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MeKIY
HaunoHanHaTa 31paBHOOCHTYPHTEIHA Kaca U
Bbarapeku jekapekH cbio3
3a
npujarade Ha HannoHa/JHHs paMKOB 10roBoOp 32 MeIHIHHCKH JeiiHOCTH
3a 2018 r., B yacrra ,,BosinnuHa momour*

Hanmonannara 3npaproocuryputenna xaca (H30K) u Bbarapcku Jekapcku chio3
(BJIC), na ocnoBanme uin. 3 ot HalHOHAICH paMKOB JI0rOBOP 3a MEHIMHCKATE JICHHOCTH 3a
2018 r. (HPJl 3a memuumuckute geiHocTH 3a 2018 I.) M3aBaT HACTOSIIOTO CBBMECTHO
yKa3aHHe 3a CIIeJHOTO:

1. Ceraacho ui. 346 ot HPJI 3a meaqunuuckuTe neifnoctr 3a 2018 r. H30K 3amama na
m3nbaHATeN Ha BMIT neftroctra mo AmOyaaropau npouexypu (Allp) NeNe 6, 7 u 8 3a
NPUJTATaHETO Ha JICKAPCTBEHH NPOJYKTH, KOUTO ca OTnajHajin oT [TO3HTHBHHUS JeKapcTBeH
CIMCBK W Ce MpUIaraT KaTo MOHOTeparusi.

2. CeriacHo ui. 354 u BbB Bpb3Ka ¢ wi. 346 ot HPJl 3a MeauuMHCKHTE eHHOCTH 3a
2018 1. ce s3annam@a JeHHOCTTA, CBIVIACHO JMATHOCTHYHO-IEYEOHHS AIrOPHTBM HA
cboTBeTHaTa Allp, KaTo ca M3NMBIHEHH M ca HalMle CIeJHWTE YCIIOBHS: KbM OTYETHATA
JIOKyMEHTAIMSL ¢ TIPUIOJKEHA METHIMHCKa OOOCHOBKA HA Ha3HAueHaTa Tepamus OT
JIeKyBAlIMs JIEKap B JICHeOHOTO 3aBesieHHe (IpHeMa ce Karo OT/Ie/ieH JIOKYMEHT B CBOOOAHA
¢opma niu konme Ha Brimcan B ,Mcropusi Ha 3a6onsBanero” (M3) Tekct), MeKapeTBEH IHCT
WM pelCnTa 3a NpPEeNMCBaHE Ha JIGKAPCTBOTO OT JIeKyBallds Jiekap v (akTypa 3a
3aKyMEHOTO JIEKapCTBO — OT OOJHUYHATA WK BHHILHA allTeKa.

3. B jmarnocTHuno — nedyeOHHTe anroput™u Ha KimHuunute meTekn (KIT) B 1. 1
“YenoBus 3a CKITIOUBAHE HA JOIOBOP M 3a M3MBIHEHHE HA KIMHMYHATA IBTEKA™, T. 2
“3aqbIKUTENHN 3BeHA, MEIHIIMHCKA anaparypa W 000pyABaie, HCOOXOMMH 3a W3IIBIHCHHC
Ha aJropuTbMa Ha IIbT€KaTa, HCHAJIMYHM HA TEPHUTOpPHATA Ha JICYeOHOTO 3aBe/IEHHeE,
M3ITBJIHUTE] Ha OOJIHMYHATA TIOMOII’, 3a KOMTO C€ H3MCKBA JIeUeOHOTO 3aBejeHHe 3a
GoJlHMYHA TIOMOII @ OCHIYypH JeifHOCTTa Ha CBOTBETHOTO 3aBIKHTENHO 3BCHO upes
JIOrOBOP € APYTo JieueGHO 3aBe/IeHHE Ha TCPHTOPHSITA HA HACEICHOTO MACTO, KOETO OTrOBaps
Ha U3MCKBAHMITA 3a anaparypa, odopyasane u cnennainctd 3a KII n uma norosop ¢ H30K
OTHOCHO Tabimna “3aIbKATEIHO 3BEHO/MEIMIIUHCKA anaparypa™, ja ce uMa IpeiBHi
CJIEJTHOTO :

- B ciydaif, ye B TabiMuara € MOCOYCHO M3PHYHO KBJE CJICABA Ja CE HAMHpa
CHOTBETHOTO 3BEHO, C€ NPHJIAraT H3UCKBAHUSTA HA JITOPHTHEMA Ha choTBeTHaTa KI1;

