J99.1 mo
IPEUEHKA Ha CHCHHATU3HPAaHH KOMHCHH B CHOTBETCIBHE C KPHTEPHHTE, ITOCOYEHH B
yTtBbpAcaute , M3zucksannd Ha H3OK npu xucropomonedenne Ha XpOHHYHA XHIIOKCEMHYHA
IMXaTeliHa HEJOCTAaTHYHOCT B H3BbHOOMHEYHATA oMol (M3HCKBaHUATA).

A.2. HeoOxoqumMu NOKyMEHTH:

A.2.1. EPK ra 30JI ¢ BnucaHa chOTBETHATA {UArdo3a W e-IpOTOKOIN, H3J/ICH 110 pela
Ba Msuckeanusra.

A3, 1IpeqmcBaHe Ha MEIHIMHCKH H3eNHs 3a KHCIOPOA0TEpanus:

A.3.1. YzmaBane Ha e-IIPOTOKOJ C€ H3BHPINBA ChriacHo M3ucksarusTa. B e-poTokoia
3a0BIDKATENIHO CE BIWCBA HeOOXOHNMMHAT AcOHT Ha Nojapane Ha xucnopor (L/min) u
©KEeJHERHATA IPOJB/DKATETHOCT Ha JICYCHHETO (YacOBE, B PAMKHTE Ha JGHOHOIIUETO).

A3.2. llepuonsT Ha IEHCTBHE Ha e-IPOTOKONA € HeoOXOaHMO Oa € ChobpaseH ¢
mepuox oT eauH Mecen (30 mHH).

A.3.3. [Ipu 3anoyBaEe Ha Jie4eHHE B e-IIPOTOKOJIA CE BITHCBA:

H30K-xon ,,UT001% — , Kucnopogen konnenTparop 0-5 n./mManayra“: 1 6poli 3a nepaox
ot 180 mau

3a BcekH mepmon ot 30 nHH B e-mpoTokona ce BmucBa 1o 1 Opoit or H30K-xon
»UT002% —  mon3BaHe Ha MEIHIHHCKO H3/IETHE 3a KHCIOPOAOTEpanug ™.

Hpumep:

Wznanen e-mipotokon 3a nepuox ot 180 gam:

H30K xogn ,,UT001* — , Kuciroponen xornerTparop 0-5 m/Munyra™ — 1 Opoit 3a 180
J(HH.

H30K xogx ,,UT002“ — ,,non3BaHe Ha METHIIMHCKO H3JEHe 3a KHCIOpoAoTepanui™ — 6
opos 3a 180 auu (1o 1 6poii 3a Beekn mepuon ot 30 AHK).

A34. llpn mpogbmiaBaHe Ha HEYEHHETO B €-IPOTOKONA €€ BIIHCBA €IHHCTBEHO

H30K xox ,,UT002* — ,nom3Bane Ha METUIMHCKO H3JeTHe 3a KHCIOpoAoTepamds™: mo |
6poii 3a nepuog ot 30 muH.
IlIpamep:

Hspanen e-mpotokon 3a neprof ot 180 num:

H30K xox ,,UT002* — ,,;momsBane Ha METUITHHCKO H3JENHE 32 KHCTOPOAOTEpAAA" ~ 6
Opost 3a 180 oun.

A.3.5. EnexTpoHHH npe/iIAcanys 33 MEIUIMHCKH H3AETHI 38 KHCIOPOAOTEPAlmHs ce
H371aBaT Bb3 OCHOBA HAa YTBEPIICHH ¢-IIPOTOKOIH.

