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J0:
I'-H KHPWJ1 AHAHHUEB
MUHUCTBP HA 3IPABEOIIA3BBAHETO

A0:
J1-P BOMKO NEHKOB
3AM.- MUHUCTBP HA 3/IPABEOIIA3BAHETO

A0:
JI-P UBAH MA/I’KAPOB
INPEJACEJATEJI HA BJIC

A0:
JI-P IAHUEJIA JAPUTKOBA

NNPEACEJATEJI HA TIAPJIAMEHTAPHATA KOMHUCHUA 110 34PABEOIIA3BAHETO

KOIIUE J10:
YJIEHOBETE HA IAPJIAMEHTAPHATA KOMMCHS 10 3/IPABEOINIA3SBAHETO

CTAHOBMUIIE
oT

HanuoHa/IHO capyKeHue Ha 001 onpaKTUKyBamuTe JieKkapy B bbarapusa (HCOILJIB)

OTHoOCHO: [IpoekT Ha Hapeznb6a 3a usmeHeHue u AombjaHeHre Ha Hapen6a N2 4 ot 2009 r. 3a
yCI0BUSATA U peJa 3a NpeJilMcBaHe U OTIyCKaHe Ha JieKapCTBeHU NpoAyKTH (06H., B, 6p. 21
ot 2009 r., u3M. u jom., 6p. 91 ot 2009 r., 6p. 94 ot 2011 1., 6p. 2 oT 2012 1., 6p. 81 M 104 OT
2013 r., 6p. 15,68 1 95 ot 2014 r., u3M. c Pemenue N2 5812 na BAC Ha Pb ot 17.05.2016 . - 6p.
91 ot 2016 1.), c nepuoA Ha ob1ecTBeHaTa KOHcyaTanus: oT 24.08.2018 r. 1o 22.09.2018 r.

YBaxxaeMu JaMHU M rocrioja,
[IpeacraBaMe Ha BamieTo BHUMaHHWE CJEJHUTE MpeNJOKeHUs 3a NPOMEHH KbM

I'IY6JII/IKYBaHI/IH 34 O6C’b)K,E[aHe IIPOEKT U KOMEHTAap:
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HaBcskbae B HapegbaTta aa ce npomeHu 330J1 Ha 30J1 B cboTBeTcTBUE ¢ TepMUHA B 330 U
HP/J.

CpbryiacHo 4s.7,a1.1,T.8 Ha 06MKHOBeHaTa pelLenTypHa 6J1aHKa 10 pUIoXKeHue 2 TpsabBa
Jla ce oT6esa3Ba 1 YUH Ha maructbp-dapmalieBTa, HO JIMIICBA TAKOBA M0JIE B pellenTaTa.

IIpeasioxxenue: /la ce J06aBM TaKoBa MoJie B MpUIoKeHUue N22 KbM HapeAdaTa UIH
Jia OTIajHe H3UCKBAaHEeTOo.

Y1 11.
(4) CpoK'bT Ha BJIMIHOCT Ha Cliel[Ma/JIHATa pelenTa e 7 JHU OT AaTaTa Ha U3JjJaBaHEeTo M.

IIpeanoxxenune: CpOKbT HA BAJIUAHOCT HA cielMajHaTa perenta e 30 JHM OT JaTaTa
Ha U3JjaBaHeTo M.

MoTuBM: Y106CTBO 32 NallUEHTHUTeE.

Ya. 12. (1) Peyenmama ce u3zdasa 8 mpu ek3emn/aspa, nspsume 0ea Oom KOumo ce
npedasam Ha nayueHma, a mpemusim ce CeXpaHs18a om Jekapsi/sAekapsi N0 0eHMa/aHa MeduyuHa
8 NpodwaxceHuUe Ha eJHa 200UHA U ce npedocmasst Ha KOHMPOJIHUMe Op2aHu Npu nposepka.

