HAPEJIBA 3A CBHIIECTBEHUTE U3UCKBAHUS U
MPOLIEAYPUTE 3A OLEHSIBAHE HA CHbOTBETCTBHUETO ChC
CBIIECTBEHUTE U3UCKBAHUS HA UH BUTPO
JUATHOCTUYHUTE MEJULIMHCKU U3JIEJIUS

Ilpuema c IIMC Ne 184 om 31.07.2007 2.
O6n. J[B. 6p.65 om 10 Aszycm 2007e.

I'maBa ospBa.
ObIIUA ITOJIOKEHUA

Un. 1. C mapenbara ce onpeaesT:

1. chlIECTBEHUTE N3UCKBAHUSA KbM UH BUTPO AMArHOCTUYHHUTE MEAULIUHCKH U3JIENIHNS;

2. IpoUEeAYyPUTE 32 OLICHSIBAHE HA ChOTBETCTBUETO ChC CHILECTBEHUTE U3UCKBAHUS U
ChIIbPKAHUETO Ha TEXHUYECKaTa JOKyMEHTALMS;

3. U3UCKBaHMATA KbM HOTU(QUIIMPAHUTE OpPraHu;

4. cnucwpuMTe, ONpeneNdl o0XBaTa Ha TIpPyNMTEe HWH BUTPO JHMATHOCTHYHHU
MEIULUHCKY N3N

Un. 2. Hapenbara ce mpuiara 3a:

l. mH BUTPO IMAarHOCTUYHM MEIULMHCKU W3ACIUA, KOMTO C€ H3IO0I3BaT 3a
U3ClIeBaHe WH BUTPO HAa MEAMLMHCKH NMPOOH, BKIIOYUTETHO KPBB OT JIOHOP M TbHKAaHHU,
€IMHCTBEHO C LIeJT J]a C€ OCUTYpHU MH(pOpMaLus 3a:

a) (PU3MOJIOTUYHO WUJIH MATOJIOTMYHO ChCTOSHUE;

0) BpOJICHU aHOMAJIHH,

B) onpeiesnsiHe Ha 6€30MacHOCTTa M Ha CbBMECTUMOCTTA C MOTEHIIMAIHN PELEITHEHTH,
WIH

I') KOHTPOJIMPAHE Ha MPOBEXKIAHO JICUECHHUE;

2. ChJIOBE 3a CbXPAaHEHHE Ha MPOOU OT YOBELIKOTO TAJIO;

3. IpUHAUIEKHOCTH IO CMUCHIJIA HAa 3aKOHA 32 MEAULIMHCKUTE U3/1ETIHS;

4. MH BUTPO AMATHOCTUYHHU MEIULUHCKU U3/ENINS 3a CAMOTECTYBaHE;

5. MH BUTPO IMAarHOCTUYHU MEIUIIMHCKHU U3/EHUs 3a OLIEHKa Ha JICHCTBUETO.

UYn. 3. Hapenbara He ce mpuiiara 3a:

1. MEAUIIMHCKHU U3eU 110 4. 2, all. 1, T. 3 oT 3aKoHa 3a MEAUIIMHCKUTE U3EIIN,

2. aKTUBHU UMIUIAHTUPYEMH MEAULIMHCKU U3/1EINs;

3. JIeKapCTBEHW MPOIYKTU MO CMHUCHJIA Ha 3aKOHA 3a JICKAPCTBEHUTE MPOIYKTH B
XyMaHHaTa MEeJIMIINHA;

4. UH BUTPO JUATHOCTUYHU MEIAUITMHCKHU W3JIENUs, KOUTO HE ca MpeaHa3HAuYeHU 3a
MycKaHe Ha Iasapa, U3MOJ3BaT ce B J1a00opaTopuu Ha JIe4eOHU U 3[paBHU 3aBEJCHUS U aKO Ce
M3MOJ3BaT B OOCKTU B HEIMOCPEICTBEHA OJIM30CT 0 TAX, COOCTBEHOCTTA BBPXY TAX HE CE
MPEXBBPJIS HA APYTO FOPUIUYECKO JIUILIE;



5. MpoAyKTH 3a 0011a JiabopatopHa ynorpeda, OCBEH akO TaKHBa MPOIYKTHU MOPAIH
TEXHUTE XaPaKTEPUCTHKH Ca MPEIHA3HAYCHU OT MPOU3BOAUTEINS Ja ObJAaT U3IMOJI3BaHU 32 UH
BUTPO TUATHOCTUYHO M3CIIC/IBAHE.

Y. 4. MeIuIMHCKH M3JEIUs 10 WI. 2, ¢ U3KIIOUYEHHE Ha M3JeJIMATa 3a OLIEHKAa Ha
JNEHCTBUETO, C€ IyCKaT Ha Ta3apa W/WiIW B JeWcTBHE, Korato umar HaHeceHa "CE"
MapKI/IpOBKa, KOsTO y,[IOCTOBGpSIBa, YC CBHOTBCTCTBHUECTO Ha HU3ACIIHUATA CHC CBHIICCTBCHUTEC
M3HUCKBaHUS 110 TJIaBa BTOpa € OWJI0 OLIEHEHO MO MPUII0KUMUTE MPOIIeypH IO IJ1aBa TpeTa.

Un. 5. [Ipou3BOaUTENAT WM HETOBHUAT YII'BJIHOMOIICH MPEACTABUTEN MPEIOCTaBAT
U3JIeNUATa 3a OIEHKAa Ha JCWCTBUETO B aKpeIUTHUpaHU J1abopaTopuu TpH CIa3BaHe
M3WCKBAHMATA HA TJ1aBa MIbPBa, pa3aes V oT 3aKoHa 3a MEAUITUHCKUTE U3CITHS.

Uin. 6. (1) u BUTpO AMArHOCTUYHUTE MEIULMHCKU W3JEIHsI, HAPUYAHU MTO-HATAaThK
"uznenusaTa", NPOEKTUPAHU U NMPOU3BEJCHU B ChOTBETCTBUE C OBITapCKUTE CTAHIAPTH, KOUTO
BBBEXKJIAT XapMOHH3UPAHUTE €BPOIICHCKU CTaHIApTH, IMyonuKyBanu B "OdwuimaneH BeCTHUK"
Ha EBpomneiickus cbro3, ce mpuemMa, 4e ChbOTBETCTBAT HAa CHIIECTBEHUTE M3MCKBaHMS Ha IjiaBa
BTOpA.

(2) Uznenusta, onpeneneHy B CIUCHK A oT npuitoskeHue Ne 1, a mpu He06X0IUMOCT -
U OT CIHMCBK b OT CHIIOTO MPUIOKEHHE, MPOEKTUPAHU U IPOU3BEJIEHU B CHOTBETCTBHE C
o0mionpueTuTe TEXHUYECKU crnenudukanuu, myoaukyBanu B "OduuuaneH BecTHUK" Ha
EBponeiickus cbl03, c€ IpueMa, Y€ CHOTBETCTBAT HAa CBHIIECTBEHUTE W3MCKBAaHUSA Ha
Hapezabara.

(3) KoraTo mpou3BOIUTENST HE MOXKE Ja Cla3W M3UCKBAaHUATA Ha all. 2, TOH TpsOBa
Jla IpreMe TEXHUUYECKH PEIlIeHus], C KOUTO Jia TIOCTUTHE €KBUBAJICHTEH pe3yJTar.

Y. 7. BzemaneTo, ChOMpaHETO U M3IOJI3BAHETO HA ThKAHH, KJIETKH M MaTepUaId OT
YOBCHIKU IMMPOU3XO0J CC HU3BBPHIBA B CHOTBCTCTBUC C CTUYHUTC IMPUHIOUIIHU, 3aJI0KCHU B
KonBennusita Ha CbBera Ha EBpoma 3a 3amurTa Ha mpaBara Ha YOBEKAa M Ha YOBEIIKOTO
HOCTOﬁHCTBO BbB BPb3Ka C NMPUIIAraHCTO Ha IMOCTHUIKCHUATA Ha 61/IOJIOFI/I$IT3. n McaunurHarta

(B, 6p. 21 o 2003 1.).

Un. 8. Koraro M3nbianutennara arenuus no jekapcrBara (MAJI) mpeuenu, ue
CHMCBHKBT HA M3JENUs ChIacHO mpuiiokeHue Ne 1 TpsiOBa Ja ce M3MEHU WIN JAONBIHH WU
IpU OLICHSBaHE CHOTBETCTBUETO HA M3JEIMETO WIM Ha KaTeropus u3ienus TpsOBa na ce
npuiaraT €Ha MM MoBeYe MPOLelypu U3MEXay MocoueHuTe B wi. 55 - 58, karo ce crna3BaT
M3HCKBaHUATA Ha TJaBa TPETa, TS U3TOTBS OpUIMAlIHATA JbprKaBHA MO3HUIMS C MOTUBHPAHO
UCKaHe 3a MpeanprueMaHe Ha HeOOXOJUMMTE MEpPKHU, KOSTO ce mpenocTtaBs Ha EBpomneiickara
KOMHCHS.

['maBa BTOpA.
CBbIIECTBEHU M3MCKBAHHMA



Paznen I.
OO1M N3UCKBAHUSA

Un. 9. (1) Besiko uzgenue ce mMpoekTHpa U MPOU3BEXKAA Taka, Y€ M3MOI3BAHETO MY
IpU YCJIOBUATA, 32 KOUTO € MPEABHICHO, HE 3acTpalliaBa 0e30MacHOCTTa W 3pPaBETO Ha
NMaUCHTUTC, MCAUIUHCKUTC CIICHHUAJIMCTU WUJIW TPECTHU JIMLA.

(2) B caywyaure mo an. 1 mons3ara 3a mamMeHTa TpsAOBa Ja € TO-TOJIsIMA OT
MPEBUICHUS PUCK, KATO CHOTHOIIICHUETO T0J1338/pPUCK OCUTYPSBA BICOKO HMBO Ha 3alllWTa HA
3/IpaBeTO U OE30MACHOCTTA.

Y. 10. (1) Pemenusita mpy mpoeKTUPAHETO M KOHCTPYHPAHETO HA U3ACIIUETO TPSAOBa
Ja €a B CbOTBCTCTBUC C NPUHOHUIIUTC 3a 6C3OHaCHOCT U J1a OTTroBapsdAT Ha Pa3dBUTUCTO Ha
HOBHTE TEXHOJIOTHH.

(2) Ilpu n300p Ha HAK-MIOAXOJAIIO PELICHHWE MPOU3BOAUTEINAT IMpHJIara CieIHUTE
NPUHIAITH TIPY CTIa3BaHE Ha CIICIHUS Pe:

1. na emuMHUHMpa WIM Ja HaMalld B Hal-rojisiMa CTereH pucka (0e30maceH MpoeKkT U
KOHCTPYKITHSA);

2. KOrato € HEBB3MOYXKHO PUCKDBT HOa 6’5,[[8 CJIIMMHUHUPpAaH, Aa NpeABUAN CHOTBCTHUTC
NpeITa3Hi MEPKH;

3. ma uHpoOpMHpa MOTPEOUTENUTE 32 OCTATHYHHMS PUCK BBIPEKU IPEINPUETHTE
npe/na3Hi MEPKH.

Un. 11. (1) U3nenuero ce npoekTrpa U MPOU3BEXK A TaKa, de:

1. ma orroBaps Ha NpeAHA3HAUYCHHETO, OINPEICICHO OT TNPOWU3BOIUTENS, M Ja
OCBIIECTBsIBA (DYHKIIMUTE, OTPEACTICHA B WI. 2, T. 1, KaTO C€ OTYUTA Pa3BUTHETO HA HOBHUTE
TEXHOJIOTUH;

2. na e rapaHTHpaHa AaHAJWTUYHA W JUArHOCTHYHA CHEeNU(UIHOCT, TOYHOCT,
HOBTOPSIEMOCT, BB3MPOHU3BOANMOCT, BKIFOUUTEITHO KOHTPOJI HA M3BECTHH BIMSCIIN (PAaKTOPH U
TpaHUIM Ha YyBCTBUTEIHOCT, ONPEICICHH OT MTPONU3BOIUTEIIS.