A3.6. MemunuHECckd U3/ends 3a KHCIOPOAOTEPANIMS CE NpPENIHCBAaT HA ESOHHHYHO
CIIEKTPOHHO Tpeanucanre (6namka M3-H30K NeS). Cpemy xox ,,UT001%“ce orbemns3ga, dge
NpeINHCAHHETO € ,[EHEpHYHO 3aMecTBaHe”. C LWTHpaHUA HauHH Ha HpPEIIIMCBaHE HE ce
yKa3Ba KOHKPETHO TBPIOBCKO HaMMeHoBaHue. M300pbT Ha XOHKPETHO TBProBCKO
HaEMeHoBanHe ce npaBH ot 30JI B oTmyckamara anTeka.
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IIpumep npy H3A3/€H -OPOTOKO IIPH 3an04BaHe Ha JieueHue 3a nepuox ot 180 gum:

IILpBO eMHUYHO eJIEKTPOHHO NPEeANHCAHNE:

1. H30K xon ,,UT001“ — , Kucnopozaer xornentparop 0-5 n./MEHYyTa™ ~ 1 Opoit 3a 180
JIHH.

2. H30K xox ,,UT002“ — , moir3sBane Ha MEIHIIHHECKO H3AETHE 3a KHCIOPOAOTEpaTHs” —
3 6pos 3a 90 gHY.

Cheapaino eTHHHYHO €JICKTPOHHO NpPeANACAHAE:

H30K kox ,,UT002“ — , mon3BaHe Ha MEAROUHCKO H3EJHE 3a KACIOPOAOTEpanus™ — 3
Opoa 3a 90 gau.

1lpamep npu u3gafeH e-IPOTOKONI IPH NPOALIKABAHE Ha JIEYSHHETO 34 NESPHOX OT
180 quu:

II'bpBO eHHHYHO eIEKTPOHHO NpeANHCcAHNe:

H30K kogx ,,UT002% — , mon3Bane Ha MEAMIIMHCKO H3JSIHE 34 KHCIOPONOTEepanHs” — 3
6po 3a 90 num.

Bropo eIHHAYRO eJIEKTPOHHO NpeANKCcAHKE:

H30K xon ,,UT002* — ,,non3paHe Ha MEJHUITHHCKO H3JENHE 3a KHCIOPOAOTEepanus™ — 3
6pod 3a 90 gHu.

AKO e-IIPOTOKOJTET € H3HaneH 3a nepHoA no-Marsk oT 180 zHu, 22 Beexu neprox oT 30
JiHY ce mpeamucBa mo eauH 6poit or H30OK kox ,,UT002%.

A.3.7 3a monzpaHe Ha MEAHIMHCKH H3Meus 3a KuciopopoTepamus, H30K 3annama 3a
nepuoy T eArH Mecel no 80,00 e,

A4. Otnyckane Ha METHUMHCKH H3ENHS 32 KUCIOPOAOTEPAITHA:

A.4.1 MemmuuHCKA H3OENRA 32 KHCIOPOJOTEpalAA ¢& OTIYCKAT OT anTekH, CKIIIOTHIN
norosop ¢ H3OK 3a uspppmmBane Ha IeHHOCTT2 M AOTroBop 3a jpocraska Ha MU 3a
KHCIIOpofioTepanusd, cbrinacyBad Mexnay H3OK, BOC u Teprosuute Ha empo ¢ MH 3a
KHECJIOPONOTEPAITHA.

A4.2 Cren wmu3bopa OT [anueHTa HA KOHKPETHO TBPIOBCKO HAWMEHOBaHHE,
(dapManeBTHT HANBIHABA €JIEKTPOHHOTO NpeanucaHMe karo Ha MsacToto Ha H3OK-xon
»UT001“ prmucBa crotBeThHs H30OK-kox Ha H30paHoTO METUIMHCKO H3ZAENHE, CHIIIACHO
Corcpka. B mone ,,neHa anrexa” @ ,,croitnoct H30K™ 3aqbmxuTeIHO c€ BIIHCBA CTOHHOCT
0,00 m=.

A4.3 Tlpu nepBoTO OTIYCcKaHe Ha m3Aemuero, HA 30JI cnenpa na Obie OpeloCTaBeH
Ge3MIaTHO KOMIUIEKT OT KOHCYMAaTHBH, BKTIOUBAIL HA3alHA KaHIONA/MACKa, OBIAKHUTCIHA
Hama A KOHEKTOP/CBBP3Balll Mapkyd ¢ HaxpallHMK, KOHTO HE INOUIEKAT Ha BDBINAHE.
CrImuTe ce nmpenocTaBgAT Ha OTIIycKamIara anTeka OT GupMaTa-3asaBHTeN, I0COYCHA B KOMOHA
Ne 7 na CoEchKa.