(2) Hoea Peyenmama Mmodce da ce uzdasa 8 eJleKmpoOHEeH eapuaHm npu ce3dadeHu
ycioeusa 3a e/eKmpoHeH O06MeH Ha 30pasHa UuH@opmayusa 6 cucmemama Ha
3dpaseona3zseaHemo U ce CoXpaHse8d 8 e/ieKMpOHeH eapuaHm om Jjekapsi, npednucas
mepanusima, 8 anmekama, omnycHa/ia medukamenimume u 8 H30K

IIpeaynoxkenueTo e: Penenrara ce u3zjlaBa B TPU €K3eMILIAPA, 'bPBUTE JIBa OT KOUTO Ce
npesaBaT Ha MalMEHTA, 2 TPETUAT Ce ChXpaHsABaA OT JieKaps/JeKaps Mo JeHTaJHa MeJuIlMHa
Jl0 M34YeplBaHe Ha KOJIMYECTBOTO peLeNnTH mnouaydyeHu oT P3U. w—eemnpesocraBs—Ha

KOHTPpOAHHATE- 0pFraH-HPpHHPOBEPKE:

MoTuBu: HanpaBeHOTO npejJioKeHHe eJJUMHUHUPA €AHOTOAUIIHOTO ChbXpaHEeHUe U
BbBEXX/Aa OTYMTAHe NMPHU NPUK/IIOYBAHE HAa KOJIMYECTBOTO, KOETO PAJAKO € J0CTaTh4YHO 32
e/iHa roauHa.

Ya. 24. (1) (H3m. - /[IB, 6p. 81 om 2013 2.) J/lekapcmeeHume npodykmu, KOUumo Hans/aHo uau
yacmu4Ho ce 3anaaujam om H30K 3a domawHo sevyeHue, ce npednuceam Ha peyenmypHa
6saauka (o6paszey M3 - H30K Ne¢ 5 no npusosxceHue N2 6), peyenmypHa 6aaHka (obpasey M3 -
H30K Ne 5A no npusodceHue N2 7) uau 3a msx ce usdasa npomoko (0bpasey no npusodxceHue N2
8) no ped, onpedesien 8 HAUUOHA/IHUME PAMKOBU 002080pU ho 44. 53, as. 1 330.

IIpeanoxenusa: Y. 24. (1) (Usm. - [IB, 6p. 81 ot 2013 r.) J/lekapcTBEHUTE NPOAYKTH,
KOWUTO HAII'bJIHO MUJIK YaCTU4YHO ce 3amiawat ot H30K 3a gomaliHo jsiedeHue, ce npeAnurcBaT Ha
penentypHa 6JsiaHka (o6pasen; M3 - H30K Ne 5 no npunoxenue N2 6), penenTtypHa 6JiaHKa
(o6pazen; M3 - H30K Ne 5A no npusiokeHre Ne 7) WaM ¢ U3AajeH NpOTOKoJi(o6Gpaser Mo
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npusoxxeHue N2 8) no pen, onpeJiesieH B HallMOHAJHUTE PaMKOBM JOTOBOPM 1O 4J. 53, an. 1
330.

MoTuBu: IIpoTOKOJIBT ChABpPXKA BCHYKHM HEOOXOJUMMM [JAHHM 34 JIeYEHUETO C
npeAnMCcaHUTe MeJUKAMEHTH U He € He00X04MMO ChIIUTE JAHHU A Ce MPEeHACAT BbPXy
Apyra penenta. CnectsBa ce BpeMe HAa NAallMEeHTHUTE U He Ce HATOBApBaT C M3JIMLIHA
pa6oTta UMII, u364area ce Bb3MO>KHOCTTA 3a IPeLIKH.

Heo6xoaumo e cbriacyBaHe ¢ orgaenute Ha H30K u M3 npu U3rorBsAHETO Ha
o0Opasena Ha NPOTOKOJIA IO NpuioxKeHHe Ne8 Ha Hapej6aTa.

B cbInMs YJieH.

(2) PenenTypHuTe 6/1aHKU 110 aJ1. 1 ce u3JjaBaT, KaKToO CJe/Ba:

1. peuentypHa 6s1aHKa (o6pa3sen; M3 - H30K Ne 5 no npusioxkxenue N2 6) - 3a npe/inMcBaHe Ha
JIEKapCTBEHU NMPOJAYKTH 3a JieueHHe Ha 3a60JisiBaHHS, B KoJiMYecTBa 3a He noBeve oT 30 AHM ,
OCBEH KOraTo JIMIICBA NMOAXOJAIlAa ONMAaKOBKa CBhIJIACHO CIHCBKa MO 4iI. 262, aa. 1 ot
3aKoHa 3a JIeKapCTBEeHUTe NPOAYKTH B XyMaHHAaTa MegunMHa (3J/IIIXM).