(2) IIpocnemuMocTTa Ha ONpPENEICHH CTOMHOCTH Ha KamuOpaToOpuTe W/WIH
KOHTPOJIHUTE MaTepuaiu TpsOBa qa Ob/ie OCUTYpEeHA Upe3 BaIUIHU MPOLEAYPHU 32 H3MEPBaHE
W/WIIN HaTTMYHU peepeHTHU MaTepHaliid OT BUCOK pel.

Y. 12. Hznenuero ce MMPOCKTUPA U TPOU3BCIK/A TaKa, Y€ IO BPEMC HA ITIOCOYCHHUA OT
MMPOU3BOAUTCIIA CPOK HA I'OJHOCT, KOrato € InOAJIOXKCHO Ha HaTOBapBaHe/YIlap, KO€TO HE €
H3KIIFOYCHO IIpU HOpMAJIHU YCJIIOBHA Ha yHOTpe6a, CKCIUIOATAOUOHHHUTC MY XaPAKTCPUCTUKU
Ja HEC CC NPOMCHAT IO HAYHMH, KOHUTO MOXE mJa 3acTpamun Oe3omacHOCTTa U 3ApaBCTO Ha
MNalMCHTUTE U JIMIIaTa, KOMTO I'O M3I10JI3BAaT.

Un. 13. Uzpgenmero ce mnpoekTupa, MNPOU3BEXKIa W ONAKOBa Taka, 4Ye MpH
TPAHCIIOPTHUPAHE U ChbXpaHEHHUE, aKO C€ CMa3BaT yKa3aHUATAa HA MPOU3BOJAMUTENS, J1a HE CE
Ch37[aBa PUCK OT HapyIllaBaHE Ha JEHCTBUETO MY U €KCIIJIOATAIIMOHHUTE MY XapaKTEPUCTHKH.



Paznen I1.
[IpoexTrupane u Npou3BOJICTBO

XUMUYHU 4 PU3NYHU CBOICTBA

Un. 14. (1) Hzpmenmero ce TpOEKTHpa W TMPOM3BEXKIAa IO TaKbB HA4yWH, Ye
W3HMCKBAHMATA KbM HErO, OIPEIEICHU B pa3aen I, na ca rapaHTUpaHu.

(2) Tlpm mnpoekTUpaHEeTO W TPOM3BOJACTBOTO HA W3JACIHETO B 3aBHCHMOCT OT
NpeIHa3HAYeHHETO My C€ ChOoOpa3siBa CHBMECTUMOCTTA HA H3IMOI3BAHUTE MaTepuald C
MEIUIUHCKUTE IPOOU - OMOJIOTMYHH ThKaHH, KIIETKH, TEJICCHA TEUHOCTH U MUKPOOPTaHU3MHU.

Ui 15. M3penuero ce mpoekTupa, IpOU3BEXkaa U OITaKOBa TAKA, Y€ PUCKBT 3a JINLATA,
ydacTBallld B TPAHCIOPTAa, CbXPAaHEHUETO U ymoTpedaTa Ha M3/EIMETO NMPH T€YOBE, KOHTAKT
ChC 3aMBPCUTENN UM OTNAJbLHU 12 ObJie MUHUMAJICH.

3apa3zsiBaHe 1 MUKPOOHO 3aMBbpCABaHe

Un. 16. (1) Uzpgenuero ce mNpoeKkTUpa W TMPOU3BEXKAA Taka, Y€ PUCKBT OT
nH(eKTUpaHe Ha MOTPEOUTEUTE M TPETH JIMLA Ja C€ TMMUHHPA, TOKOJIKOTO € Bh3MOXKHO.

(2) Uzpenuero ce KOHCTpyHpa Taka, uye Aa ce oOCIy’Ba JIECHO M CBIIEBPEMEHHO,
Korato ¢ Heo0X0JuMMO, J]a C€ HaMajH, JOKOJIKOTO € BB3MOXKHO, PUCKBT OT 3aMbpCSBaHE W
TEYOBE OT M3JIEJINETO 0 BpeMe Ha yrorpebara My, a B CIydail Ha ChAOBE 3a ChbXpaHIBAHE Ha
MEIUIUHCKH MTPOOH - PUCKBT OT 3aMbpCsABAaHE HA IpoOUTe.

Y. 17. Koraro u3nenueTo BKIIOYBA KaTO ChCTAaBHA 4YacT OMOJOTWYHU MaTEpHAIIH,
TpsiOBa na ObJle HAMAJIEH PHUCKBT OT MHQEKIHUs 4pe3 MOoAOOp Ha MOAXOISANIN JOHOPU M
MaTepHaId ¥ 4pe3 BAIHIMPAHE HA MPOICCHTE HA MHAKTHBAIIWMS, KOHCEpPBAIlWs, U3IUTBAHE H
KOHTPOJL.

Un. 18. Uzpenusra ¢ Hagnuc BbpXy eTtukera "CTepuwiaHO" WM ChC CIELUATHO
0003HaueHNE 32 MHUKPOOHMOJIOIMYEH CTaTyC C€ IMPOEKTHpAT, MPOU3BEXKAAT M IAKETUpaT B
MNOJIXOJAIIAa OMAKOBKA CBIVIACHO IPOLEAYPH, IOCOYEHH B CHOTBETHUTE IPUIIOKEHUS, KOUTO
rapaHTHpaT TSAXHaTa CTEPUIHOCT W 3ala3BaHe Ha MMKPOOMOJOTMYHUS CTaTyC, 0003Ha4yeH
BbPXY €THKETa, JO MOMEHTA Ha OTBAapsHE Ha 3allUTHATAa ONAKOBKAa WJIM B Cclaydyall Ha
HapylllaBaHe Ha LIeJOCTTa i IpU TPAaHCIIOPTUPAHE U ChbXPAHEHUE IIPU YCIOBHS, ONIPEICICHU OT
IIPOU3BOUTEIIS.

Un. 19. Uznenusta ¢ Haanuc BbpXy eTukera "CTepuyiHO" MM ChC CIELHAIHO
0003HaYCHHE 32 MUKPOOHOJIOTHYEH CTaTyC C€ MPOU3BEKIAT O MOIXO AT BATUANPAH METO/I.

Yn. 20. OnaKkoBbYHUTE CHCTEMHM 3a M3JICIIHS, C U3KIIIOUCHHE HA IOCOUYCHUTE B Wi, 18,
TpsIOBa Ja OCUTYpsIBaT TpernopbhbyaHaTa OT MPOU3BOJIUTENS CTENEH HAa YUCTOTa W aKO €



NOPEIBUJCHO U3JEIMETO Ja C€ CTepuiIu3upa mpeaud ymnorpeda, PHUCKBT OT MHUKPOOHO
3aMbpcsBaHe TpsiOBa Ja e MuHMMaineH. llpu mombGopa u oOpaboTkara Ha HU3XOIHHUTE
MaTepuaad, MpU MPOU3BOJCTBOTO, INPU CHXPAHEHUETO U MPU Pa3NPOCTPAHEHUETO CE
OpeAnpueMar MEpKHM 3a MaKCUMajlHO HaMalsBaHE Ha BbB3MOXHOCTTa OT MHKPOOHO
3aMbpcsiBaHe, OCOOEHO aKo NOJO0OHM 3aMbpCsSIBaHUS MOraT Ja HapylaT IeHCTBUETO Ha
U3JIEJIUETO.

Un. 21. U3nenudra, KOUTO ca IPEABUNICHU J]a CE€ CTEPUIIM3UPAT, CE MPOU3BEKIAT MPH
MOJAXOSIIO KOHTPOJIMPAHU YCIIOBUS Ha 3a00MKaJIAIIATa Cpeia.

Yn. 22. (1) OnakoBbYHHUTE CUCTEMH 3a HECTEPUIHU U3JENUs TPsiOBa J]a OCUTypsiBaT
oIlpeJieJieHaTa CTENEeH Ha YUCTOTA U aKO € MPEIBUACHO M3JEIHETO a CE CTePHIIN3UPA MPEIH
ynorpeba, pUCKbT OT MUKPOOHO 3aMbpCsiBaHE TPsOBa 1a € MUHUMAJICH.

(2) Cucremara 3a OIakoBaHE Ha U3JIEIMETO TPAOBa J1a € MOAXOAIIA 3a TOCOUYEHUS OT
MMPOU3BOAUTCIIA METO/ 3a CTCPpHUIIN3AllH.

HpOI/I?.BOI[CTBO H 3200MKAaJIAIIA cpeaa

Yn. 23. (1) Korato uznenuero e mpeaHa3HAYeHO 3a M3MOJI3BaHE B KOMOMHALUS C
JIpYTH U3JeNusl Uik 000pyBaHe, LisjgaTa KOMOMHAIMS, BKIIIOUUTEIHO CBbp3BalllaTa CUCTEMA,
TpsiOBa /1a e Oe30macHa U Jja He HapyllaBa cnenuuuHuTe GyHKINU HA U3JEIUETO.

(2) OrpannueHusTa OTHOCHO YIOTpedaTa Ha M3/ACHITa CE TOCOYBAT BBPXY €THUKETA
WIN B MHCTPYKLUSATA 32 yoTpeoa.

Y. 24. 3penueTo ce NpoeKTUpa 1 MpOU3BEkKIa Taka, 4ye 1a c€ HaMaJsaT, JOKOJIKOTO
€ BB3MOXKHO, PUCKOBETE OT MATE€pPHaJId, BEUIECTBA M ra30Be, C KOMTO H3IEIMETO MOXKE Aa
BJI€3€ B KOHTAKT IIPU HOPMAJIHH YCIIOBHSI Ha yroTpeoa.

Un. 25. 3aenueTo ce mMpoeKTHpa U MPOU3BEXK/Ia MO TAKbB HAYWH, Y€ J1a C€ OTCTPAHST
nin HaMaJIAT, JOKOJIKOTO € Bb3MOZKHO:

1. puckoBere OT MOBpena, KOATO 3acsira (PU3NYHUTE XAPAKTEPUCTUKU, BKIIOUBAIIIN:
CBhOTHOILIICHUC 06€M/ HaJIAAraHe, pasMCpu U KBACTO € NOAXOAAIN0, CProOHOMHUYHUTC
XapaKTePUCTHUKU;

2. pUCKOBETE, CBBpP3aHH C MPEABUAVNMH TPOMEHH B OKOJHATa cpena (Hampumep
MarHuTHO MOJie, BRHIIIHU €eKTPUUECKH BIMSHUS, €IEKTPOCTaTUYHO Bb3/IEHCTBUE, BIAXKHOCT,
TeMIepaTypa U KojeOaHHs B HAIATAHETO U YCKOPEHHETO WM CIy4YailHO NPOHUKBAaHE Ha
BEIIIECTBA B U3/ICTTUETO).

Un. 26. U3penuero ce MpoeKTHpa M TMPOM3BEXKIA Taka, Y€ Ja € YCTOMYMBO Ha
CJICKTPOMAriuTHU CMYIICHUS.

Un. 27. (1) Wsnmenuero ce MpoeKTHpa M MPOU3BEXKJAa Taka, 4e Ja CE€ HaMallH,
JIOKOJIKOTO € Bb3MOXKHO, PUCKBT OT IMOXKAp U €KCIIO3MS IPU HOPMATHU YCIIOBHS Ha yroTpeba



U B CJIyYad Ha €JMHUYHA MOBPE/IA.
(2) UzuckBanetro Ha an. 1 ce OTHaca W 3a W3AENUS, YUATO MpEIBUICHA yrmoTpeda
BKJIIOYBA M3JIaraHe Ha WX U3II0JI3BaHe Ha JIECHO3AMaJINMHU U €KCINIO3UBHH BEIIECTBA.

Ui 28. U3nenuero ce MpoeKTHpa U MPOU3BEKIA TaKa, ue 0E30MacHOTO OTCTPAHsIBaHE
Ha OTHAJbLIUTE A C€ U3BBHPILBA JIECHO.

Ui 29. Ypenute 3a HaOa0JaBaHEe U KOHTPOJIMPAHE HA MMapaMETPUTE U €KpaHa, BbpXY
KOWTO ce BB3MPOM3BEKAAa MHPOPMAIIKs, BKIIOYUTEIHO MPOMSHA B [IBETA WIH APYTH BU3YaITHH
HHIWKAlKU, CC KOHCTPYHPAT U HNPOU3BCIKAAT B CHBOTBETCTBUC C CPTOHOMHUYHUTC NPUHIOHUIINA
CHOpe]l MPEeIHA3HAYEHUETO Ha U3ICITUETO.