A.4.4 Ilpu mepBOTO OTIycKaHe Ha u3gennata, 30JI/mpunocurtensT cnenpa fa MOIHIIE
nexnapaned mo IIpunoxenne Ne 1 B Tpu exzeMIuiapa, 0 eHH 3a HAIHEHTA U aITeKaTd, d
€/IiH, KOHTO ce IpelocTaBs dpe3 anTekara Ha QpHpMaTa-3asBHTEN, I0OCOUeHa B KoJoHa Ne 7
Ha CHCBKA.

IIL. ITPABA H 3AJBJEKEHMA HA 3IPABHOOCHT'YPEHHUTE JIMLA

1. 3mpaBHOOCHTYpeEHTE JMIla HMaT IpaBo Aa nonydaBar MH or comcska cbe
3a00IABaHA, CECTABEH 110 pela Ha WL 45, a4 oT 3aKoHa 3a 34paBHOTO OCHTYpABAHE.

2. 30paBHOOCHIYPCHHTC JHIA WMAaT TPaBO Ha H3HUCKBAT OT M3IHIHATEIATE HA
MEIMIMHCKAa IoMom HH(opManmus OTHOCHO BCHYKH MW mo OTHOIIEHHE Ha TAXHOTO
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H3MO3BAHE, Bb3MOXKHA AITEPHATHBA [IPM YaCTHYHO 3alalllaHe MM IPH HAAXBBPISHE Ha
TUMHATA.

3. 3apaBHOOCHTYPEHHTE JHIA HAMAT IIPaBO Ja M3UCKBAT [IOJMAHA HA NPEANHCAHHTE
MH B anTekara.

4. 31paBHOOCHTYPEHHTE JiMHAa ca [TRKHHM Ja CBXpaHsBaT M H3ION3BAT
IpeAOCTABEHUTE MM allapaTH 3a H3MEpPBaHE Ha KPBBHA 3axap, YETIH 3a CCH30pH 3a
TIPOTBIDKUTETHO H3IMEPBaHe Ha HUBOTO Ha ITIOK03aTa, HHCYIMHOBH HOMIHM MWIH KHUC)IOPOJ(HH
KOHIIEHTPATOPH CHITIACHO HHCTPYKIMATA 3a YIOoTpeha Ha IPOU3BOTUTEINS.

IIPEXOJHH U 3AKTIOYUTEJIHHA PA3IIOPEIBHA

§ 1. Hacrosumare YKazaHus ce u3aaBaT ocHoBaHue 91, 166 ot Hapenda Ne 10 ot 2009
I. 3a YCIOBHATAa, pPela, MEXaHM3MA H KpDWTEpHHTEe 3a 3amam@ane oT Hamuonannarta
3IpaBHOCCHTYPHTENIHA Kaca Ha JICKAPCTBeHH MPONYKTH, MEIULIMHCKH H3JIenyds M Ha
JUICTHYHA XpaHH 32 CIOCOHATHA MEJUIHHCKA L[eNd M Ha [IOMOILOIHHM  CPEZCTBa,
OPHCIIOCOOIEHNA, CHOPBKEHHS H MEAHIOWHCKE H3AEIHA 3a X0para ¢ YBpeX/laHud,
IOroBapsiHe Ha OTCTHIIKA W BB3CTAHOBABAHE Ha TIPERHUINEHHTE CPEACTBA IIPH MpHIAraHe Ha
MEXaHH3BM, TapaHTHpaIl TPEBUAAMOCT H YCToMunBOCT Ha Gromxera Ha H30K u 4. 41, an.
2 ot HP]] 3a MeguiHCKATE AeiHOCTH MeXay HanroHanHaTa 31paBHOOCUIYPHTENHA Kaca H
Brarapckus JeKapcK CHIO3.

§ 2. WudopManma 3a aoTexkd, ckmoummd goroop ¢ H30K 3a ormyckaHe Ha
MEIMIMHCKA H3/EIMd € HalWyHa Ha HHTepHeT-crpanunara BHa H3O0K, B pyOpuka
»DIeKTPOHHH YCuyru™, noapyopuka ,, ['bpeeHe Ha JOTOBOPHH HIAPTHHOPH M IeHHOCTH.