MoTuBu: Taka e 3an1MCaHO B Y4I1.27 U TEKCTHT € u3yeprareseH.

Y. 27. (1) JlugaTta no 4wi. 23 uMaT NpaBo Ja NpeAlrcBaT JieKapCTBEHU NPOAYKTH, 3a
kouTo H30K Hamrb/IHO MJIM YaCTUYHO 3alljIallia, B CJIeJHUTE KOJIMIEeCTBa:

1. 3a JledeHUe HA OCTPU CbCTOSIHUS - JIEKAPCTBEHU NPOAYKTHU 3a He noBeve oT 10 AHY;

2. (usm. - 1B, 6p. 95 ot 2014 r. ) 3a JleueHHe HA XPOHUYHHU 3a00JIIBAHUSA - JIEKAPCTBEHU
NpOJyKTH 3a He noBeve oT 100 JHY, IpeANKMCaHU Ha 10 TPU OTPsS3bKa OT pelenTypHa 61aHKa
(o6pazey M3 - H30K Ne 5A no npusnoxenue Ne 7) uiu Ha peuentypHa 6saHka (oopasen M3 -
H3O0K Ne 5 no npusioxxeHue N2 6).

IIpeanoxxenue: 3.(HoBa) 3a JieyeHHUe HA XPOHUYHHU 3a060J/IsIBAHUA C JIEKapCTBEHH
NPOAYKTH(C WM 6e3 NPOTOKOJI), NoAJIeKallly Ha AMCIaHCepHO Ha61wAeHue 1o Hapea6a
8, ¢ TepanuAa Ha3HaYaBaHa CaMO OT AMCIAHCEPHO Hao6J/0AaBaumuAa Jjekap or CUMII -
JIeKapCTBEHHU NPOAYKTH 3a CpOK A0 180 aHwu.

MOTHBM: KaTO NpUMep - IPU AUCIAHCEPHOTO HaG/oAeHue Ha XOBb wiau enusencus
OpoAT Ha AUCNAHCEPHUTe mperJeju, onpegeseH or Hapea6a Ne8 ma M3 e 2(aBa) 3a
KajieHJapHaTa roguHa. Korato Tepanusra 3a TaKkoBa 3a60/iIBaHe € YTOYHEHa, T.e. He e
NMPOMEHsIHA B NOCJeJHUTE MeCe! M CbCTOSTHUETO € J00pe KOMIEHCUPAHO, U3NMCAaHOTO
Jie4eHHe MoXKe Jia NPOAB/KU A0 CJ1eBalliua AUcCNIaHCcepeH nperJes A0 180 aau.

(2) Jlupata mo 4ji. 23 mocoyBaT B peLeNTypHUTe OJaHKU No 4i. 24, an. 1 U B
aMOyJ1IaTOPHHUA JIMCT CPOKA, 3a KOWTO Cce NpeAnucBa.

(3) (dom. - 2IB, 6p. 95 ot 2014 r. ) B cinyyauTe no az. 1, T. 2 ce npeAnucBaT JeKapCTBEHU
NPOAYKTU HA eJWH OTPA3BbK 3a He mosede oT 30 AHU, OCBEH KOraTo JIMIICBA NOAXOAALLA
ONIaKOBKAa CBIJIACHO CIMCBKA MO 4. 262, aj. 1 oT 3aKoHa 3a JIeKapCTBEHUTEe MPOAYKTHU B
XxyMaHHaTa MejuuuHa (3JI[IXM) uiaM KoraTo JieKapCTBEHUTE NPOAYKTH ce MpeJnucBaT B
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KOJIn4YecTBa 3a noBeve oT 90 gHHU.

Y. 43. (U3m. - [IB, 6p. 81 oT 2013 r.) 3abpaHsiBa ce OTIyCKaHe Ha JIeKapCTBEHU MPOJAYKTHU
10 pelenTa, Npenucalu nNpeay nopeye oT 7 AHU.

IIpomMsaHa ako ce mpueMa cpoka no 4will,an.(4): 3a6paHsABa ce OTIyCKaHe Ha
JIEKapCTBEHM NPOAYKTH 110 pelenTa, npeAnucaHy npeay nosede ot 30 aHu.