N3nennsi, KOUTO Ca MHCTPYMEHTH WM allapaTH ¢ U3MepBallu
bynkunn

Yn. 30. Uznenusata ¢ aHanUTU4YHA M3MepBalla (yHKIMS ce€ MPOEKTUpaT |
IPOU3BEXKIAT Taka, 4e Ja TrapaHTupar CTaOWIHOCT M TOYHOCT Ha M3MEPBAHETO B
OINpeNielIeHuTe OT TMPOU3BOAMTENS TPaHULM HA TOYHOCTTa, KAaTO C€ B3eMaT MpeaABH]
NPEJHA3HAYCHUETO Ha HU3ACIUETO U IMOAXOSIIUTE €TAJOHHU MPOLEIypd U MaTepuanu 3a
u3MepBane. OrpaHuyeHMATa B TOYHOCTTAa TpAOBa Ja ObAaT choeqUpHUUUPAHU OT
POU3BOIUTEIIS.

Ui 31. CroiiHOCTUTE OT M3MEPBAHETO CE€ U3Pa3sBAT B €JUMHUIIM CHIJIACHO 3aKOHA 3a
U3MEpPBAHUSATA.

3amura oT paguaunus

Un. 32. U3nenuneTo ce mpoeKTHpa, MPOU3BEKIa U OMAKOBa Taka, Y€ paJUallMOHHOTO
O6H’b‘{BaHe 34 MAIMUCHTUTC, MCAULIMHCKUTC CIICHUAJIUCTU UJIA TPCTU JIMIA 1a € BbB Bb3MOKHO
Hali-HHCKa CTEeTeH.

Un. 33. Koraro u3aenuero € npeiHa3HavyeHo /1a U3b4Ba PUCKOBO HUBO Ha JIbYECHHUE -
BUIMMO WJIN HCBUIUMO, TO Tp}I6BaI

1. ma ce mpoeKkTHpa M MPOU3BEXKIA Taka, ue Jla € rapaHTUpaHa BH3MOXKHOCTTA 3a
KOHTPOJI U HACTPOIKa Ha paAHAIIMOHHOTO IHUCHHUE;

2. 1a € CHAaOICHO C BU3YAJHO W/WJIM 3BYKOBO MIPEAYIIPEKIACHHIE 3a TE3U EMHUCHH.

Un. 34. UHcTtpykuusaTa 3a ynotpeba Ha M3A€Iue, U3IbYBAIIO JIbYEHHE, TpsOBa na
ChIbpKa MoApoOHa HH(pOpPMALUS 3a XapaKTepPUCTHKAaTa Ha H3JIBUYBAHOTO JIbUCHHE, 3a
CpeicTBaTa 3a 3allWTa Ha TAaNWeHTa W MEJWLIUHCKHUS CHEeIHaINCT, 3a HAuyuHHUTE 3a
npezna3BaHe nIpy HelpaBUiIHA yrnoTpeda U 3a eIMMUHUpaHe Ha PUCKOBETE MPU MHCTANIAIHATA.



N3nenus, cBbp3aHu WK CHAOAEHH ¢ U3TOYHUK HA eHeprus

Un. 35. U3genusi, BKIIOYBAIIM B ChbCTaBa CHM MPOTPaMHUPYEMH E€IEKTPOHHH CUCTEMH,
BKITFOUUTEIHO cOPTyep, CE MPOSKTUPAT TaKa, Y€ J1a TapaHTHPAT MOBTOPSIEMOCT, HaJICKTHOCT U
(GYHKIIMOHUpaHE Ha CUCTEMHTE CIIOpE]] MPEAHA3HAYCHUETO M.

Uin. 36. U3nenuero ce mMpoeKTHUpa M MPOU3BEX/Ia MO0 TaKbB HAUMH, Y€ B HOpMaJIHATA
My cpefia Ha paboTa PUCKBT OT Ch3/IaBaHE Ha CICKTPOMATHUTHU CMYIICHUS, KOUTO MOTAaT Jia
TOBJUSISIT HA IEHCTBUETO HA JIPYTH U3JICNUS WITU arlapaTty, 1a € MUHIMAaJICH.

Ui, 37. U3nenueTo ce NpoeKTHpa U MPOU3BEX/Ia Taka, Y€ IPU HOPMAJIHU yCIIOBUS Ha
ynotpebda, KakTo U IIPU MOBpea, KOraTo € MHCTAJIMPAHO MPaBUIIHO, 1a ce U30€erHe, T0KOJIKOTO
€ Bb3MOXKHO, PUCKBT OT CIIy4allHU €JIEKTPUUYECKHU YIapH.

SamnTa OT MEXaHUYIHHU U TOIIJIMHHU PUCKOBC

Ui 38. (1) U3nenuero ce mpoeKkTHpa U MPOU3BEXIA TaKa, 4e TP HOPMAJIHU yCIIOBUS
Ha yroTpeba /1a € yCTOMYMBO | Ja TrapaHnThpa 0€30MacHOCTTa Ha TOTPEOUTENS 10 OTHOIIICHHE
Ha MEXaHWYEH PUCK.

(2) IIpu cma3BaHe Ha W3MCKBAaHUATA 3a TPOBEPKa M MOIAPHKKA, OMPEICICHH OT
IPOM3BOJUTENS, M3/EIMETO TpsiOBa Ja € YCTOMYMBO JOpPH B YCIIOBHS Ha HAaTOBapBaHE B
paMKHTe Ha MpeaBuanMaTa paboTHA cpefia 10 U3THUAHE Ha CPOKa My Ha TOJIHOCT.

Un. 39. U3nenueto, KOETO ChAbpKA IBUKEIH CE YACTH, CE€ IPOEKTHPA U IPOU3BEXKIA
Taka, ye Ja ca MpeABHJCHH 3allUTHU MEPKH, KOUTO, 0e3 Ja 3aTpyJIHSBAaT HOpMajlHaTa My
pabota M HONpPBAKKA, Ja Mpeana3BaT MNOTPeOUTENUTE NpPU EBEHTYaJdHO OTKbCBAHE Ha
JIBYDKEIIA C€ YacT WIM Napye OT Hesl MM U3TUYaHe Ha CyOCTaHIIus.

UYn. 40. Besiko mpennasHo yCTPOMCTBO, BKIIOUEHO B M3CIUETO, M MO-CHEIHAIHO C
e 3alluTa Cpelly MOABWKHUTE YacTH, TpsiOBa 1ga € Oe30macHO W Ja HE TMpeyd Ha
HOPMATHOTO (YHKIMOHMpAHE Ha W3JEINEeTO WIM Ja OrpaHHuYaBa BB3MOXKHOCTHTE 3a
HOJIPBKKATA MY.

Un. 41. U3nenuero ce MpoeKTUpa W MPOU3BEXK/a Taka, Y€ C PA3BUTHETO HAa HOBUTE
TEXHOJIOTHH Jla C€ HaMaju JI0 Bb3MOXXHO HAW-TOJsIMA CTETNIEH PUCKBT 3a MOTPEOUTEIHUTE OT
BUOpalMK, TEHEPUPAHH OT CaMOTO H3/ENUE, OCBEH aKO T€ Ca YacT OT CHEHUPUIHOTO MY
NEelCTBUE.

Uin. 42. U3nenunero ce mMpoeKkTHpa U MPOU3BEXJa Taka, Y€ C Pa3BUTHUETO HA HOBUTE
TEXHOJIOTHH Ja C€ HaMajlH J0 Bb3MOKHO HAW-TOJSIMA CTETMEH PUCKBT 32 MOTPEOUTETUTE OT
U3TbUBAHUA OT HETO IIyM, OCBEH aKO IIyMBT € YacT OT CIeHu(UIHOTO MYy JCHCTBUE.



Ui 43. U3nenunero ce mpoeKkTUpa U Mpou3BeEkXa Taka, Y€ PUCKBT OT CBBP3BAHETO MY
C M3TOYHUIIM Ha €JIEeKTPHUYECTBO, ra3, XMJIpaBIUYHA U MHEBMAaTUYHA €HEprusi mpu padbora ¢
HETro J1a € MUHUMAJIEH.

Un. 44. 3aenuero ce NpoeKTHpa U MPOU3BEX/Ia TaKa, Y€ JOCThITHUTE My €JIEMEHTH U
CBCEIHUTE MM YacTH, C M3KIIOYCHNE HA YacTUTE, NMPeTHa3HAYCHU Ja W3TbYBAT TOIIMHA HIIH
Jla ce HarpsBaT npu paboTa, mpu HOpMasiHa yrorpeOa He TpsiOBa Ja TOCTUTaT MOTEHIMATHO
OIIaCHU TeMIIepaTypHu.

HN3uckBanuga KbM M3eJud 3a caMoTeCTyBaHE

Un. 45. (1) U3nenuero 3a caMOTECTyBaHE CE MPOCKTHUPA M MPOU3BEXKIA Taka, ue Jia
(YHKIMOHMpA TPAaBWIHO IO NPEIHA3HAYCHHETO CH, KaTO C€ OTYUTAT BB3MOXKHOCTHUTE -
YMEHHUS U HaJIMYHU CpEICTBAa Ha MOTPEOHUTENs W BIUSHUS B pE3yJTaT Ha NPEIBUIUMHU
IMPOMCHU B TCXHUKATA U CpCaara, B KOATO HOTpC6I/IT€JISIT I10JI3Ba U3ACJIINCTO.

(2) YkazanusiTa BbpXy H3JCIHETO M MH(OpMAaIMATa B MHCTPYKIIMHUTE TpsiOBa 1a ca
MIOJTHECEHHU T10 pa30upaeM 3a MoTpeOnTeNsl HAYMH U /1a ca JIECHO MPHIIOKUMH.

Y. 46. M3nenuero 3a caMoTeCTyBaHe ce€ MPOEKTUPA U MPOU3BEXKIA TaKa, Ye:

l. ma e rapaHTHUpaHO JIECHOTO My U3IOJI3BAHE OT IOTPEOUTEN, KOHUTO HIMa
Crelanu3upaHo o0pa3oBaHKe U MOATOTOBKA 3a U3IMOJI3BAaHE HAa U3JIEIUETO, U

2. PUCKBT OT IpelIKa NpU OTUUTAHE M HUHTEPIPETHPAHE Ha pE3yJITaTUTE Ja €
MUHHMAaJICH.

Un. 47. Uspenuero 3a camMoTecTyBaHe Ce€ MPOEKTHpa U MPOU3BEXKIA Taka, ue
NOTPEOUTENAT Aa MMa BB3MOXKHOCT Ja MPOBEPU JalM 10 BpeMe Ha ymnoTpeda H3IeTUeTo
(GyHKIHOHMpA CrIOpe IPeAHAa3HAYSHUETO CH.

Nudopmanus oT npousBoAUTE IS

Yn. 48. (1) Besixko mznenue TpsiOBa aa MpuTEKaBa MHCTPYKIHS 32 O€30MIaCHOTO My
U3I0J13BaHe, ChoOpa3eHa ¢ KBaTU(UKAIMATA W ONMHUTA HAa TPEABHICHHS OT IPOU3BOIUTEIS
HOTPEOUTEN, U UME U a/IpeC Ha IPOU3BOAUTEIIS.

(2) Koraro e Bp3MOXXHO, HHPOpMAIUATA 32 OE30MACHOTO M3IOJI3BAHE HA M3IEIIHETO
Ce W3MHUCBAa BBPXYy HEro M BBPXY BCSAKAa OTJAENHA YacT W/MIM BBPXY IOTpeOHTENCKaTa
OTNaKOBKa. AKO WHAWBUIYaJTHOTO €THKETHPAHE HA BCSKA YaCT € MPAKTHYECKH HEBH3MOXKHO,
Ta3u WHPOpMAIMS Ce ChIbpKa BHPXY ONAKOBKAaTa W/WIM B MHCTPYKIHATA 3a yrmorpeda Ha
U3/1ETHETO.

(3) Uncrpykuusta 3a ynotpeda TpssOBa Aa CHIPOBOXKIA WU Ja ObJE BKIIOYECHA B
OTIaKOBKATa Ha €THO MJIM MOBEYE M3/IENusI.

