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MNPO®. 1-P XPUCTO XUHKOB
MHUHUCTDHP HA
3IPABEOIIASBAHETO

mi1. "CBera Hegeasn'" Ne 5

rp. Copus 1000

u Ha e-mail:
vvasiyanova@mh.government.bg

Ommuocno. Ilpoexm na Hapeoba 3a usmenenue u oonvanenue na Hapeoba Ne 4 om 2009e.
3a YCro8usama u peod 3a npeonucéare U OMnyckamne Ha ieKapcmeeHu npooyKmu

YBAKAEMH ITIPOPECOP XUHKOB,

OO6prpiiam ce kbM Bac cbe cTaHOBHMINE, BEB Bpb3Ka ¢ MyOnuKyBaHus Ha 26.8.2023 1. Ha
[Toprana 3a obmectBenu koHcynrauuu IIpoekt na Hapenba 3a u3meHeHUEe U JOIMBJIHEHUE Ha
Hapen6a Ne 4 ot 2009 1. 3a ycrmoBusTa ¥ pena 3a MpeAnrcBaHe W OTIyCKaHE Ha JICKApCTBEHU
IPOAYKTH.

Karo omOyncman O6ux uckana jna orOeneka, 4ye JUIcara U HEJIOCTUTa Ha JIEKAPCTBEHU
INPOAYKTH B alTeyHara Mpe)ka B CTpaHaTa M Ch3JaJCHUTE B Ta3u Bpb3Ka MPEANOCTAaBKU 3a
HapyLIEHO MTPaBO Ha rPaXkJIaHUTE Ha JOCTHI J0 JIEKApCTBa, KOUTO B HEMAJIKA YacT OT CIy4YauTe,
KaKTO HalmpuMep MPHU UHCYJIMHOBO JIEYCHHE, Ca >KMBOTOMOAIBPIKAIIM 32 TIX, 03 ChbMHEHHE €
CepHO3€eH MpolIieM, Ha KOMTO B KPaThK CPOK cliieiBa J1a Objie HaMepeHo pelieHue. B Ta3u Bpb3ka,
HEEJHOKPAaTHO CHhM OTOeNsI3Bajla HEOOXOJMMOCTTa OT 3aJbJI00YeH EKCIEpPTeH aHalIu3 Ha
MPUYMHUTE U 00CHK/IaHe HAa MEPKU, B TOBA YMCJIO HOPMATHBHU MPOMEHH, 3a MPEAOTBpATIBaHE
Ha JIUTICaTa W HEJOCTUTa Ha JIEKAPCTBEHU MPOAYKTH Ha ObJrapckus ¢dapMmaleBTHUYEH Ia3ap u
rapaHTHUpaHe MPaBOTO HA TPAXKAAHUTE HA UHIUBUIYATHO JICUCHHUE.

Be3KoHTpONHOTO MpeAnrcBaHEe W Hali-Beue OTIYCKaHE Ha JICKapCTBEHU MPOAYKTH 3a
JIeUeHUe Ha 3axapeH auabeT u ynorpebaTa UM MPH MAlMEHTH U3BBH MMOKA3aHUSTA, TIOCOYCHH B
KpaTKaTa UM XapaKTepUCTHKA (HapUMep 3a PEeayKIUs Ha TEIIO MPH TpakJaHU C HaTHOPMEHO
Tero, Ho Oe3 auaber) € cpel OCHOBHUTE MPUUYMHU 3a JIMICATa M HEIOCTUTa Ha JIEKapCTBEHU
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MMPOAYKTH 3a JICHCHNC Ha Z[I/Ia6eT U MCPKH 3a HCTOBOTO IMPCAOTBPATABAHC Ca HGO6XOZ[I/IMI/I n Jaxe
3aKbCHCIIN.

Cr1110 Taka, 6e3pa300pHUAT MPUEM Ha aHTUOMOTHUIIM U OTITYCKaHETO UM 0€3 pelienTta Boau
KaKTO JI0 JINTICaTa U HEJAOCTUTA UM B allTEKUTE, OCOOCHO Mpe3 3UMHUS CE30H M B YCIOBHUATA HA
enUIeMHsl, TaKa U JIO Pa3BUTHE Ha aHTUMHUKPOOHA PE3UCTEHTHOCT, C MPOU3TUYAIINTE OT TOBA
Hee(DEeKTHBHOCT Ha JICUEHUETO U 3arliaxa KaKTo 3a 37paBeTO Ha KOHKPETHHUS MAIlUEHT, KAaKTO ¥ Ha
00IIIeCTBEHOTO 3/PaBeE.

bux wnckana obade na oObpHa BHHMaHHE, Y€ U KbM MOMEHTA OTIIyCKaHETO KaKTO Ha
JIEKapCTBEHH IPOAYKTH 3a JIeYeHHUE Ha JualeT, Taka U Ha aHTUOMOTHUIIH, CJIEBA Jja CE U3BBPIIBA
caMoO cjeJ TpeANHCBAaHETO MM Ha pelenTypHa OllaHKa W B Ta3d Bpb3Ka Ja oTOenexa
HE00XOIMMOCTTa OT HAIMYUETO Ha €(DEeKTHUBEH KOHTPOJI.