-B Cly4aii, 4ye B TabiMuara HE ¢ MOCOYEHO M3PHYHO KBJC Cle/Ba /ia ce HaMmpa
CHOTBETHOTO 3BEHO, JIc4eOHOTO 3aBe/IeHHE MOXKE Ja OCHIYPH JIEHHOCTTA 4Ype3 J10roBopa ¢




[image: image2.jpg]- NeueOHO 3aBEIEHHME, HAMHPAIO Ce Ha TEPUTOpHsTa HA Lsjiara CTpaHa, caMo aKko
[1OCOUEHOTO 3BEHO JIMIICBA HA TEPUTOPUSATA HA HACENCHOTO MACTO. ToBa ce orHacs 3a
CIeHUTE 3BEHA - MMYHOJIOrMYHA, LHTOreHHYHa, ICHeTHHHA naGoparopust 3a METAOONUTEH,
emsum u JIHK aWamus, BHpYCOJIOTHYHA , TIapa3sHTOJIOTHHA, XHMHKO-TOKCHKOJIOTHYHA,
HYKJICapHO- MEIMIMHCKa JiabopaTopus (BKJI. paJMOM30TONHA naboparopus), KIHHHYHA
[1ATOJIOTHs, ~ MMKPOOMOJOTHS W MAarHMTHO-pe30HAHCHA ToMOrpadus/KOMIIOTEPHA
tomorpadus.

4. Knuununa norexa Ne 216 ,.Cremna ChCTOAHMA B IPHAHATA XHpyprusa-, camo B
YCJIOBHSI HA CIIEHIHOCT, MOXE Jia C¢ W3MbJIHSBA H OT XHPYPr 6e3 creLMarTHoCT Mo JEeTCKa
XHpYprHs 3a JeUCHHE HA NALMEeHTH Ha Bb3pacT 01 18 roxusu.

5. Jlekap ¢be CIECHHUAIHOCT . AHECTE3MOJIOTUsl ¥ HHTEH3UBHO JleueHMe” € 3a/IbIDKUTEIICH
3a M3IIBJIHEHHETO HA AUATHOCTHYHO - JIeueOHUs airopuThM Ha KII Ne 43 “BpoHXOCKONCKA
IIPOIIe/lyPH C HEroNsAM 00eM H CIIOKHOCT B ITy/IMOJIOTHSATA™ CAMO 32 JIeYeHHeTO Ha JHIA 10
18 rogumna Bb3pacT.