Ui 49. (1) Korato e Bp3MOkHO, HHPOpMaNusITa 10 Wi. 48, ann. 2 Moxe 1a 0b/1e BbB
BHJ] Ha CUMBOJIH.



(2) M3non3BaHUTE CHMBOJIMA WM WACHTU(PHUKAIIMOHEH BT TPSOBAT A2 ChOTBETCTBAT
Ha XapMOHM3MpaHHUTEe CTaHIapTH. B obnacTture, 3a KOUTO HsAMA TaKMBa CTAaHAAPTH, CUMBOJIUTE
U [BeTOBeTe TpsOBa na OBJAT ONMMCAHM B WHCTPYKIMATA 3a YyNOTpeda, MpHUApyKaBaria
U3JIEIIUETO.

Un. 50. Korato wu3nenueTro cChAbpKa OMACHU BEUIECTBA W MpENapaTtH, BBPXY
OMAKOBKAaTa C€ HAHACAT CHOTBETHUTE MPEAYNPEANTECITHU CUMBOJIA M 3HAIM 332 OMAcCHOCT B
3aBHCHUMOCT OT BHUJa My, KOJMYECTBOTO HA HETOBHTE CHCTAaBKM U (opmara, MOJ KOSATO
MPUCHCTBA, CHITIACHO M3MCKBaHMsITa Ha HapenbaTa 3a pena m HaumHa Ha Kiacudumupane,
OIIAaKOBAaHE M €TUKETHUpaHe Ha XMMUYHH BellecTBa U mpenapaTH, npueta ¢ [loctanoBnenue Ne
316 na Munucrepckus cbBet ot 2002 1. (00H., IB, 6p. 5 ot 2003 1.; U3M. u gorm., 6p. 66 ot
2004 1., 6p. 50 m 57 or 2005 r. m 6p. 20 or 2007 T.), WM CHIIACHO HAIMOHAIHOTO
3aKOHOAATENICTBO Ha JAPYTUTE IbPKABU WICHKH, BHBEKAAIIO0 pasnopenodute Ha upektuBa Ne
67/548/EMO Ha CnBeta oT 27 roHHM 1967 T. 3a cONMMKaBaHETO HA 3aKOHOBHUTE, MOI3aKOHOBUTE
U aIMUHUCTPATUBHUTE  pa3nopeAdu OTHOCHO  KiIacH(UKANMATA, OMAKOBAHETO W
eTukeTrpaneTo Ha omacHH BemiecTBa (OJ, L 196, ot 16 aBryct 1967 1., p. 1 - 98) u Jlupextuna
Ne 99/45/EO na EBponetickus nmapnamenT u Ha CbBeta oT 31 maif 1999 r. 3a cOnmkaBane Ha
3aKOHOBUTE, IMOA3AKOHOBUTE U AJMUHHCTPATUBHUTE pas3Nopendu Ha Ibp>KaBUTE WICHKU

OTHOCHO KJIacH(DUIIMPAHETO, OMAKOBAHETO M ETHKETHpaHeTo Ha omacHU npemapatu (OJ, L
200, ot 30 rormu 1999 1., p. 1 - 68).

Ui 51. (1) ETukersT chabpika ciaenHaTa HHPOpMaLus:

1. uMe U agpec Ha MPOU3BOJIUTENS U HA YI'BIHOMOIIEHUS MY MPEACTaBUTEN MO Y.
10, an. 2 ot 3aKoHa 3a MCAULMHCKUTE U3ICIIUA WM Ha BHOCUTEIIS;

2. mompoOHa wuHQoOpMAIMI, KOATO € HeoOxoauMa Ha MOoTpeOuTens, 3a JAa
uACHTH(DHUIIPA H3ACITUETO, U ONTMCAHUE HA ChIBPKAHUETO B ONTAKOBKATA;

3. B ciyyall ue uznenuero € crepwino, nymata "CTEPUJIHO" unu unaukanus 3a
crienMageH MUKpOOHOJIOTUYEH CTaTyC, UM ChCTOSTHUE HAa YUCTOTA;

4. KoraTo € NPUJIOXKHUMO - MAPTUAEH HOMEp, mIpeamecTtsad or gymara "LOT" nmom
CepHueH HOMEp;

5. CpOK Ha TOAHOCT, U3Pa3eH B FOJIMHA, MECEI, a KOTaTO € HEOOXOANMO - U JIeH;

6. U3pa3bT "U3NETUE 3a OIICHKA HA JCHCTBUETO" - B CIyuall Ha M3/IEINe 3a OLICHKA Ha
JEUCTBUETO;

7. KOraTo € MOAXOISAIIO - MHANKAILIUS 33 UH BUTPO ynoTpeda Ha U3IETUETO;

8. crenMamHy yCIOBHS 32 ChXpaHEHUE W/HIIK 32 00CITyBaHE Ha U3/IETHETO;

9. crienMaTHA MHCTPYKITUH 3a paboTa, KOraTto € HeoOX0IuMo;

10. mpeaymnpexaeHUs 1/UIK Ipeana3Hu MEPKH;

11. B cimyuait Ha U3zIeUE 32 CAMOTECTYBAHE - TOBA CIICIIMAIIHO ce 0003HaYaBa.

(2) Kppero e moaxopsmio, nHpopmanusTa mo an. 1 Moxe na Ob1e npeacTaBeHa BbB
BHJI HA CHMBOJIH.

(3) CpabpkanueTo Ha eTukeTa 1o aji. 1 TpsadBa ga ObAe U Ha OBATAPCKU €3UK, KOTaTo
W3JIeTTMETO HE € MPpeJHA3HaueHO 3a podecruonaina ynorpeoa.

Un. 52. IIpousBoautensart TpsiOBa sICHO Ja MOCOYM B MHCTPYKIHMATA 3a ymnoTpeda, a
KOraTo € HEeOOXOJMMO - U BBPXY €THKeTa, NMPEABUJICHOTO OT HEro MpeAHa3HadeHHue Ha



H3IEITHETO.

Un. 53. Koraro € Bb3MOXKHO, U3JIEIHETO WIH OTACITHU YacTU OT HEero TpsOBa 1a ce
UACHTU(UIMPAT C MAPTUIUTE, 3a Ja MOTaT Ja Ce MpEeaIpueMaT MOIXOSAIN ACHCTBUS TIPH
MOTEHITHAIICH PUCK OT U3JICTTMETO WM MOABUKHA YacT OT HETO.

UYn. 54. Koraro e npuioxumMo, THCTPYKIUSATA 32 YIIOTpeda TpsOBa 1a ChabpKa:

1. mTaHHUTE OT CHIBPIKAHUETO HA €TUKETA MO Wi. 51 ¢ u3KkiIoYeHue Ha 1. 4 u 5;

2. BHI, CBhCTaB M KOJIMYECTBO HA PEAKTHUBA WM KOHIIGHTpAlMs Ha AaKTUBHUTE
ChCTaBKM Ha PEaKTHBA WJIM Ha KHWTA, KAaKTO W WHQOpPMAIH, aKO ChIAbpXKA JAPYTH CHhCTABKH,
KOUTO MOTAT J1a MOBJIUSAT BbPXY U3MEPBAHUSITA;

3. yClIOBHSI Ha CBhXpaHEHHUE W CPOK HAa TOMHOCT CJIeJl OTBapsSHE HA IThPBUYHATA
OTIaKOBKa, CTAOMIIHOCT Ha PEaKTUBA MPHU TE3U YCIOBHS U HAYMH Ha ChXpPaHEHHE,

4. NeCTBUETO HA M3JICIIMETO ChIIIACHO WiI. 11;

5. MHAMKAIUS 3a CIeNuaTHo 000pyaBaHe, BKIIOYUTEIHO MHPOpMAIUs 3a MpaBUITHA
ynotpeoa;

6. BUJIa Ha MEIUIIMHCKATa Mpo0a, CIEIallHU YCIOBUS 32 ChOUpaHe Ha MaTepuana 3a
U3CJIe/IBaHe, IpeIBapuTelIHa 00paboTKa, YCIIOBUS 32 ChXpaHEHHE, TOJATOTOBKA HA TAIIMCHTA;

7. mopoOHO oMKCcaHKe Ha MpoIlelypaTa Ipu ynoTpeda Ha U3AETUETO;

8. mporierypa Ha U3MEpBaHe MPH yIoTpeda Ha U3ICIIHETO, KOSATO BKITIOYBA!

a) MPUHIUIA Ha METO/1a;

0) crnenupUUHUTE aHATUTHYHH XapaKTePUCTUKA TpH paboTa ¢ W3ACIHETO
(4yBCTBUTEIHOCT, CMEMUPUIHOCT, TOYHOCT, MTOBTOPSIEMOCT, Bb3MPOU3BOANMOCT, TPAaHUIIM Ha
OTKPHBAHE W JUAIa30H Ha U3MEpPBaHe, BKIIOYUTEIHO He0OX0oauMaTa HHGOpMAITUs 32 KOHTPOIT
BHPXY OYaKBaHU B3aUMOJICHCTBUS), OTpPAaHUUYEHUS HA MeToJa U MHPOpMaIUs 3a MOTPEOUTENs
3a M3MOJI3BaHe HA CTAHJIAPTHU U3MEPBAIIH MIPOIICYPH U MaTCPHAIIH;

B) MOAPOOHOCTH 32 BCSKAKBU MPOIEAYPH WM MaHUITyJAllMU MPEeaAu yrnorpedara Ha
U3JIETHETO (HAIIpUMEp pa3pexaane, MHKYOAIus, IpOBEpKa HA HHCTPYMEHTH | JIp.);

T') UHIUKAIUS Jalu € Heo0XoauMo cienuduuHo o0ydeHue 3a paboTa ¢ U3AeTUETO;

9. MaTeMaTHYECKHs METOJT 32 U3UMCIISIBAHE HA aHATMTUYHUS PE3yJITar;

10. mepku, KouTO TpsOBa Na ce MpeanpueMar HpU MPOMEHH B AHATUTUYHUTE
(GYHKIUM HA U3JIEHETO;

11. moaxoasia nHGopMaIus 3a IOTpeOUTENsI OTHOCHO:

a) BBTPEIICH KOHTPOJI Ha KAYECTBOTO 32 CIeU(DUIHUTE BATUANPAHU TIPOICYPH;

0) mpociensBaHe KaTuOpUPaHETO Ha U3/IETUETO;

12. cTaHIapTHATE UHTEPBAIN 32 OTPEICIITHATE KOJIMYECTBA, BKIIOYUTEITHO OITUCAHHE
Ha MOJXO/ASIIAaTa MOy JIaus;

13. nmocraThb4HO MOAPOOHOCTH 3a XAPAKTCPUCTUKUTE HA W3ICIUETO, aKO CIOPE]
CBOETO MpeIHa3HaYeHHe TO TpsiOBa Na ce M3MOJ3Ba B KOMOWHAIMA, Ja C€ MHCTAIHpa WIH
CBBpKE C JPyro HW3jcive WiId 00OpyJBaHe, Taka 4e Ja ce ONpeaesd TOYHAaTa M Oe30omacHa
KOMOHMHAIINS Ha U3JEIUETO U 000pYIBAHETO;

14. wsanmara HeoOXxoamma wWHQOpMAIMS 3a Oe30MacHOCTTa MPH WHCTAIMPAHE Ha
U3JIEIUEeTO U TpaBUIHA ynoTpeba, BKIIOYUTETHO WHCTPYKIMU 32 HA4MHA W YECTOTaTa Ha
MOJUTbpXKaHEe W KaIMOpUpaHe, 3a Jla Ce rapaHThpa MpaBUiIHATa My M Oe3omacHa yrorpeoda,
uHbopMalus 3a 6e30MacHO 0OCBOOOXKAaBaHE HA OTIMAbIIN;

15. mompoGHOCcTH 3a HeoOXoawma o0pabOTKa WJIM MAHHWITYJIAUHA, KOUTO C€



U3BBPIIBAT C M3JIEIHUETO TMpeau yrorpeba (CTepuiau3amus, OKOHYATETHO KOMILUICKTYBaHE U
ap.);

16. HeoOX0AMMHM MHCTPYKIMHM B CiIy4ail Ha YBpeXXJaHE Ha 3al[MTHATAa OMAKOBKA W
OTMCaHKE Ha METOM 3a MMOBTOPHA CTEPUIIM3AIS WM 00e33apa3siBaHe;