§ 3. B cioywaii ue ,llpotoxon 3a mpennmcBaHe Ha JEKapCTBa, 3aIIAAHK OT
H30K/P30K" e usaaneH mo eneKTPOHEH IEBT, B ATEKaTa HE C€ IPEICTaBs OPHIHMHAI Ha
IIpoTokon Ha XapTHEH HOCHTEIL.

§ 4. Usnanenute H yTBBPIACHH Ha XapTtueH Hocurenl ,IIpoToxonu 3a mpeanuaceane Ha
nekapcertsa, 3amianaand or H30K/P30K* ce H3MBIHARAT IO JOCETAMIEAA P&l 10 H3THYAHE Ha

CpPOKa Ha TAXHaTa BaAIIHOTHOCT.

§ 5. Hacroamure Ykazanusa otMeHAT YkasaHusa Ne PJ[-16-7/01.02.2024 r. u BAH3aT B
CHJIa CIIe]] YTRBPIKIABAHCTO UM OT Y1papuress Ha H30K,
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IIpnaoxenne Ne 1

AEKJIAPAITHA 3A HHOOPMHUPAHO CBbIJIACHE
IIPH ABJTOTPANHO JOMAINHO KUCJIOPOJOJEYEHHE ITPH NAITHEHTH
C XPOHUYHA XUIIOKCEMHAYHA JUXATEJHA HETOCTATBYHOCT

JIaHHHE 33 ITalKeHT:

A3, I[OJI)’IIO}IHHCEIHHSIT/ ara, CICA KaTo CE 3all03Hax ¢ Isuiara IIpeaocTascHa MH HH(l)OpMaI_II/ISI

OT ATITEK 1vvvevrerrrererrrerersesorssressssrersssreosssnesrtssessssssnsssssassas 5 CATPEC cevvrrrerenrrreereesrnereessenerness R
JAEKJIAPUPAM, UE:

1. Homyuux KHCHOPOAEH KOHLIEHTPATOD ...cevrrrneresmimensrnereernemnennses , ChC CEpHEeH

HOMED SN:.....ciiiieiiricireneereesy JOCTABEH OT THPTOBEI HA PO ..vvnniiniiiiiniineinenninrennnnns ,

3aCHO ¢ HHCIPYKITHATa My 3a yIoTpeba.

2. TMMomyumx Oe3BB3ME3THC KOMIIEKT OT KOHCYMATHBE, BKIIOUBAL HAa3ajlHa
KaHIOJa/MACKa, OBJIAKHHTETHA dYama W KOHGKTOD/CBbD3Balll MapKyd ¢ HaKpaiHHK.
HadopMupan/a ¢bM, de nociensaniara NoAMaHaTa Ha KOHCYMaTHBY € 32 MOS CMETKA.

3. Ille nmon3BaM ® Ime CHXpaHABaM OTIIYCHATHA KHCIOPOJIEH KOHLEHTPATOp IPH
CTPUKTHO ClIa3BaHe Ha TpeANHCAHUATA Ha JIEKyBaIOHd JIeKap, KaKTO W HHCTPYKUHHTIE 3a
ynotpeda 1 Oe30nacHOCT Ha MEGAIMHCKOTO H3/eIHe.

4. Ille nocemaBaM THYHO/GPE3 TPEICTABHTEN AIITEKAaTa, B KOATO MH € NPEAOCTaBCHO
MEIMUOUHCKOTO H3ACTHE, 34 HM3NBIHCHHE Ha MOCIEIBAIIO €JICKTPOHHO IIpe/ilHCaHWe 3a
IpoJbIKaBaHe Ha TEpaNngTa 40 HACTHIIBAHE Ha HAKOE OT obcTosgTencrrarta o Touka 10.