6. 3a kaMHUYHH TbTeku - Ne 16 “/luarHocTHkKa v JICUCHHC Ha HecTabuiHa Gopma Ha
ANTHHA [EKTOPHC/OCTBD MHOKapieH WH(papkT 0e3 HMHBA3HBHO H3CJICIBAHE u/unm
HMHTEPBEHIHOHAIHO neuenue”, Ne 27 ,JluarHocTMKa W JIeUCHHE HA OCTBP KOPOHapeH
cunapoM ¢ QubponomTHk”, Ne 29 JJlMarHocTHka M JIeueHHE Ha OCTpa M H30CTpeHa
XPOHHYHA ChPJIEYHA HEAOCTaThYHOCT Ges Mexannuna BenTunanus®, Ne 33 . JlnarHocTuka U
JICYeHHE HA PUTBMHH M MPOBOJHH XHIIOKCEMHYHU HapymeHus ™, Ne 35 . JlmarHoctuka u
JleyeHHe Ha XHMIIOKCEMHYHHM CBCTOSHMS MPH BPOAEHH CHPIACHHH MaiopMalniy B JETCKa
Bp3pacT, Ne 36 ,JluarHocTHka M JI€YeHHC Ha Geonpober  TPoMOoEMOOIH3BM 0e3
¢ubpononuTHK™, Ne 49  BpOHXOIHUT NpH JI€Ua B AeTCKa ph3pacT™, Ne 50 ,, JluarHoctuka u
JlcueHMe HA HCXEMMYEH MO3bUeH HHCYIT 6e3 Tpombommsa”, Ne 51 ., JlMarHoCcTUKa H JICUCHUE
Ha MCXCMHYEH MO3BUeH MHCYIT ¢ TpomGonmza“, Ne 52 .. J[WarHOCTHKA M JIEUCHHC HA
napeHXHMeH MO3bUYCH KphBOU3THB®, Ne 160 . .HepanukajiHo OTCTpaHsBaHE Ha MaTkara®, Ne
162 ..OmepaTHBHH WHTEPBEHIHMH 4pe3 KOpPEMEH JOCThIl 33 OTCTPAHABAHC Ha GosecTHH
H3MeHeHHsi Ha JKeHcKuTe 1osoBH opranu®, Ne 163 ,,OnepaTiBHU MHTEPBECHIUH 4pe3 J0JICH
JOCTBI 32 OTCTpaHsABaHe GOJIECTHH M3MEHEHHS W/IM MHBA3MBHO W3CJC[BAHE HA JKEHCKATC
nosnosu opranu®, Ne 164 ,Kopekuunu Ha TazoBa ( mepuHeanHa ) CTaTHKa W/WNg Ha He
3abpXKane Ha ypuHaTa IpH kenata”, Ne 165 ,.JIMarHOCTUYHH TIPOLEypH H KOHCEPBATHBHO
JeueHHe HA TOKCO -MH(EKIMO3eH W AHCMHYEH CHHAPOM OT aKyIIepO- IMHEKOJOTMHCH
npousxon”, Ne 177 ,.OnepaTuBHH NpoUEIypH HA THHKH U ne6eu uepBa che CpeleH 00eM U
CcOKHOCT, npy Nuna Hajx 18 roamum, Ne 183 ,OneparuBHM MPOUCAYPH NPH XCPHHH C
unkapuepauds, Ne 184 .. KoHBeHIHOHATHA xonenucrektomus, Ne 195 , OnepaTuBHO
JleveHue MpH OcTbp TepuToHUT™ B Ne 196 ,,OnepaTHBHO J€4CHHE Ha HMHTPaadIOMUHAIIHA
abclecH™, ce JONMycKa €aMo B YCJIOBHSITA Ha CHEMIHOCT W M0  MeIHIHHCKA
He1ech06PA3HOCT, a ce W3IBIHABAT OT JNeueOHH 3aBe/IeHUs 3a GoJIHUYHA [TOMOIL, KOUTO
[IpHTeXaBaT Jera 32 MHTCH3WBHO JICUCHWE B PaMKHTE Ha OTICICHHE MO AHCCTESHA M
MHTEH3MBHO JieYeHHe MUHHMYM ITbPBO HMBO Ha KOMIIETEHTHOCT WIHM Ji€rjia 32 HHTCH3UBHO
JIeYeHHE B PAMKHTE Ha APYTH OTAETEHHUs U CAMOCTOATENHA CTPYKTYPH.

7. Ornocro KIT Ne 15.1 . JluarHocTHka M HHTEH3HUBHO JIEYEHHEC HA HOBOPOICHM C
€HOKpATHO NpHJIoKeHHe Ha chpdaxTanT™ 1 Ne 15.2 , JIMarHOCTHKA U HHTCH3UBHO JICUCHHE
Ha HOBOPOJCHH C MHOTOKPATHO MPUIJIOXKCHHE Ha chpakTaHT", M3UCKBAHETO 38 , HATHIHE HA
KBaTM(HKAIMOHEH KYPC Ha HEOHATOJIO3UTE 3a OTACJICHHS Ha TPETO HABO Ha KOMIETEHTHOCT -
[lepebpanHo (yHKUIMOHAIHO MOHHTOpMpaHe®, Aa He ce B3eMa NpeABHI. C uuTHpaHus
KBaTH(HUKAMOHEH JOKYMEHT CIEIHATMCTHTE — HEOHATONO3H Cle/iBa Ja pasroarar ciBa
clell TEXHHYECKOTO W JIOTMCTHYHO OCHTYpsiBaHe Ha JieueOHUTC 3aBE/ICHMsS, KOMTO e
H3BBPLIAT 00YYeHHETO 110 KBatupukanus - LlepebpanHo GpyHKIHOHATHO MOHUTOPHPAHE.
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M3BbpIIEHATa JEHHOCT 3aIbJKHTEIIHO ce oTpassiBa B ,,McTopus Ha 3a0onsBaHeTo".