17. uapopmamus, ako U3AETUETO € MpPeJHA3HAYEHO 3a MHOTOKpaTHa ymorTpebda, 3a
paboTa mpu mocnenBaiia ynorpeda, BKIIOYUTEIIHO TOYUCTBAHE, AC3UH(EKIINS, OMaKOBaHEe U
MOBTOpHA CTEPHJIM3AIMs WM o00e33apa3siBaHe, KaKTO M MaKCHUMalHO JOMyCTUM Opol Ha
ynotpe0a;

18. mpeamasHu MepkH B NPEABUAMMUTE YCIOBHS HAa OOKpBXkKaBallara cpera Ipu
BIMSHUE HA MAarHUTHO I0JIe, BHHIIHU EJEKTPUUECKU BIUSHUS, E€IEKTPOCTATUYECH paspsii,
NPOMSIHA B HAJIATAHETO, YCKOPEHUETO, M3TOYHUIIH 32 TEPMUYHO 3arlaiBaHE;

19. mpennma3HM MepKU Cpelly CHelHalHd, HEOOWYailHU PHUCKOBE, CBBP3aHH C
ynorpedara ¥ pasloyIoKEHUETO Ha W3JIENMETO, a KOraro M3AEIMEeTO ChAbp)Ka BELIECTBa OT
YOBEIIKH WM )KUBOTHHCKHU MPOU3XOJ - CHEIHATHU MPEANa3Hi MEPKHU MOpaay MOTSHIUATHHUS
pUCK OT HH(EKTHUpaHE;

20. cneuuduuHU TOAPOOHOCTH 32 U3ENUATA 32 CAMOTECTYBaHE:

a) ChBET KbM IMOTPEeOUTENs 3a NEHCTBHS, KOUTO TPsiOBa J1a ce MpeArpueMar B Cirydaii
Ha TOJOXUTENEH, OTPULIATEIeH WJIM MEXIWHEH pe3yiTaT U MPU BH3MOKHOCT 3a TPEIIHH
pe3yaTaru;

0) mpenynpexaeHue, 4e He TpsOBa Ja ce mpearnpueMar AeHCTBUS OT oTpeduTes 6e3
KOHCYJITAIMsI ¢ MEIUIIUHCKH CIICIIHAIIHCT;

B) MpeAyINpeKICHUE, Y€ KOTaTo M3JIEINETO Ce M3MO0J3Ba 3a MPOCiesiBaHe Ha AaJIEHO
3a00Js1BaHe, NAlMEHTHT MOXKeE JIa IIPOMEHS JICYEHUETO CH CaMO aKo € 00y4eH 3a TOBa;

r) cnenuuIHUTE MOAPOOHOCTH MOTAT Ja ObJIaT MPOMYCHATH, aKO WH(OpMaIuaTa ot
IPOM3BOJUTENS € JOCTaTh4YHA H3JCIIMETO Ja Ce IMOJ3Ba €PEeKTHBHO M PE3YJITAaTUTE, KOUTO
OTYHUTA, Ja ca pa3bupaemu;

21. nmarara Ha OTIEYAaTBAaHE WM TIOCTENHATA pPENAKIHUsS Ha WHCTPYKIHATA 34
ynotpeoa.

['naBa Tpera.
OLEHABAHE U YIIOCTOBEPABAHE HA CbOTBETCTBUETO

Un. 55. llpenu na nanece CE mapkupoBKaTa BbPXY BCAKO UH BUTPO AUArHOCTUYHO
U3JIeNNe, ¢ M3KIIIOUEHUE Ha U3JENINATA, ONpejeiieHu B npuiokeHue Ne 1, m uznenudra 3a
OLIEHKa Ha JIeHCTBHETO, NMPOU3BOJAUTEIAT OLEHSIBA CHOTBETCTBUETO MY CBhC ChILECTBEHHUTE
U3KCKBaHUA 1o npouenypara "EO nexiapupaHe Ha CbOTBETCTBHETO" CHIVIACHO NMPUIIOKEHHUE
Ne 2 u cberaBs nexnapanus 3a CbOTBETCTBUE.

Ui 56. (1) 3a uznenusira mo wi. 2, T. 4, pa3InyHU OT MOCOYCHUTE B IpriiokeHue Ne 1
U Pa3IUYHU OT M3AENUATA MO Wi. 2, T. 5, MPOU3BOAUTENAT, IPEIN 1a CbCTABU JCKIIapalus 3a
CHOTBETCTBHUE, M3ITBIHABA JOMBIHUTEIHO U3NCKBAHMSITA, ONPEICICHH B MpUIox)eHHe Ne 2, T.
6.

(2) Ilpou3BoaUTENAT MOXKE BMECTO TIPOLIEAypaTa Mo ai. 1 1a MpUiIoKH MPOLEeTypPUTe
no ui. 57 wnu 58.



Un. 57. llpenu na nanece CE mapkupoBKkara BbpXy H3ICIHUITA, IOCOYCHH B CIUCHK A
oT mpuioxenue Ne 1, ¢ U3KIIOUEHHE Ha M3/ENMATA MO 4Wi. 2, T. 5, MPOU3BOAUTENAT U30Hpa
€Ha OT CJIEAHUTE IPOLEAYPH:

1. "IIpaHO OCUrypsiBaHE HAa Ka4eCTBOTO" CBHITIACHO IpuilokeHue Ne 3, ninu

2. "EO wu3cnenBane Ha Tuma" chrylacHo mnpwiokeHue Ne 4 B cbueTaHue cC
npoueaypara "OcurypsiBaHe KauecTBOTO Ha POU3BOACTBOTO" ChINIACHO NpuiioxeHue Ne 6.

Un. 58. [Ipenu na nanece CE MapkupoBKaTa BbpXy M3JAENIHATA, TOCOYEHU B CIUCHK b
ot npuinoxenre Ne 1, ¢ U3KIIIOUEHUE HA U3JENUATA 10 WI. 2, T. 5, IPOU3BOAUTEIAT U30Upa
elHa OT CIeAHUTE IPOLEAYPH:

1. "IIbnHO OCUTypsiBaHE HAa KA4e€CTBOTO" ChIVIACHO MpuiioxkeHue Ne 3, uiu

2. "U3cnenpane Ha TUna" chriacHo npuioxkeHue Ne 4 B chyeTaHUE ChC:

a) npouenypa "EO npoBepka Ha npoyKkTa" chriacHoO mpuiiokeHue Ne 5, ninu

06) mpomeaypa "OcwurypsiBaHe KauyeCTBOTO Ha MPOU3BOJCTBOTO"  CBITIACHO
npusioxxenue Ne 6.

Un. 59. Besiko ¢u3nuecko WK IOPUANYECKO JIHMIE, KOETO MPOU3BEKAa METUITTHCKU
W3JIeNUs TI0 WI. 2, KOUTO HE ca MpeJHA3HAUCHHU 3a MyCKaHe Ha Ta3apa, nmpusara npoueypure
3a OIEHSBAaHE Ha CHOTBETCTBUETO CHIVIACHO 4Wi. 55 - 58, 3a ;1a ru mycHe B ACWCTBHE U Ja TH
M3MOJI3Ba B CBOsITA Ipo(hecronamta AeiHHOCT.

Ui, 60. IIpou3BoAUTENAT MOKE J1a BB3JIO)KM Ha YIBJIHOMOILEHHUS CH MPEICTABUTEN
nmo wi. 10, am. 2 or 3akoHa 3a MEOUUMHCKUTE H3JEIUA Ja MPUJIOXKH MNPOLEIAypUTE 3a
OILICHABAHEC HAa CBOTBECTCTBUCTO I10 HpI/IJIO)KeHI/ISI NQ 2, 4 nu 5 " 1a CbCTaBU IIOKyMeHTaL[I/IHTa 10
IJ1aBa IbpBa, pa3Aea V oT 3aKoHa 3a MEAMIIMHCKUTE WU3ACIUS 33 METUIIMHCKUTE H3EIHs,
MpeHa3HAYCHU 3a OIICHKA Ha JEHCTBUETO.

Un. 61. [Tpou3BoIUTENST W/WIN HOTUDUIUPAHUAT OpraH 1o 4i. 64, an. 3 wiu 4. 65
0T 3aKOHa 32 MEJUIMHCKUTE U3/EIHs 10 BpeMe Ha IIpUJIaraHe Ha MpOLEAypUTE 3a OLICHsBaHE
Ha CBOTBETCTBHETO OTYMTAT pE3YJTAaTUTE OT OLEHSABAaHETO M IIpOBEpKara Ha
IPOM3BOJICTBEHUTE OIEpALlMU, KOraTo T€ CE€ MPOBEXKIAT B ChOTBETCTBUE C M3MCKBaHMATA Ha
Hapeza0aTa Ha MEKAMHEH €Tal OT IPOU3BOACTBOTO.

Yn. 62. Hotupunupanuar opraH Moxe Ja HM3UCKBA OT IPOU3BOJUTENS WIM OT
YOBJIHOMOUIEHHUSI My MpEACTaBUTEN BCSKakBa HMH(OpMalnMs WIM JaHHH, HEOOXOOuUMH 3a
U3BBPIIBAHE OLIEHSBAHE Ha CHOTBETCTBHETO MO CHOTBETHATAa MpOLEAypa, KaTo MpEeACTaBU
MOTHUBH 3a TOBA.

Un. 63. Pemenusita Ha HOTU(QHUIMPAHUTE OpPraHu 1Mo wi. 64, an. 3 wim wi. 65 or
3aKkoHa 32 MEIULIMHCKUTE WU3AENHS MPU Npriiarane Ha npuiioxenus Ne 2, 3 u 4 ca BaIMIHM 3a
CPOK 5 TOIMHM M MOTaT J1a ObJIaT yIBIDKEHH 32 OIIe 5 TOAMHHM MPH M0/IaBaHe Ha 3asBIICHUE OT
MPOU3BOJAMUTENS B PAMKHUTE Ha OINpPEIEICH CPOK, MOCOYEH B JloroBopa mo wi. 11, am. 4 ot
3aKoHa 32 METUIIUHCKUTE U3EITHS.



Un. 64. JlokyMeHTanusATa ¥ KOPECTIOHICHINATA, CBbP3aHa ¢ MPOIEeIypUTe, IIOCOYCHU
B wI. 55 - 60 u 62, TpsiOBa 1a Obe chCTaBeHA HA OBJITAPCKU €3HMK WM Ha O(DUIIMATHUS €3UK
Ha Jbp)KaBaTa UWICHKA, B KOATO C€ W3MBIHIABAT NPOIEIypUTe, WIM Ha U30paH OT
HOTU(UIMPAHHS OPTaH €3UK.

I'nmaBa yerBBpTAa.
N3NCKBAHUA KbBM HOTUDOUILTMPAHUTE OPI'’AHU

Un. 65. Jlumero mo yn. 61, ax. 1 or 3akoHa 3a MEOMIIMHCKHTE H3ACIHS, KOETO
KAaH/IMJIATCTBA 32 MOJIy4aBaHE Ha pa3pelIeHUE 3a OLEHABAaHE ChOTBETCTBUETO HA U3JEIUATA IO
41, 2, TpsAOBa /1a OTroBaps Ha W3WCKBAHMITA HA HAIMOHAJTHUTE CTAaHIAPTH Ha IbPIKABHUTE
YWIEHKH, KOUTO BBBEXKIAT XapMOHU3UpaHuTe eBponeiicku cranaapta EN 45011, EN 45012 u
EN ISO/IEC 17025, B 3aBUCHMOCT OT MPOIEAYPUTE U U3IETUATA, 32 KOUTO KaHIUJATCTBA, U:

l. nma wmoxe [a WU3MBJIHSABA €IHA WIA T[OBeYe TMpPOLEAYypU 3a OICHSBAHE
CHOTBETCTBHETO HA M3CJIHATA 110 WI. 2;

2. a UMa METOJUMKH M MHCTPYKIMH 32 HU3MUTBAHE HA UH BUTPO MEIULIMHCKUTE
W3JIeTHsI, KOTaTo HE e Mpuiarat CTaHAAPTUTE WM OOIIM TEXHUYECKU CHErU(UKAIIN 0 Wi,
13 ot 3akoHa 3a MEIUIIMHCKUTE U3JICIIH;

3. Aa ©Ma HaApBYHUK U MPOIIETypU HA CHCTeMaTa M0 KaueCTBOTO.

Uin. 66. (1) Jlunero mo wi. 65 moxasa 1o mpenacenarens Ha JbpkaBHATa areHIUS 3a
MeTposiornueH u Texuuuecku Haazop (JAMTH) nokymenTamusTa o ui. 61, an. 3 ot 3akoHa
3a MEAUIIMHCKUTE U3/ICIIHUS.