5. lipu macrbumiia HeOOXOAKMOCT OT IPOMIHA HA ATEKaTa, KOSTO e MOoCCIaBaM 3a
H3IBIHEHHE HA NOCJICABAINA EICKTPOHHH IpeANHCcaHus, CBbp3aHa ¢ IIpOMsSHA Ha afpeca Ha
MECTOKHBEEHE, C€ 3aibJDKaBaM CBOCBPEMCHHO Ja MHQOPMHpaM anTekara, OT KOSATO ChM
NOIYYHSI KHCHOPOAHUS KOHLEHTPAToOp, KaKT0 H THProBela Ha epo Ha HMEina, IOCOYeH B
HHCTPYKIHsTA 33 yIoTpe0a 1/iiIH OIaKOBKaTa Ha H3AEIHETO.

6. Hamam mpaBo aa mpozmaBaM/IipeoT[aBaM Ha JpyTO JHMIE AANCHHS MU 32 BPEMEHHO
HOJI3BAHE KACIIOPOAEH KOHIIEHTPATOP.

7. PeMoHTHTe H NOAIPBXKKAaTA HA TOPENOCOYCHOTO MENUIMHCKO H3ZEIHE INE Ce
H3BBPIIBAT €MHCTBEHO OT THPrOBella HA €Ipo M INe ro HHPOPMHpaM CBOSBPEMEEHO, aKo
MCIHIIMHCKOTO H3JenHe He (QYHKIMOHMpA NPaBHJIHO HJIM ITOKA3BAa IPH3HALM Ha HOBpE/a,
H3HOCBaHEe HIIH APYTH HEPEHOCTH,

8. Bewuky noBpenn, BKIIOYUTENIHO 3aMBPCIBAHE OT HUKOTHHOB JTHM, BOJA B allapara u
Ip., IPUYMHEHE OT MEH MOpajd HeNpaRmIHO OopaBeHe, Hecla3BaHe HAa WHCTPYKIUATA 32
yonorpeba mimu rpyba HeOpexHocT, e O6bJaT OTCTpaHeHH OT THProBela Ha €Ape 3a CMeTKa
Ha MAlueHTa.
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9. Ilpu HacTemBaHe Ha (OPCMAXKOPHH OOCTOATENCTBA, YBPEXKIALIM MEJMIHHCKOTO
W3JIe/IMEe WIA BBH3MPENATCTBAIIM HErOBOTO H3IOJ3BaHE, CBOSBpEMEHHO INEe HHQpopMIpam
THProBela Ha eIpo U IIe My HpeflocTaRd Ee0OXOAMHUTE YAOCTOBEPHTEIHH JOKYMEHTH.

10. 3agpkaBam ce Aa BbpHA KHCIOPOJHHA KOHLOEHTpaTop B l4-mHeBen Cpox Ha
THPTOBENa Ha eApo, Ha afpeca, NOCOUeH B HHCTPYKIHATA 3a yIIoTpeda H/UIH OIaKoBKaTa Ha
H3IEIHETO 33 CMETKa HA HAllHCHTA TIPH:

10.1. otmayrane Ha HEOOXOJMMOCTTA OT JICUEHHE C HETO, B CIyYauTe Ha:

10.1.1. racTeTIBaHe Ha 0OCTOATEIICTBA, HEIIO3BOJABAINE MOJ3BAHETO Ha KHCHOPOJICH
KOHIIEHTpaTop;

10.1.2. eMBp1;

10.1.3. u3THUaHe Ha CpOKa HAa BAaMMAHOCT HA EIEKTPOHHHA IIPOTOKOI, ¢ KOHTO €
TIPEAITHCAH;

10.1.4. mpoMAHA HA TepaNAATa;

10.2. noBpea, HENO3BOIABAMA [TOJI3BAHETO MY.

11. Ilpu HeBpblUaHe HA MPEOCTABEHHS MH KHCIOPOJEH KOHUEHTPATop B CPOKA IO T.
10, ce npunara ae#cTBamoTo 3akoHoAarencTso B Perrybmika benrapud.

12. B caydail Ha crielIHOCT KM IPH HEOOXOJHMOCT OT CIENIHA KOHCYNTalus me ce
oOphIaM KBM CHEIHaNH3WpaHHsA IEHTHp Ha mpefocTaBeHHs Mu (24-wacoB) TenedoH 3a
BPB3Ka, [I0COYEH B HHCTPYKHHATA 3a yoTpeba H/HITH ONakoBKATa HA H3EJHETO.