B ciyusaure, npu kouto ¢ eano nampasieHue NeNe 7, 8 wian 8A ce OTYMTA HUKBI OT
Allp, To chmuaT ce onucpa B eva M3. B te3u ciayuan U3 ce u3roTss u nombisa, cho6pazHo
U3BBpINEHATa MOEHHOCT, BKJI. B oOXBara Ha cboTBeTHata Allp W u3HMCKBaHusTa Ha
HopmaTHBHata ypenba. Msrorsenara 3a Tesum Allp emmkpusa ciexsa Ja orpasssa
H3BBPLICHUTE OT JIeYeOHOTO 3aBEICHUC JACHHOCTH, TEPANEBTHYHO TIOBECHHE U IPEHOPHKHY 3a
TOCJIC/IBALIIO JICUEHHE.

3a Allp NeNe 6, 7 1 8 nipoBe/IeHHTE HPELIIC/M | IIPOLE/LYPH Ce BIMCBAT B OHKOJIOTHYHO
JIOCHE U HE CC U3HCKBA H3TOTBSIHETO HA EMTHKPHU3a.

9. B ciyuai, 4e pupMa IIPOM3BOAMTEN HA MEAULMHCKH U3ICIHS HE [1OCTABS CTHKEPH
BbPXY COOCTBEHHTE CH MCOMLMHCKH M3/Ie/Us, € HeOoOXOIMMO IeucOHUTE 3aBeleHHs,
MOJI3BALM TAKMBA MEMIIMHCKU M3/IENHUs Ja paslolarar ¢ JeKJIapanust OT MPOH3BOIUTEIAT,
YJIOCTOBEpsIBALlA JIHIICATa HA CTHKep. B Tesum ciywait BbB (opmyssipa 3a MeTUIIHHCKH
U3JIeJIMsl Ce BIMCBA CaMO HOMEpAa Ha 3alpUXOJsIBaHEe U HAMMCHOBAHHETO HA MEIMIIMHCKOTO
u3zienue B OOJHUYHATA ANTeKa.

10. Ilpn HeOOXOMMMOCT OT MpOMsIHA Ha JieueOHHUS MIaH U HpeacTapsine npen O6ima
KIMHHYHA onKonorus/Knunudna xomucus no xemaronorust no Allp Ne 5 u mocnexasaina
xocrnuTanuszanus o KIT Ne 240, 241, 242, 243, 244, 245, 246, 247, 248, 249, 250, 251, 252
win  xupypruand  KII,  newebnoTo  3aBexenme,  npoBexkiamo  amOyaaTopHO
Ha0Io/IeHHE/IMCTTAHCEPU3ALINA, H3/1aBa HEOOXOAMMHTE ILPBUYHH MEIMIMHCKH JTOKYMEHTH
— Pemenne na obima KIMHAYHA OHKOJIOTMYHA KOMUCHS/KIMHUYHA KOMUCHS 110 XEMATOJIOIUS
(6. M3 — H30K Ne 12) u “Hanpasiienne 3a XOCHMTATH3AIUS/ICUCHHE TIO aMOy/IaTOPHH
npouesypu” (6:1. M3 — H30K Ne 7).

11. ITpu HeOOXOIMMOCT OT IPOBENK/IaHE HA PeXabHIIMTALMSA B paMKuTe Ha 30-THCBHHUS
CPOK CJIeA XOCHHTAIM3AlMA 10 KJIHHHYHA [BTEKA, JICYEOHOTO 3aBejIeHHE H3aBa
HeoOXOIUMOTO  HamnpapjieHHe 3a Xocmuramusamkss mo KII 3a  pexabunuranms u
NPOTBIKABAIIO JICYCHHE NPH M3MHCBAHECTO Ha NAlMEHTa WM 110 BPEMC Ha KOHTPOJIHHS
[perJie]l, ako ToBa ce JIOMyCKa OT JMarHOCTHYHO-Ie4eOHUsI AJITOPUTHM Ha choTBerHaTa KIT
1o (pu3HOTEpANUS U peXabuInuTaIus.

12. 3a KIT Ne 256 IlpomblskMTETHO ICUYCHHE K paHHa pexadMIMTALUs Cliea
ONepaTHBHU HHTCPBEHLMHU C TOJISIM K MHOT'O T'OJISIM 00eM H CJIOJKHOCT ¢ OCTATHhYHH TTPOOIeMH
3a 3/IpaBeTO”, OCBHIUECTBABAHA HAIf-MAJKO Ha BTOPO HMBO Ha KOMIETCHTHOCT, ChIVIACHO
MCIMLHMHCKH cTaHaapt ,,Opronenns W TpaBMATONOrMA™ Jla Ce HMa IpeaBui, ue
HCOOXO/IMMHTE CHENMATHCTH 3a H3lbiHeHne Ha Tasun KII ca MHHMMYM JBaMa JeKapu Cbe
crenraanocT ,,OpTone/ins U TPaBMaToIOrus.