(2) B cayuyaute mo ui. 61, am. 4 ot 3akoHa 3a MEIUIMHCKUTE W3AETUS JUIETO
npeacraBss Ha npeacexarens Ha JAMTH ceprudukar 3a akpeguramusi OT opraH IO
aKpeIuTallvs Ha IbpKaBa WICHKA - 4ieH Ha EBpomneiickaTa opraHu3anus 3a akpeauTalus U
nonnucan MyntuiarepanHoto cniopasymenue (MLA) B cboTBeTHUTE 00J1aCTH, B 3aBUCUMOCT
OT U3JIENHITA U IPOLEAYPHUTE, 32 KOUTO KaHIUAATCTBA:

1. 3a npouenypara "IIbiHO ocurypsiBane Ha kauecTBOTO" (mpuioxkeHue Ne 3) - mo
crangapt EN 45012;

2. 3a mpouenypara "EO uzcnenane Ha Tuna" (npunoxxenue Ne 4) - nmo crangaptu EN
45011 u EN ISO/IEC 17025;

3. 3a npouenypara "EO npoBepka Ha mpoaykra" (mpuioxenue Ne 5) - Mo cTaHaapTH
EN 45011 u EN ISO/IEC 17025, a B ciyuail Ha npuiarase Ha T. 2.2 OT OPUIOXKEHUETO - U 110
crangapt EN 45012;

4. 3a nponenypata "OcurypsiBaHe KaueCTBOTO Ha IMPOU3BOACTBOTO" (mpuiioxkeHue Ne
6) - mo crangapt EN 45012.

(3) KpM nmokymeHTanusaTa mo ai. 1 umm 2 ce mpuiara crnpaBka B TaOIWYeH BUI,
ChABpIKAIIA BUIOBETE MEAUIIMHCKU U3JEIHS, TPIIOKUMHUTE 34 TAX CHIIECTBEHU U3UCKBAHUS,
XapMOHU3UPAHUTE CTAHJAPTH M OOMIM TEXHUYECKH CHenupUKalUd HIU METOIUKHUTE H
WHCTPYKIIMUTE 32 W3MEpPBAHE W U3MHTBAHE, KOWTO III€ C€ MpWiIaraT MpHU OICHSBAaHE Ha
ChOTBETCTBHUETO.

JlombIHUTETHU pa3nopenodu



§ 1. ITo cMuchiTa Ha Hapenoara:

1. "lonop" e nune no cmucsya Ha § 1, T. 1 or 3akoHa 3a KpbBTa, KPbBOAAPSABAHETO U
KPBBOIPEIUBAHETO.

2. "Penenument" e muue no cmuchia Ha § 1, T. 7 or 3akoHa 3a KpbBTa,
KPBBOAAPSIBAHETO U KPBBOIPEIUBAHETO.

§ 2. Hapenbata BBpBexna paznopenodure Ha J{upexktuBa Ne 98/79/EO na EBponeiickus
napiaaMeHT U Ha CbBeta OT 27 OKTOMBpH 1998 r. OTHOCHO NWArHOCTUYHHUTE MEIUIIMHCKH
W3JIeNUs UH BUTPO.

3aKII0uMTETHU pa3nopenou

§ 3. Hapenbara ce npuema Ha ocHoBanue wi. 18, 1. 1,2 u 4 u un. 61, an. 4 ot 3akoHa
3a MEIULIMHCKUTE U3ICIIHS.

[Ipunoxxenue Ne 1 kbM 4. 6, an. 2, un. 8, wi. 55, wi. 56, an. 1, un. 57 u un. 58
CruchK Ha UH BUTPO TUATHOCTUYHUTE MEIUIIMHCKH U3ICITHS

Cnucek A

1. PeakTuBM M NPOAYKTH OT PEAKTHBH, BKIIOYUTEIHO CHOTBETHUTE MaTEpUaIH 3a
KanuOpupaHe ¥ KOHTPOJ 3a omnpenensiHe Ha ciaenaure KpbBHU rpynu: ABO, Rhesus (C, ¢, D,
E, e), anti-Kell cucremu;

2. PeakTuBU M MPOIYKTH OT PEAKTHBH, BKIIOYUTEIHO CHOTBETHHUTE MaTepHaH 3a
KanuOpupaHe M KOHTPOJ 3a OTKPHUBaHE, MOTBBP)KAABAHE M KOJIMYECTBEHO H3CIIEJBAaHE Ha
mapkepu Ha HIV undexuus (HIV 1 u 2), HTLV [ u I, na xenatur B,C u D.

Cnucek b

1. PeakTuBu U NMPOAYKTH OT PEaKTHBH, BKIIOUUTEIHO ChOTBETHUTE KaluOpaTOpH U
KOHTPOJIHM MaTEpUalX 3a ONpeelssHe Ha cIeIHUTe KpbBHU rpynu no: anti-Duffy u anti-Kidd
CUCTEMU;

2. PeakTuBU U MPOIYKTU OT PEAKTUBH, BKIIOUUTEIHO CHOTBETHUTE KAIUOPAaTOpPH U
KOHTPOJIHHM MaTepHallu 3a ONpeeiITHE HA PeAKH aHTUEPUTPOLIUTHY aHTHUTENA;

3. PeakTuBM U MPOAYKTH OT PEAKTHBH, BKIIOUUTETHO CHOTBETHHUTE KalUOpaTOpH H
KOHTPOJIHM MaTe€pHad 3a OTKPUBAHE M KOJUYECTBEHO H3CJE/BAaHE Ha CJIEIHUTE BPOJIEHHU
UHQEKIIH: pyOeoa, TOKCOMIa3Mo3a;

4. PeakTUBM M NPOSYKTH OT PEAKTUBH, BKIIOYHUTEIHO CHOTBETHUTE KalIUOpaTOpH U
KOHTPOJIHM MaTepHaly 3a TUarHOCTUIIPAHE HA HACJIeICTBeHaTa 00yecT (DeHMIKETOHYpHS;

5. PeakTuBu M NMPOAYKTH OT PEAKTHBH, BKIIOUUTEIHO ChOTBETHHUTE KaluOpaTOpu H
KOHTPOJIHM MaTepHaly 3a ONpeesissHe Ha IIMTOMETAIOBUPYCHA M XJIAMUIMATHA UH(EKIIHS;

6. PeakTuBM M MPOAYKTH OT PEAKTHBH, BKIIOUUTEIHO ChOTBETHHUTE KaluOpaTOpH U
KOHTPOJIHM MaTepualM 3a ompeneisHe Ha ciaeanure ThkanHM rpynu HLA: mo DR, A, B
aQHTUT€HH;

7. PeakTuBM W MPOAYKTH OT PEAKTHBH, BKIIOUUTEIHO CHOTBETHHUTE KaluOpaTopu M



KOHTPOJIHM MaTepHalld 3a OIpeneisHe Ha TyMopHuUs Mapkep: PSA (mpocrateH TymopeH
AQHTHUTEH);

8. PeakTHBHM M TPOIYKTH OT PEAKTHBH, BKIIIOYMTEITHO CHOTBETHHTE KaauOpaTtopu u
KOHTPOJIHM MaTepuaiu u software, creruaiHo 3a OLEHsIBaHE Ha pUcKa OT Tpu3omus 21;

9. Wznenust 3a caMOTECTYBaHE, BKIIOUUTEITHO CBBP3aHUTE C TAX KaauOpaTtopu |
KOHTPOJIHA MaTEpUaJIH - 32 U3MEpPBaHE Ha KpbBHATA 3axap.

[Tpunoxenue Ne 2 kbm wit. 55, . 56, T. 1 u win. 63
"EO nexyapupaHe Ha CbOTBETCTBHETO"

1. "EO nexnapupaHe Ha CbOTBETCTBUETO'" € MPOLEaypa, Ype3 KOSITO MPOU3BOIUTEIST
WIN HETOBUAT YI'BJIIHOMOILEH IpenacTaBuren mo wi. 10, an. 2 or 3akoHa 3a MEIUIIMHCKUTE
W3JIeNUsl M3MBIHSABA 3ab/DKEHUSTa MO T. 2 - 5, a KOrato ce OTHacs 3a H3ACIus 3a
caMOTeCTyBaHe, JOI'BJIHUTEIHO M3IIBJIHABA 33IbJDKCHUATA MO T. 6, OCUTYpsiBa M JIeKJIapupa,
Ye CHOTBETHHTE TMPOIYKTH OTTOBApsT Ha MPHIOKUMHUTE 32 TSIX M3UCKBAHU Ha Hapemdara.
[TpousBonutensat HaHacs CE mapkupoBkaTa B ChOTBETCTBME C M3MCKBAaHHUATA Ha 4wi. 15 oT
3aKoHa 32 MEJUIIMHCKUTE U3/1ETHSI.

2. IlpousBoauTensaT TpsiOBa Aa M3rOTBU TEXHUYECKATa JOKyMEHTAIMs, ONUCaHa B T. 3,
U J1a TapaHTUPa, Y€ TMPOU3BOJCTBEHHUSAT MPOLEC CE U3BHPIIBA B CHOTBETCTBUE C MPUHIUITUTE
3a OCUTYpsIBAHE Ha KaYECTBOTO, [IOCOYEHHU B T. 4.

3. TexHuueckaTa JOKYMEHTAlLUs, KOATO MO3BOJIIBA OILICHSBAHE CHOTBETCTBHUETO Ha
U3/IEJINETO ChC ChIIECTBEHUTE N3MCKBAaHUS Ha HapealaTa, TpsA0Ba J1a ChIbpiKa:

a) OMMCaHUe Ha U3/IEJHETO, BKIIOYUTEIHO IJIAHUPAHU HETOBH BapHAHTH;

0) TOKyMEHTaIlis Ha CUCTeMaTa 3a Ka4eCTBOTO;

B) MH(OpMaLUs 3a MPOEKTa, KOSITO BKJIIOYBA OMNpEICNsSHE XapaKTEPHUCTUKUTE Ha
OCHOBHMTE MaTepHalld, XapaKTePUCTUKUTE M OrpaHUYEHHsTA B JIEHCTBHETO HA W3JEIHUETO,
METOAMTE Ha MPOU3BOJCTBO U B CIy4Yal HA HHCTPYMEHTH - IPOCKTAHTCKHU YEPTEXKHU, AUArPaMHU
Ha KOMIIOHEHTH, JAeTailllu, CXeMHU U JIp.;

I) omMcaHUs M OOACHEHHE Ha XapaKTepUCTUKUTE Mo OykBa "B", ueprexure M
auarpaMuTe U GyHKIMOHUPAHETO Ha U3/EIHETO;

1) B Cyd4ail Ha M3AEJHsl, ChbPKAIN ThKaHU OT YOBEIIKH MPOM3XO0/ MM BEUIECTBa,
NOJY4YeHH OT MOAOOHM TBKAHM - HHPOpPMaLUs 3a MPOU3X0Ja MM M YCIOBMATA 3a
NOJTY4YaBaHETO UM;

€) pe3yJaTaTuTe OT PUCKOBUS aHAIU3, CIHUCBHK Ha CTaHAApTUTE MO wi. 6, am. 1,
OPWIOKEHN HANmbJIHO WM YaCTHYHO, ONHMCAHWE Ha pELICHHWATAa 33 M3MbJIHEHUE Ha
INPUIOKHUMHUTE 3a Hapea0aTa U3UCKBaHMs, B ClTydall ue cTaHAapTUTE HE CE NMPHJIAraT Hall'bJIHO;

) ONHMCAHWE Ha W3MOJ3BAHUTE TMPOLEAYPHU, KOTATO M3JEIHETO € CTEPUIIHO, B
CHELMATHO MUKPOOHOJIOIMYHO ChCTOSIHUE WM B ChCTOSIHUE HA YUCTOTA;

