MpoekT Ha Hapenba 3a yTBbp)XAaaBaHe HA MEAMLMUHCKMU CTaHAapT
,O00Llla U KNMHU4YHa naTonorua*

UHdopmaunsa

OTkpuBaHe / MpukniwousaHe: 20.10.2016r.-03.11.2016 r. HeakTMBHa
HomMmep Ha KOHcynTauua: #2264-K
O6nacT Ha nonuTuKa: 3JpaBeona3BaHe

Tun KOHCynTauusa: ---

LlenTa Ha HOBUS MPOEKT e Aa ce CTaHAapTM3npaT U3NCKBaHMATa B obnacTTa Ha
MeAMLVHCKaTa cneumnanHocT ,,00la n KNMHUYHa NaTonorma” B CbOTBETCTBME Ha BCUYKM
OCTaHaIN MeAVNLWHCKN CTaHOapTWN, KaKTO N Aa Ce OCbBPEMEHSAT U3NCKBAHNATA KbM
CTPYKTypuTe, obopyaBaHeTO, NepcoHaNa n oenHoctuTe B o6nacTTa Ha Ta3m
MeOouUMHCKa cneumanHocT. C npensioxXeHns NpoeKT Ce NPaBAaAT HAKOWN CbLLECTBEHN
MPOMEHN CNpsAMO cera gencTBalina MeaULNHCKK CTaHdapT "KnnHu4Ha naTtosormus",
yTBbpAaeH ¢ Hapenba Ne 18 o1 2002 r., KaTo OCHOBHUTE OT TAX Ca C/IeAHUTE:

1. OnpepnenaTt ce BUCOKOCNELMANM3NPAHN OEAHOCTU B N3BBbHOONHMYHATa MeaAnLMHCKA
MOMOLLL;

2. BwbBexpaaT ce HMBa Ha KOMMNETEHTHOCT 3a CTPYKTypuTe B 60/IHMYHaTa MeanLUNHCKa
NMOMOLL;

3. BbBexpaT ce U3MCKBaHUSA 3a U3MbJIHEHNE Ha AeHOCTU B o6xBaTa Ha
MOJ1eKYyJIdpHaTa MaToJIorn4;

4. BbBexpaT ce NMPpUMEPHN NaHeNn 3a AnarHoCtTnunmnpaHe.

HauumHM Ha npepocTaBsHe Ha NPenJyio>KeHUs U CTaHOBULLA

MopTana 3a obLLeCTBEHN KOHCYNTaUnmK (M3NCKBa Ce perncTpaumnsa 4pes nmenn);
EnekTpoHHa noLa Ha NocoYeHNTe afapecu;

CucTemaTa 3a CUrypHO eNleKTPOHHO BpbYBaHe https://edelivery.egov.bg/ (u3nckea ce
KBanmpuumpaH enektTpoHeH nognuc nam NMNNK Ha HOW);

OdwmumanHmna agpec 3a KopecrnoHaeHUus.

JLOKYyMeHTH

MakeT OCHOBHM AOKYMEHTMH:



MoTumeu - Bep. 1.0 | 20.10.2016

MpoeKT Ha Hapenba 3a yTBbP>XAaBaHe HAa MEAULMHCKM CTaHaapT ,,06ua n KIMHUYHa
natofaorusa” - sep. 1.0 | 20.10.2016

KoucynTau,uoueH AOKYMEHT:

CnpaBkKa cTaHOBMLUA:

KomeHTapm

KomeHTapu (pdf)

KomeHTapwu (csv)

ABTOp: Boris Petrov (26.10.2016 09:20)
KOHQ VKT cbC 3MU
TeKCT OT NpoeKTa rnacu:

2.3. N3nckBaHu4A 3a ocurypssaHe Ha Ka4yeCTBO Ha AenHOoCTTa

2.3.1. 3a ocurypsiBaHe Ka4yeCcTBOTO Ha OEeNnHOCTTa Cce U3non3eaT cegHuTe OBa Buaa
TecToBeE:

2.3.1.1. Banngupann n sepudunumnpanm IVD-TecToBe, ogobpeHn oT AMepuKaHckaTa v
EBponenickaTa fleKkapCTBEHU areHuuu;

KomeHTap: To3u TeKCT e abCcontoTHO NPOTUBO3aKOHEH. "AMepUKaHCKaTa areHums no
nekapcTBaTa" HAMa HULWO 06O C BannmanpaHeTo u BepuduumnmpaHeTo Ha IVD TecToBe,
rMycKaHu Ha eBponenckusa nasap.

Hewio noBeye: TecToBe NycHaTU Ha aMepUKaHCKUA Nasap MoraT fa ce nycHaT Ha na3apa
Ha EC camo ako ca CE mapkupaHu (BannanpaHu n sepupuumpaHn) oT KOMNeTeHTeH
opraH B EC, kKaTo e onpegeneHo B Perynauna n Jupektmnea 3a MeANUNHCKNTE N34enms
Ha El. OcBeH ToBa, 0OCTaBaHETO Ha TO3U TEKCT HEMUHYEMO e NafiHe B CbAa KaTo
NMPOTMBO3aKoHEH. He Mmoxe B Hapenba 3a MeAMUMHCKN CTaHA4apT Aa CbllecTByBaT
TEeKCTOoBE B NPOTUBOPEYME HA 3aKOH.

OT apyra cTpaHa, HeCbCTOATEJIHO € NMo30BaBaHeTO U Ha EBponenckaTa areHuus 3a
NekapcTBaTa, KoaTo "Bepudmumpa n sanngupa" IVD TecTose cnopen astopute. EMA
HUTO Bepudurumpa, HUTO Banngupa IVD TecTose.


https://beta.strategy.bg/download/837774
https://beta.strategy.bg/download/837772
https://beta.strategy.bg/download/837772
https://beta.strategy.bg/download/1006496
https://beta.strategy.bg/download/1006494

Mosia aBTOpUTE Ha Te3n TeKCToBe fa CU npo4vyeTaT 3aKOHUTE N Aa NPOMEHAT TO3U
NOOUCTKN TEKCT - MHOI0 € npo3padeH.

TekcTbT TpabBa Aa Npenpalla eAUHCTBEHO KbM pa3nopeanbute Ha 3MN.
Mo3apasn,

O-p bopuc MeTpos, Ten. 0359 88 9431027

UcTopms

Hauyano Ha obwecTBeHaTa KOHcynTauusa - 20.10.2016
MpuknioyBaHe Ha KOHcynTauusaTa - 03.11.2016
CnpaBKa 3a noJiyyeHuTe npensioXXeHus

CnpaBka nnu cbobuieHune.

OKOHu4YaTeJIeH aKT Ha MuMHUCTEpPCKUA CbBEeT