13. Ilpu mpencpouno mpukmousane Ha KIT Ne 16, 17, 20 u 25, kato ATlp Ne 99 u
HENOCPE/ICTBEHO HACOYBAHE 3a MOCIEABAINO JIeYeHHEe B JPYro Je4cOHO 3aBejieHHe, ce
JomycKa Jla He ce M3passiBa ,,ME/IMIIMHCKO 3aKII0UCHHE 3a JIMIICATa HA MEIUIUHCKA PUCK OT
NPUKITIOYBaHe Ha OOMHHYHMSA INPECTOH Bb3 OCHOBA HA [0OKa3aTeluTe, IOCOYCHH B
CBOTBETHATA KJIMHUYHA ITbTEKA .

14. Tlo otHomenne na KIT Ne 56 , Jluarnoctuka v jeveHne Ha GONECTH HA HeperHO-
mospunuTe Hepsd (UMH), Ha HepBHMTE KOpEHYETa M IUIEKCYCH, MOJHHEBPONATHS H
BepTeOpOreHHH GOJIKOBH CHHIPOMH®, 1a Ce MMa MpeABH CICIHOTO: 33 W3IbJHEHHe Ha
AMArHOCTHYHO—JIeYeOHUs AITOPUTHM TIPH GOJICCTH HA HEPBHUTE KOPEHYETAa M IUIEKCYCH
(uepBHKOOpaxHalHa  PAMKYJIOMICKCONATHsl M JyMOOCAKpAIHA  Pa/IMKYJIOIICKCONATHS)
KOHCYJITAIHATA C JICKap-CenHalucT 1o , Pu3ukaina 1 pexabuIuTaHOHHa MeIMITHHA™ He ¢
3aIbJDKHTEIHA.

15. B lorosop Ne PJI-HC-01-1-1 ot 13 anpun 2018 r. 32 u3MeHeHHe U TOMBIHCHHE HA
HPJ1 3a menununckure neitnocti Mesxay H30K u BJIC 3a 2018 1. (1B, 6p. 28 ot 2018 1.), B
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(JIMMCBA ChKPANICHHETO HA JymMaTta ,,ceIMHUA’, a HMEHHO ‘‘c.), mopaJu KOETO - KO
004.1 u xoxn 004.2 cmena ma ce uerar Taka: ,JllpexaeBpeMeHHO IpeKbCBaHE Ha
OpeMeHHOCTTA: IIPH MpPeKbCBaHE Ha OpeMeHHocTTa 10 13 T. €. BKIL", PECIEKTHBHO
LIIpexaeBpeMeHHO MpeKbCBaHe Ha OpEeMEHHOCTTA: TIPH PeKhCBaHe Ha OpeMeHHocTTa Haj 13

6
16. 3a sieueOHMTE 3aBeieHHs 3a OOJHHYHA [1OMOLL, B YHUTO pa3pellcHHs 3a NICHHOCT He

€ T[OCOYCHO HHBO Ha KOMIICTCHTHOCT, NpPH CKJIIOYBAHC HA JOTOBOP € HEOOXOAHUMO
CBOTBETCTBHC C YCIOBHSITA 33 CKIIOYBAHE HA JOTOBOP U H3HCKBAHMATA, IOCOUEHH B BCSKA
KIl, Allp u Kllp, 3a xouto 5eueOHOTO 3aBeleHHE ’Kejgae Aa CKIIOYH JIOTOBOP, KaTo
cproTBeTHaTa P3U ciiesiBa 1a W31aBa CTAaHOBHINA 32 CHOTBETCTBHE HA CTPYKTYpHTE, anaparypa
U CTIEIHATHCTH C H3HCKBAHUATA 332 HUBO Ha KOMIETEHTHOCT.

Hacrosimoro yka3anue aa ce cseae 10 3Hanuero Ha P3OK u m3npaHuTenTe HA
MeJIHIIHHCKA MOMOII,

- YIIPABUTEJI HA H30K NPEJACEJATEJI HA YC HA BJIC

PO®. JI-P KAMEH INIOYEB, . M. A-P BEHIHIUCJIAB I'PO3EB

MeHkosa
MYAH30K)
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