3) pe3yNTaTUTE OT MPOCKTAHTCKUTE U3YUCIICHHS U TIPOBEIEHUTE KOHTPOJIH;

M) J0Ka3aTeJICTBA 3a CHOTBETCTBUE CBbC CBHILECTBEHUTE W3MCKBAHUA, KOIaTo
U3/ICTTUETO TI0 MPeJHa3HAYCHHE, OTIPENIEIEHO OT MPOU3BOAMUTEINS, € MPEIBUICHO J1a CE CBBP3Ba
C JIpyro U3AeIue WK U3Jeus;

K) IOKJIaJUTe OT U3MUTBAHUSATA;

J) JaHHU 3a OLIEHKaTa Ha JCHCTBHETO, KOUTO ca HOJIY4YEeHH IIpU Clla3BaHe



W3HMCKBAHUATA HA TJaBa IbPBa, pa3fes V OT 3aKOHA 3a MEAMIIMHCKHUTE M3JCTUS W MOKAa3BaT
NpEIBUICHUTE OT MPOU3BOIUTENS NEHCTBUS HA HW3MEIHETO, MOAKPENEeHH OT CTaHAapTHa
U3MEpBaTeIHA cHCTeMa ¢ WH(OpMANHS 32 CTAaHJIAPTHUTE METOAM, €TaJOHHUTE MaTepHaH,
MO3HATUTE CTaHAAPTHH CTOMHOCTH, TOYHOCTTAa Ha M3MEPUTEIHUTE €AMHULIM; U3TOUHHUIU Ha
JTAHHUTE MOTaT J1a ObJaT W3cleABaHMS B JICUCOHM 3aBEJICHUS WIH B JpPYyTa MOIXOMINa cpeaa
WM PEe3yNITaTu OT Oubiarorpadcku crpaBKu;

M) €THKETa Ha M3JCIINETO U WHCTPYKIIUS 3a yroTpeoa;

H) pe3yJTaTy OT MPOyYBAHUATA HA CTAOMITHOCTTA.

4. TlpowsBomuTeNnarT TpeanprueMa HEOOXOJUMHUTE MEPKH Jla TapaHTHpa, 4Ye
MPOU3BOJCTBEHHUAT TPOIEC CleaBa MPUHIMIIMTE 32 OCHUTypsSBaHE KadyecTBOTO Ha
POM3BEkKIaHaTa MPOyKIUsa. CUCTeMara Mo Ka4eCTBO € HaCOYeHa KbM:

a) OpraHu3allMOHHATa CTPYKTYypa U OTTOBOPHOCTHTE;

0) TPOW3BOJCTBCHHUTE MPOIECH M CUCTEMATHYHUS KOHTPOJ HAa KAuyeCTBOTO Ha
MPOAYKIHUATA,

B) CpPE/ICTBA 32 KOHTPOJI HAa ACHCTBUETO HAa CHCTEMaTa 1Mo KaueCTBOTO.

5. [IpousBoauTeNAT € AMTBXKEH Ja Ch3Aale U MOAAbpKa TOKyMEHTHpaHa CHCTEMa 3a
mpociesiBaHe OC30MaCHOCTTa Ha MEAHWIIMHCKHUTE W3JeNWs, MyCHATH Ha Ta3apa W/WiIN B
NeicTBUE, U 3a Ha3HAYaBaHE Ha KOPUTHpAIIU JCHCTBUS, ChOTBETCTBAIM HA yCTAHOBEHUTE
puckoBe. Ilpow3BoauTensaT € UIBXKEH Ja yBenoMmsiBa V3mbIHWTENTHATa areHIus 110
JeKapcTBaTa BeJHara cjiejl CUTHaj 3a CJICAHUTE WHIUACHTH/TIOTeHIIMATHU UHIIUICHTH:

a) HEW3MPABHOCT WJIM HApyUICHHE B XapaKTePUCTHKUTE W/WIM JEHCTBUETO Ha
U3JIEINETO, KAaKTO U HETOYHOCTH BBPXY €THUKETa WJIM B MHCTPYKLUATA 3a YNoTpeba, KOUTO
MOTraT Ja CTaHaT WM BeYe ca CTaHaIu NpUYMHA 332 CMBPTEH CIy4yail WM 3a CEpPUO3HO
yBpEKJaHe Ha 3[[paBeTO Ha MallMeHTa/MEIUIIMHCKUS CIICIIUAJIHCT;

0) BCsKa TEXHUYECKA WM MEAWIIMHCKA MPUYMHA, CBHP3aHa C XapaKTEPUCTUKUTE WU
JEHCTBUETO Ha W3JEIMETO, KOSITO TOpaau NPUIMHHUTE, MocouyeHn B OykBa "a", Boam 10
CHUCTEMHO U3TErJIsSHE OT Ma3apa Ha U3JIeNHsl OT €IUH U ChIIH THIIL.

6. [IpousBoauTENAT Ha M3JENUA 332 CAMOTECTyBaHE IMoJlaBa /10 HOTU(UIIMpaH OpraH
3asIBJICHUE 32 OIICHSBaHE Ha MPOEKTA.

6.1. 3asBIICHUETO CHABPIKA:

a) JOKJaad OT W3MUTBAaHUATA, a KOTaTo € BBH3MOXKHO - M PE3yJNTaTUTe OT
U3CJIeIBAaHUSTA, IPOBEJCHH C MAIMEHTH B JOMalllHa OOCTaHOBKa;

0) MaHHU, KOWUTO TOKAa3BaT, 4Y€ W3JCTUETO MNPEABUA NpPEeIHA3HAYCHHETO MY 3a
CaMOTECTyBaHe € MOAXO/SAII0 32 U3MOJI3BAHE;

B) HH(pOpMAIUATA BbPXY €TUKETA ¥ B UHCTPYKIHATA 32 yrnorpeoda.

6.2. HotudunupanusT opran oneHsBa 3asBJICHHETO U KOTATO MPOSKTHT ChbOTBETCTBA
Ha TMPWIOKMMHUTE W3MCKBaHWs Ha Hapenbara, u3naBa Ha 3asBuTens ceptuduxar 3a EO
u3cienBaHe Ha mpoekta. HotuduuupaHusT opran Moxe Ja M3HUCKa OT NMPOU3BOIUTENS Aa
NPEJCTaBU JOMBIHUTEIHN W3MHUTBAHUS WM JIOKA3aTeNCTBA, IMO3BOJISBAIIM OICHSBAHE Ha
CHOTBETCTBUETO MO OTHOIICHHE Ha MPOEKTa ¢ M3UCKBaHUATAa Ha Hapendara. CepTUPUKATHT
ChABPKA 3aKIIOYCHHUSATA OT OIICHKAaTa, YCJOBHSITA 32 HEroBaTa BalUAHOCT, HEOOXOIUMUTE
JaHHU 3a WICHTU(UIIMpaHe HAa OAOOpPEHUsS MPOEKT M MPU HEOOXOAMMOCT - ONMHCAaHUE Ha
npeIHa3HAYCHUETO Ha H3/ICITUETO.

6.3. 3asBuTenaT nHGOpMHUpPa HOTU(DHUIIUPAHUS OpraH, KOMTO M3/aBa cepTudukara 3a
EO u3cnenBane Ha MPOEKTa, 3a BCSKA CHINECTBEHA TPOMSIHA B 0100peHUs poeKT. [I[pomenuTe
B 0JI00pEHHUs TPOEKT, KOUTO 3acAraT ChOTBETCTBUETO ChC CHIIECTBEHHUTE WM3MCKBAHUS WIH
yCIIOBUSATA 3a ymorpeda Ha W3ACIUETO, MOMJISKAT Ha JIOMBIHUTEIHO On00psBaHe.



Hotudummpanusar opran m3gaBa [ONMBIHEHHE KbM ITbpBOHAuaimHuA ceprudukar 3a EO
U3CJIEIBAHE HA IIPOCKTA.

[Mpunoxxenue Ne 3 kpm un. 57, 1. 1, un. 58, 1. 1 u un. 63
[Ipouenypa 3a oueHsBaHe Ha CbOTBETCTBUETO "[IbIIHO OCUTypsIBaHE HAa Ka4YeCTBOTO"

1. "ITbaHO ocurypsiBaHe Ha KauecTBOTO" € MpoLEeaypa, Ype3 KOSTO MPOU3BOIUTEIST
mpujiara ojoOpeHaTa cHcCTeMa [0 KadyeCTBOTO 3a IMPOEKTHpaHe, MPOHM3BOACTBO M KpacH
KOHTPOJI Ha M3JIENUATA ChIIIACHO T. 3, TapaHTHPA OJUT ChIJIACHO T. 3.3 ¥ HAA30p CHIVIACHO T.
5. 3a u3menusATa OT COMCHK A Ha mpuiiokeHue Ne 1 mpou3BOIUTENAT AOMBIHUTEIHO CIEIBa
npoueaypure o 1. 4 u 6.

2. TlpousBoauTensT, WU3MBIHSABAWKH 3aJbDKEHUATA CH TO T. 1, ocurypsBa u
JeKJIapupa ChOTBETCTBUETO C MPHIOKHUMHUTE 3a W3JEHATa W3UCKBAHHWS Ha Hapemdara |
W3rOTBS JIeKIapalus 3a choTBeTcTBUE U HaHacsi CE MapkupoBKaTa BbpXY BCAKO U3JENHE.

3. Cucrtema 1o Ka4ecTBOTO:

3.1. 3a omeHsBaHe Ha cHCTEMaTa MO Ka4eCTBOTO MPOU3BOAUTENAT MOAaBa 10 U30paH
OT HEro HOTHU(HIIMPAH OpPTaH 3asBIICHUE, KOCTO ChIbpPXKa:

a) HAMMEHOBAHUETO M aJipeca Ha MPOU3BOJIUTENS M Ha BCAKO IPYroO JOMBIHUTEIHO
MPOU3BOJICTBEHO MSCTO, 00XBAaHATO OT CHCTEMATA M0 Ka4eCTBOTO;

0) BCHYKHA HEOOXOIUMHU JTAHHU 3a W3JICTTUETO WA 3a KaTeropusTa Ha W3EIUETO, 3a
KOUTO TIPOLeAypaTa € MPHI0KUMa;

B) MMCMEHA JeKJapalus, Y€ TaKoBa 3asBJICHHE 3a ChIlaTa CUCTEMA 10 KaueCTBOTO 3a
CBUIOTO U3JIEJIUE HE € OUII0 M0JJaBaHo Mpe]] APYT HOTU(ULUPAH OpraH;

') TOKYMEHTaIUsATa 32 CUCTeMAaTa Mo KaueCTBOTO;

1) JeKJIapamusi OT MPOU3BOIUTEIS, Ye IIIe M3MBIHABA 33IBIDKEHUSTA, TPOU3TUIAIIN
OT 0100peHaTa cucreMa o KauyecTBOTO;

€) JeKiapamus OT MPOU3BOJIUTENS, 4Ye Ie MOAAbpkKa OoJo0peHara cucrema Io
KayeCTBOTO M0 HAYMH, OCUTYpPSBall] HEWHATA MPUTOJHOCT U €(PEKTUBHOCT;

) JeKIapamus OT MPOW3BOJUTENs, Y€ IIe BHBEAE M MOIAbpKA ITOKyMEHTHpaHa
npoueaypa 3a MpociiesiBaHe U aHaJlu3upaHe Ha MPOIyKUUATA Ha Ma3apa W 3a MpujiaraHe Ha
KOpDUTHpAIM JCWCTBUS HA YCTAaHOBCHHTEC pPHCKOBE U 1€ YyBEAOMsBAa He3a0aBHO
W3nbnHuTenHaTa areHuus IO JIeKapcTBaTa 3a HMHIMJICHTH/NOTEHUMATHU HWHIMICHTH,
CBBP3aHM C U3JIEHITA.

