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HAPEOBA Ne 11 OT 4 HOEMBPH 2016 I'. 3A YTBBPKIIABAHE HA
3AIPABHOHUH®OPMAIIMOHHU CTAHIAPTH, IPHJIATAHH OT
JIEYEBHUTE 3ABEIEHUSA

U3naneHa o TMUHUCTBPA Ha 34paBeorna3BaHeTo

O6H. [1B. 6p.94 ot 25 HoemBpu 2016r.

YneH enwHcTBeH. C Hapepbata ce yTBbpXAaeaT 34paBHOMH(OPMALMOHHUTE
cTaHgapTu, NpunaraHy oT ne4YebHUTe 3aBeeHNS, CbrNacHO NPUNOXEHNETO.

JonbnHUTEeNHN pasnopenou

§ 1. 3npaBHOMHOPMALMOHHUTE CTaHAAPTW, YTBBbPAEHN C Ta3n Hapenba, MoraT na
ce npunarat M OT 34paBHUTE 3aBefeHMs no 3akoHa 3a 34paBeTo M 3akoHa 3a
NIeKapCTBEHUTE MNPOAYKTM B XyMaHHata MeauuuHa, AbpXaBHUTE, OOWMHCKUTE W
oOlWeCTBEHNTE OpraHn M WHCTUTYUMM 3a OpraHusaums, YynpaBfieHWe W KOHTPON Ha
JenHOCTUTe Mo onasBaHe v yKpensaHe Ha 34paBeTo.

MpexoaHu n 3aknounTenHu pasnopenom

§ 2. leyebHMTEe 3aBedeHMs ca ONbXHW Aa npveenart AeNHOCTTa CU B CbOTBETCTBME
C U3nckBaHMsTa Ha Hapenbarta B 12-MeceyeH CPoK OT BIM3AHETO M B cuna.

§ 3. Hapenbarta ce uspnasa Ha ocHoBaHwe 4n. 6, an. 2 ot 3akoHa 3a nevebHute
3aBefeHus.

§ 4. YkazaHusi no npunaraHeto Ha Hapepbata ce paBaT OT MUHUCTbpPa Ha
34paBeonasBaHeTo.

I'Ipvmoerme KDBM 41eH edNHCTBEH

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena" 17/12/2021 r.
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3p.paBHoqu:>opmauM0|-||-m CTaHAapTu, KOUTO Ce npunarart oT neye6HuTe 3aBeneHUs

Ne BOC Ne 6OC 3arnaeue Ha 6brapckmn esnk
Harta

1. |BOC 1SO 18308:2014 2014-07-17 NHdpopmaTrka B 3apaBeonassaHeTo. ManckBaHus 3a
apxMTeKTypa Ha enekTPOHHO 3APaBHO AoCue

2. |BAC EN 13940-1:2016 2016-03-31 MHdpopmaTrka B 3apaseonassaHeto. CMcTeMa OT NPUHLMMK
3a ocurypsiBaHe Ha HempekbCHATOCT Ha 34paBHaTa nomoLy

3. |BLAC EN IS0 13606-1:2012 2012-11-20 MHdpopmMaTrka B 3apaBeonassaHeto. OBMEH Ha eneKTPOHHY
3apaBHu pgocueTta. Yact 1: Mogen 3a cnpaska (1SO 13606-
1:2008)

4. | BAC EN 13606-2:2007 2007-11-30 NHdpopmaTrka B 3apaBeonassaHeTo. EnekTpoHeH obmeH Ha
3gpasHuM gocveTa. Yact 2: Cneumdpukaums 3a obmMeH Ha
npOTOTUMK

5. |BAC EN 13606-3:2008 2008-10-31 MHdpopmMaTyrka B 3apaBeonassaHeTo. EnektpoHeH o6mMeH Ha
3apasHu gocveta. Hact 3: PedpepeHTHM NPOTOTHMM 1 CIMCHK
Ha TepMUHUTE

6. [BAC EN 13606-4:2007 2007-10-30 MHdpopmMaTrka B 3apaBeonassaHeto. EnekTpoHeH o6mMeH Ha
30pasHu pocmeta. Hact 4: CurypHocT

7. |BAOC EN I1SO 13606-5:2010 2010-05-21 MHdpopmMaTrka B 3apaBeonassaHeTo. EnekTpoHeH o6mMeH Ha
3gpasHu gocveta. Yact 5: Cneumdpukaums 3a nHTepgeinc
(1SO 13606-5:2010)

8. [BAOC EN IS0 12967-1:2011 2011-07-19 NHdpopmaTrka B 3apaseonassaHeto. CTpyKTypa Ha ycnyraTa.
Yact 1: Ot rnenHa To4ka Ha uHcTuTyumsTa (1SO 12967-1:2009)

9. [BAOC EN IS0 12967-2:2011 2011-07-19 NHpopmaTrka B 3apaBeonassaHeTo. CTpykTypa Ha ycnyraTta.
Yact 2: Ot rnenHa To4ka Ha uHdopmauusita (1SO 12967-
2:2009)

10. |BOC EN ISO 12967-3:2011 2011-07-19 NHdoopmaTurka B 3apaseonassaHeTo. CTpykTypa Ha ycnyrara.
Yact 3: Ot rnegHa To4ka Ha uddncnenmeTo (1SO 12967-3:2009)

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena"
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3p.paBHoqu:>opmauM0|-||-m CTaHAapTu, KOUTO Ce npunarart oT neye6HuTe 3aBeneHUs

Ne BAC Ne BAOC 3arnasue Ha 6Hbarapcku esuk
Hara
11. [CO I1SO/TS 29585:2014 2014-07-17 MHdpopmMaTrka B 3apaseonassaHeTo. 3nonasaHe Ha
CbXPaHEHU KNMHUYHN OaHHU
12. | CO ISOITR 22221:2014 2014-07-17 MHpopmaTrka B 3apaseonassaHeTo. Jobpy npuHLmMnu v
MPaKTVKM 3@ CbXPaHEHNe Ha KJIMHUYHU AaHHU

3abenexka. Cnasea ce 1 BCska akTyanHa NpoMsiHa B U3NCKBAHMUSTA MO NMOCOYEHMTE CTaH4apTy.

W3rounuk: [IpaBHo-undopmanmonnu cucremu "Cuena"
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