Yn. 47. (U3m. - [IB, 6p. 95 ot 2014 r. ) OTnyckaHeTo Ha JIeKAPCTBEHU NPOAYKTH,
npeJANUCcaHu Ha pelenTypHa 6JiaHka (o6pasey M3 - H30K Ne 5A no npunoxenue Ne 7), ce
M3BBbpLIBA B pAMKHUTE Ha BaJIMJHOCT Ha OTPA3BLUTE, KAaTO JaTaTa Ha U3I'bJIHEHUE Ha BCEKHU
OTPSA3BK Ce MOCOYBA BbPXY HET'O U BbPXY C/eABALHS OTPSI3bK.

Ilpepnoxenue: Y. 47. OTnyCKaHeTO HA JIeKAPCTBEHU NMPOAYKTH, IPeANMCAHM Ha:
(1) penentypHa 6saHKa (o6paseny, M3 - H30K Ne 5A mo nmpuiaoxkeHue Ne 7), ce
U3BBbPLUIBA B paMKUTE Ha BAJILAHOCT HAa OTPA3BLMUTE, KATO AATAaTa HA U3N'bJIHEHUE HaA
BCEKHM OTPSA3BK Ce I0COYBAa BbPXY HEro M BbpPXy cjeABalius OTPA3bK.
(2) nportokosi(o6paseny, M3-H30K no npuioxkeHue Ne8) ce u3BbpIIBA B pAaMKHUTE Ha
BAJIMJHOCT HA IPOTOKOJIA IIPU ClIa3BaHe Ha NpeANMCAaHUATA 3a KOJIMYeCcTBaTa U CPOKa 3a
KOMTO Ca OTNYCHATH JIEKAPCTBEHUTE NPOAYKTH.

MoTtuBu: IIpOoTOKOBT CBABPXKA BCHYKH HEOOXOAMMM JaHHM 3a Jie4YeHHeTO C
npeANMCaHNTEe MeJUKAMEHTH U He € He06X0AUMO ChIINUTE AAHHU A Ce MPEHACAT BbPXY
Apyra penenta. CnecTtsiBa ce NpeKOMepHAa M HeOCHOBaTe/Ha 3ary6a Ha BpeMe OT
NanyMeHTHTe U He ce HAaToBapBaT C M3J/IMIIHA M HEO60CHOBAaHA aJMUHHUCTPATHBHA
AeitHocT UMII, KaKTo M ce mpeJoTBpaTIBaT Bb3MOXKHH I'PELIKH.

Heo6xoaumo e cbriacyBaHe ¢ orgeaute Ha H30K u M3 npu M3rorBAHETO Ha
o6pasena Ha NPOTOKOJIAa N0 NpuaokKeHue N°8 Ha HapeabarTa.

Y. 476. (Hos - /IB, 6p. 68 oT 2014 r.,, B cusa ot 15.08.2014 r.) (1) Ilpu oTnyckane Ha
JIEKapCTBEHU NPOJAYKTH mo 4. 47a—(Aa ce mpeMaxHe OyKBaTa ,a“) pelenTUTe H
npotokosuTe ce otuutat npes H30K upe3 BbBexxaaHe Ha MHGOpPMaALUATA, ChbprKallla Ce B
TSX B eJIeKTpOHHA 6a3a JaHHU. U3uckBaHUATa KbM codpTyepHaTa 6asa AaHHU, 06paboTBalia
peLenTyuTe U MPOTOKOJIUTE, Ce OmpefesaAT CbBMeCTHO OT mnpencraBuTesd Ha H30K u Ha
Bbarapckus ¢apmaneBTUYeH CbO3 IO peAa Ha ui. 45, an. 15 or 3akoHa 3a 3JpaBHOTO
OCUTYpSsIBaHE.

(2) BbBexgaHeTo Ha MHOpMaLMATa MO al. 1 ce U3BBbPIIBA B MOMEHTA Ha OTIyCKaHe Ha
JIeKapCTBEHUTe NPOAYKTU B IPUEMHOTO MOMeleHUe Ha allTeKaTa OT MarucTbp-dpapmaleBTa,
KOUTO OTIYCKa JIEKAPCTBEHUTE NMPOAYKTH.

19.09.2018r. 3a YCu HC na HCOIL/Ib
Codusa Aou. a-p Jllo6omup Kupos, im
(IMpeacenaTen Ha HCOILJIB,

HanuoHasieH KOHCy/ITaHT no O61a MegMIMHA)
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