C paszbupaHe KbM HEOOXOJMMOCTTA OT MPHUEMaHe Ha MEPKH 3a pellaBaHe Ha TTOCOYCHUTE
mpo0semMu, KaTo OOIIECTBEH 3alUTHUK ChM 00€3MOKOEHA OT B3MOXKHOCTTA, PETIAMEHTUPAHETO
Ha U3IMHACBAaHE CaMo C CICKTPOHHO MPEIITUCBAHE HA ONMPEICIICHU TPYIH JIEKapCTBa, J1a JOBEE JI0
HapyIICHW TpaBa HA MAIUEHTHTE, KaTO OTPAaHWYU M 3a0aBW JIOCThIIA UM JO JIeYeHHE. ToBa €
0COOCHO HEXEIJIATEIHO TMPH YSA3BUMU TPYIH, BE3PACTHU XOPa, XOpa ¢ YBPSKIAHUS U Hali-Bede
JeTia, IPU KOUTO CBOCBPEMEHHOTO 3all0YBaHE Ha aHTHOMOTHYHO JICUCHUE YECTO € pelaBaIio 3a
OBJIQJIIBaHE Ha 3a00JISIBAHETO W MPEIOTBPATABAHETO HA TEXKKHU YCIOKHCHUS.

B Taszu BpBb3Ka, OMX HCKaja Ja 06’pra BHUMAHUC, Y€ HCOCHUTYPCHHUAT JOCTHII Ha
rpaXXaaHUTC 10 MCIAUIIMHCKA ITOMOIIl U3BBH pa6OTHI/I$I rpa(l)m( Ha O6HIOHp8,KTI/IKYBaHII/ITC JICKapu
B pa6OTHI/IT€ JHU 1 ICHOHOIIHO IMPE3 MOYMBHUTE U IPASHUYIHUTEC IHHU, CHIIO € CCPUO3CH Hp06J'ICM,
Ha KOWTO BCE OIIIE HE € HaMCPCHO IAJTOCTHO PCHICHUC. HCpH}IKO B MAJIKU 1 OTAAJICYCHU HACCICHU
MCCTa, B KOUTO HAMA PA3KPUTH AC)KYPHU KaOMHETH 1 O6HIOHpaKTI/IKYBaH_II/ITe JICKApHu Ca 06${BI/IJ'II/I,
4qc CcaMO mc ocurypsaBar ACHOHOIIHOTO 06cny>1<BaHe Ha MAaOUCHTUTC, HO Ha IIPAKTHKA HC IO
IIpaBAT, I'pAXKIAAHUTEC Ca IPUHYACHHU Ja ThbPCAT MCAUTMHCKA ITIOMOII OT APYI'H JICKApU U q)enmuepn,
Ha KOUTO UMAaT JOBCPUC, KAKTO U OT CKUIIUTC 3a CIICITHA ITOMOIII.

CnenBa na ce uma MpeABU M Y€ MMa MPAaBOCHOCOOHU M NPAKTHKYBAIU MpodecusTa
JeKapu W JieKapu IO JIeHTajdHa MeAWIMHA, KOWTO HsAMar jgoroBop ¢ Hamumonanmnata
3apaBHoocuryputenHa kaca (H3OK) w/unm He pasmomarar ¢ HeoOxomumaTra TEXHUKA U
TEXHHUYECKH TIO3HAHMs 3a paboTa ¢ eJleKTpOHHaTa CHCTeMa, KaTo HeoOXOJMMOCTTa
NPEINUCBAHETO Ha aHTUOMOTHUIIN J]a CTaBa caMo IO €JIEKTPOHEH ITBT I1I€ HAPYIIN TEXHU MpaBa U
Hall-Beue MpaBa Ha NAI[MEHTHTE MM, B TOBa 4Mcio jena. Jlumcara Ha MHQpacTpyKTypa U
rapaHTUpaHa UHTEPHET BpPb3Ka Ha TEPUTOPHUATA HA IsjIaTa CTpaHa ChIIO ca Cpell Bb3MOXKHUTE
MIPUYMHU 32 HETIPEANMCBAaHEe WM OTJIOKEHO BbB BPEMETO MPENICBaHEe HA aHTHOUOTHIIN.

Oxka3BaHeTO Ha JECHTAJIHA TIOMOIIl OT JIEKapu MO JCHTallHA MEIUIMHA, HepaOOTeIH 0
noroBop ¢ H30K u/unu He pa3nonaraiy ¢ HeoOX0oQUMUs Xapryep u copTyep 3a mpeanucBaHe Ha
EJIEKTPOHHU PEIENTH, CHIIO € CPell Bh3MOXKHUTE MPUYUHU 32 HApYIIEHO MPABO Ha MAIUEHTUTE
Ha CBOEBPEMEHEH JIOCTBII JI0 aHTUOAKTEPUATHH JIEKAPCTBEHU MPOAYKTH 32 CUCTEMHa yrnoTpeoa.