13. B cnyyaii Ha TexHudeckH mpoOieM ¢ o0OpyABaHETO 3a NBITOTPAHHO JOMAIUHO
KHCJIOPOZOJICUEHHE, HAcTHIWNA TIPOMSHA B pexHMa Ha paboTa Ha IpefOCTaBCHHS MH
KHCIOPOLCH KOHIEHTPATOP WK IIPH OTIaAaHe HAa HEOOXOUMOCTTA OT IIOI3BAHETO MY 1€ Ce
obpbiaM KbM THPIrOBEIA Ha €7pO, 3a KOeTO MH € mperocraBeH (24-uacoB) TeiaedoH 3a
KOHTaKT W/HIH HMMei#J, NOCOYEHH B HMHCTPYKUHSATA 3a yimorpe0a HW/HJ OHAaKoBKara Ha
H3ICITHETO.

14. Ille wrdopMuUpaM CBOSBpEeMEHHO THPIOBENlA Ha €Ip0 Ha KUCIOPOIHUS
KOHLEHTPATOp Mo MMel/TenedhoH 3a BCIKA MpOMsHA B ajgpeca, TeledoHa HIH HMETO HA
TTalHEHTa/ IPHHOCHTEIIS/ TIPE/ICTABHTEIA.

15. Ilpn HecmazpaHe OT MEH HAa IOCOYCHHTE II0-TOPE YCIOBHSA JIEYSHHUETO MH C
TIPEAOCTaBCHOTO MEAWIIMHCKO H3jeNde lne Ob/ie MPEeKPaTeHO W HAMA Ja MMaM [PEeTeHHH
xpM Hanmoranmmara 3paBHOOCHTYPHTENHA Kaca, KbM allTeKara ¥ KbM ThProBena Ha €/po Ha
KHCTIOPO{HHA KOHIICHTPATOP.

16. 3ano3Har/a cEM, Ye JIMTYHATE MM JAHHH ce 06paboTBaT OT anTekara (ThProsem mHa
ApebHO) 3a HyXIUTE HA [IOIyYaBAHETO HAa MEIMIIMHCKOTO W3JIeNHe 3a JIOMAIIHO JIeUeHHE,
samnamado or H30K. 3anoszHar ¢pM, 49e anTekara NpefocTaBs IMIHATE MM JaHHH 34
M30BIHEHNE Ha 3aKOHOBHTE H3ucKkBanda Ha H30K M Ha TBEproeela Ha enpo.

17. Jlexnapupam, 4e nanarta IpeNocTaBeHa OT MEH HH(OpMAlMs € ITBJIHA M BIpHA,
KaKTo # 4e NPeJOCTaBIM JOOPOBONHO JWYHHTE CH JaHHH M CBM ChIJIaCeH/Ha BCWYKH H
BCAKAKBH MOM IMYHM NauHy Aa ObaaT obpaboTeann ¢ro0pa3Ho NpeaBHIEHOTO B HACTOAINATA
JeKIapanyd, 3a HeNKTe, H3PATHO IIOCOYEHH B HACTOAINATA JEK/Iapalps.

I'openocoueHOTO MEAUIMHCKO M3LEIHC OCTABA COOCTBEHOCT HA THPIOBElla Ha €Apo,
BIIHC@H B HACTOAINATA AEKJIAPAIHSL.

Hacrostiata nexnapanus € H3TOTBCHZ B TPH eK3EMILTIPA - €IHH 34 ANTEKATa, SJHH 34
THProBera Ha eApo | €IHH 3a MEH.

Hara: Hexnaparop:
Hwme, Qamunng, [oamc* ( ITauuent/TIpeacrasuren)

*Hoanme na 3aKOHHHA IPEACTABHTE 3a JIHIA, KOWTO BCE OLIIE He ca HaBLpIIWIy 18 roauAm, A Ha 3aKOHHHS
HacTOMHMK MITH HA HHUETO, YITBIHOMOILIEHO OT OCHIYPEHOTO JIMUE HAH 3aKOHEH TIPH/IPYKHTER Ha TAIllHEHTA.
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