Jlumcara Ha anNTeKd B MAJIKM U OTJAJICYCHH MECTa ChIIO € MOBOJA 3a OEe3MOKONCTBO H
MpUYMHA 3a CIy4Yau Ha HapyIlIeHU IIpaBa Ha TpaKJaHUTE Ha AOCTH 10 JieueHue. ChleBpeMEHHO,
BCE OI€ MMa MAJIKM aIllTeKH, KOUTO € BB3MOXKHO Ja CpEIIHAT CEPUO3HM 3aTpPyJHEHHUS IIPU
OCUTYPSIBAHETO HA TEXHUYECKAa BB3MOKHOCT 32 OTIIYCKAaHE Ha IMPEANUCAHU C EIIEKTPOHHHU
peLenTH JEKAPCTBEHU MPOLYKTH.
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He nHa mocneano msicro, cienBa J1a ce OTOENEXH ClIaOuAT MHTEpeC KbM MOMEHTa KbM
MOOWJIHO TPUJIOKEHUE 3a W3JaBaHE Ha EJIEKTPOHHU pELENTH OT JIeKapu, 4WICHyBallld B
bearapckus JIeKapcKH Chbl03, 32 PETHCTPALMATA B KOETO € HEOOXOAMMO JIEKapsT Ja paslolara ¢
€JICKTPOHEH IOAINC, a 3a ION3BAaHETO My — HalW4Me Ha CTa0MiIHA MHTEPHET BPB3Ka.
[IpennucBaHeTo Ha JEKapCTBa Upe3 MPUIOKEHUETO ChINO OM OMIIO HEBB3MOXKHO B IIOCOYCHUTE
[I0-TOpEe Cilyya, B TOBA YHCJIO 3a JIEKApH OT €KUIIUTE 3a CIEIIHA IOMOIL, MOCETHIN JA0Ma Ha
MalUEeHTHUTE.

HeobOxomuMo e cblio na ce mMa OpeaBU] M HEXKEITaHHUETO Ha HSAKOM JIeKapH Ja ce
perucTpupar U Moyi3BaT MOOWJIHOTO MPHJIOKEHHE, KaKTO M IOCOYEeHaTa I0-Tope JUIca Ha
TEXHUYECKH MO3HAHUS J1a padOTAT C HETO.

Kato omOyacMaH cmsTam, 4e HEHpeANMMCBaHETO WM 3a0aBSIHETO Ha MPEIUCBAHETO Ha
aHTHOMOTHUYHA TEparvs, He3aBUCHMO OT MPUYMHUTE, III€ HAPYIIM [paBaTa Ha MAIACHTHTE M
CBOCBPEMEHHHUS UM JIOCTBII JI0 MOCOUYCHATA IPyIia JICKapCTBEHHU MPOIYKTH, KOUTO YECTO, 0COOCHO
IpY Jiela, ca PelIaBally 3a YCIEIIHO MPOBEKIAHE Ha JICYCHUETO.

BbB Bpb3Ka ¢ U3I0KEHOTO, OMX MCKasa Ja 0ObpHa BHUMaHHE BbPXY HEOOXOAMMOCTTA U
Jla TIpernopbyaM 3abJIO0YEHO pasIiekIaHe Ha OMMCAHUTE MPOOJIeMU U 00CHXKIaHEe Ha MEPKH 3a
TIXHOTO pelIaBaHe, HaNpuUMep 3a perIaMCHTHpPaHEe Ha W3KIIOYEHUS W OCHUTYpsIBaHE Ha
aJITEpHaTUBHA BB3MOXKHOCT 3a TMPEANMUCBAHE W OTIMYCKAaHE Ha JIGKAPCTBCHH NPOAYKTH B
MIOCOYEHUTE M0-TOpe CIIyyau, KaTo ChIIEBPEMEHHO ObJIE OCUTYPEH U €(EKTUBEH KOHTPOIL.

bux uckana na HU3pasd HaJCXKaa, 4€ IMpPaBOTO HA IpaXaAaHUTC OT LsJiaTa CTpaHa, B TOBa
YMCJIO M HaW-Bedye Ha Acnara, Ha CBOCBPEMCHCH M TapaHTUpPaH JOCTHBII OO0 aHTI/I6aKTepI/IaJ'IHI/I
JICKApCTBCHHU IIPOAYKTHU 3a CUCTCMHA yHOTpeGa, OTITYCKaHM I10 JICKAPCKO MPEAINMCaHneC, IIC 6’1))16
rapaHTHpaHO WM HAMaA Ja CC HOOIIyCHC 3a0aBsiHe Ha JICUCHUETO C MpOU3TUYAIIUTC OT TOBA
HAapyIICHU IIpaBa HA MMAIMUCHTUTC U PUCKOBC 3a TAXHOTO 3ApaBc.

C yBakeHnmue,

MPO®. I-P JMAHA KOBAUEBA
OMBYJICMAH HA
PENYBJUKA BBJTAPUS
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