3.2. IlpunaraHero Ha cUCTEMara MO KayeCTBOTO OCUTYpPsiBa CHOTBETCTBHETO Ha
U3JIEIUEeTO C TPUIIOKUMHUTE 3a HEro H3UCKBaHWA Ha HapendaTa Ha BCEKHM eTam - OT
IPOEKTUPAHETO A0 KpaWHUS KOHTpoJ. Bcuuku eneMeHTH, W3MCKBAaHUS U TPEIIUCaHMUS,
NPHUETH OT MPOW3BOAUTENS, TPsIOBa Ja ca CUCTEMATH3UpPAHU M TOJpeNeHU moj (opmara Ha
JOKYMEHTHPaHHU MpaBHia, MPOLEIypU M HUHCTPYKUMU. JlOKyMeHTauusaTa Ha cuUcTemara Io
KauyecTBOTO TpsiOBa Ja MO3BOJISIBA €IHO3HAYHO THIKYBaHE Ha OINEpaTHBHATA MPAKTUKA H
HAUMHUTE 32 OCUTYpsIBaHE HA KaueCTBOTO, OMUCAHU B MPOrpaMUTE, IUIAHOBETE, HAPbUHUIUTE
U 3aMUCUTE, U Ja ChAbPIKa ONMMCAHKE Ha!

a) IeJINTE 10 KaYeCTBOTO;

0) opranuzamnusaTa Ha paboTa U MO-CIeNUATHO:

aa) OpraHMU3alMOHHUTE CTPYKTYpHU, OTTOBOPHOCTUTE HAa PBHKOBOJICTBOTO M HETOBHUTE



MIPABOMOIIHS OTHOCHO Ka4eCTBOTO MIPH MTPOSKTHPAHE U MMPOU3BOJICTBO HA U3JICIHSITA;
00) meroaute 3a mpocrneasBaHe e(UKACHOTO (YHKIIMOHHMpAHE Ha CHUCTeMaTa IIo

KaueCTBOTO C IeJT MOCTUTaHE Ha JKEJaHOTO KAadeCTBO IMPHU MPOCKTHPAHETO Ha H3JCITUSATA,

BKIIFOUUTEITHO KOHTPOJI Ha MPOyKTUTE, KOUTO HE CHOTBETCTBAT HA U3UCKBAHUSATA;

B) MPOIEIypUTE 3a KOHTPOJ M MPOBEPKa HA MPOSKTUPAHETO HA MPOAYKTHTE U TIO-
CIIEIINAITHO:

aa) 001110 onucaHue Ha U3JENUETO, BKIIOUUTEIHO BCUUKY TVIAHUPAHU BapUaHTH;

00) msmata gokyMeHTanus mo npunoxxkenue Ne 2, 1. 3, Oyksu "B" - "H";

BB) B Cllydail Ha U3/I€JHs 32 cCaMOTeCTyBaHe, HH(popManusaTa 1o npuioxenue Ne 2, T.
6.1;

IT) TEXHWKHU 32 KOHTPOJI M TPOBEPKA HA MPOEKTA, MPOIETYPUTE U CUCTEMATHIHUTE
NEHCTBUS, KOUTO C€ MPHUIIarat MpH MPOSKTHUPAHETO HA U3JENUATA;

I') TEXHUKH 332 KOHTPOJI M OCUTYpPsIBaHE HAa Ka4eCTBOTO, KOMTO C€ TpUiIaraT 1o Bpeme
Ha MPOU3BOICTBOTO, U TO-CIEIHAITHO:

aa) MPOIIECUTE M ChOTBETHHUTE MIPOIEAYPH 110 OTHOIICHUE HA CTEPIIIN3AIINATA;

00) mporeaypuTe Mo OTHOILIIEHHE Ha CHAOIIBAHETO;

BB) MPOIICIYypUTE 32 MACHTU(DUKANAS HA M3CINETO, ChCTAaBIHU U OCHBPEMCHSIBAHH
ype3 YepTekd, crenupuKaldd WM CbOTBETHA JOKYMEHTAIlMsl Ha BCEKM eTam Ha
MPOU3BOJICTBOTO;

1) IPOBEPKUTE W M3MUTBAHUATA, KOUTO III€ CE U3BBPIIBAT MPEIH, IO BPEME U CJIC]T
MPOU3BOJICTBOTO, C MOCOYBAHE HA TAXHATA TMEPUOAUYHOCT M HM3MOJ3BaHATA W3IUTBATEIIHA
amaparypa.

[IpousBomuTENSAT U3BHPIIBA WM3UCKBAHUTE TMPOBEPKH U W3MHUTBAHUA CHIIIACHO
MOCJICTHUTE JIOCTHKEHUSI Ha TexHosorusta. [IpoBepkuTe © W3NMUTBaHHWATA O0OXBaIat
MPOU3BOJICTBEHHS TPOIIEC, BKIIOYUTEITHO XapaKTEPUCTHKATa Ha CypOBHHATA M OTACTHUTE
W3NS WK BCSIKA TIPOM3BECHA TTApTU/IA U3ICTTHSI.

[Ipn u3nuTBaHE Ha M3AENHUATA OT CMUCHK A Ha mpuiokeHue Ne 1 MpOM3BOAUTENAT
B3€Ma I10]] BHUMaHUE Hai-HOBaTa HaJIW4YHAa WHQGOpPMAIUS U CHEIUATHO 0 OTHOIICHHE Ha
OMOJIOTMYHATA CJIOXXKHOCT W TMPOMEHIMBOCT Ha oOpa3muTe, 3a Ja ObJaT HU3MUTAHU ChC
CHOTBETHOTO U3JIENIHE.

3.3. Hotudwumupanuar opraH OILEHSBa CHCTEMaTa MO KayeCTBOTO, 32 Ja YCTaHOBH
JaJIi TS ChOTBETCTBA HAa M3MCKBaHUATA Ha T. 3.2. EdmeMeHTHTE Ha cUcTeMara o KavyecTBOTO,
3a KOUTO ca TPUJIIOKEHU H3MCKBAHUSATA HA CHOTBETHHTE XAPMOHU3HMPAHU CTaHAAPTH, CE
CUYMTAT 3a yJIOBJIETBOPSIBAIY CHOTBETHUTE M3UCKBAHUs Ha T. 3.2.

ExunsT ogutopu TpsiOBa Ja BKIIIOYBA MOHE €IHO JIUIE C OMUT B OILICHSBAHETO HA
chOTBeTHaTa TexHosiorus. [Iporeaypara 3a oleHsBaHE BKIIOYBA W MPOBEpKa HA MACTO TPHU
MPOU3BOIUTEIIS, TOMEIICHUATA Ha TTOIU3ITBIHUTEIUTE W/IIIN JTOCTABYHIIUTE.

Pemennero ce cpoOmaBa Ha TMPOU3BOAUTENS W ChIbPKA 3aKIIOYCHHSITA OT
U3CTIEIBAHETO M MOTUBUPAHO PEUICHHUE OT OIEHSBAHETO.

3.4. TlpousBoaurtenatr nHpopMupa HOTHPHUIUPAHUS OpraH, OJ0OpUI CHUCTeMaTa o
KayeCTBOTO, 32 BCSIKO IUTAHUPAHO HEWHO M3MEHEHHE, KAKTO U TPU MIPOMSIHA B U3/ICIIUATA.

HoTudunupanuar opraH mpereHsBa MPEIOKEHUTE W3MEHEHHS W pellaBa Jajiu
M3MEHEHATa CHCTEeMa IO KaueCTBOTO IIIe MPOABIIKH Jla OTTOBapsl HA M3UCKBAaHUATA HA T. 3.2,
WM € HeoOXO0MMO HOBO OIICHsBaHe. PemeHnero ce cho01IaBa Ha MPOU3BOIUTENS U ChIbPKa
3aKJTFOUCHUATA OT U3CIEABAHETO M MOTUBUPAHO PEIICHUE OT OLIEHSBAHETO.

4. N3cnenBaHe MpOEKTa Ha U3ACIUETO:

4.1. 3a wumzgenusta oT cnucbk A Ha npwioxkeHue Ne 1 B [ONBJIHEHHE KbM



3aIBJDKCHUATA MO0 T. 3 TMPOW3BOAUTENAT II0/aBa 3asBICHUWE 0 HOTU(QUIMpPAH OpraH 3a
U3CleBaHe Ha IMPOEKTa, KOETO II03BOJSBA Ja C€ U3ACHAT NPOEKTT M HAYUHBT Ha
IIPOM3BOJICTBO HAa U3/EJINETO, ONPEENIeH 1o T. 3.1.

4.2. B 3asBJI€HUETO CE OMUCBAT MPOEKTHT, POU3BOACTBOTO U (PYHKIIMOHUPAHETO HA
CbOTBETHOTO u3zaenue. To BkIOYBAa HEOOXOAUMMTE JIOKYMEHTH, 3a Ja C€ OILCHU
CBHOTBETCTBUETO Ha U3JIEJINETO ChC ChOTBETHUTE 3@ HETO U3UCKBAHMS HA Hapenoara.

4.3. HotuduuupaHusT OpraH M3ciie[[Ba MpeJCTaBEHUTE JOKYMEHTH U aKO MPOEKTHT
OTroBapsi Ha NMPUWIOKUMUTE M3UCKBAHUS Ha Hapendara, U3/1aBa Ha 3asgBUTENS cepTU(UKAT 3a
EO wuscnensane Ha mpoekra. HoTtuduuupanusar opraH Moke Aa HM3MCKa OT 3asBUTEN JAa
IpoBe/ie HOBHM M3NUTBAHUSA U Jla NPEACTaBU JOMBIHUTEIIHU JI0KA3aTeNCTBa, 3a Ja OLIEHU
CHOTBETCTBUETO C M3UCKBaHUATAa Ha HapenOaTta. CepTUPHUKATHT ChABPKA 3AKIIOYCHHUATA OT
U3IUTBAHETO, YCIOBHMATA 3a HEroBaTa BAJIWAHOCT, IaHHUTE 3a WAEGHTH(QHULUpaHE Ha
0JI0OPEHUS TIPOEKT U TPH HEOOXOAMMOCT - ONMCAHNE HA TIPEAHA3HAYCHUETO Ha U3JIEITHETO.

4.4. 3asurensat nHbopMHUpa HOTUQHUUMpaHUS opraH, uznan ceprudukata 3a EO
U3CIIeIBAaHE Ha MPOEKTa, 32 BCAKO W3MEHEHHWE Ha OJ00peHus mpoekT. M3mMeHeHusTa B
0JI00pEeHUs1 MPOEKT, KOMTO 3acAraT ChOTBETCTBHETO ChC CHIIECTBEHUTE H3HCKBaHMS MU
yCIIOBHATA 32 YNOTpeda Ha M3MIEIHUETO, TOJUIeKAT Ha JOIBIHUTEIHO 0J00psSBaHEe OT OpraHa,
u3nan ceptudukara 3a EO n3cnenBane Ha mpoekTa. JlombIHUTETHOTO 0100peHHe ce n3JaBa
noj Qopmata Ha JOMBJIHEHHE KbM IbpBOHauanHus ceprudukar 3a EO wuscienBane Ha
IPOEKTA.

4.5. [TlpomsBogurensr, ako € TOIy4YWsI UHPOpMaUus 3a U3MEHEHHA Ha
00J1eCTOTBOPHUTE MUKPOOPTaHU3MH U MapKepH 3a MH(EKIMHU, MO-CIEeLUAIHO KaTo Pe3ysraT
0T OMOJIOTMYHO B3aMMOJEHUCTBUE W IMPOMEHJIMBOCT, YBEJOMsBAa He3a0aBHO HOTHU(DUIIMPAHUS
Opral, B ciy4ail 4e MOJOOHO H3MEHEHHE MOXKE€ Ja MOBIMsAe Ha (YHKIMOHMPAHETO Ha
CBOTBETHOTO U3/IENIHE.

5. Hanzop:

5.1. Haa3opbT uMa 3a Led Ja OCUTYPH TOYHOTO M3MBIHEHHE HA 3aJb/DKEHUATA HA
IPOM3BOIUTENS, IPOU3TUYALIM OT 0100peHaTa CUCTEMA MO0 Ka4yeCTBOTO.

5.2. TlpousBoAuTeNsAT BbB3/Iara Ha HOTU(UIMPAHHUS OpraH Ja IPOBEIEC BCHUYKH
HEOOXOIMMHU NPOBEPKHU U My IIPEJOCTaBsl BCHUKU HEOOXOIUMH JaHHU U M0-CIIELUAITHO:

a) TOKyMEHTalLUsATa Ha CUCTEMAaTa 110 Ka4yeCTBOTO;

0) IaHHM OT CHUCTEMara IO KayeCTBOTO B 4YACTTa NMPOEKTHUPAHE, KOUTO BKIIIOYBAT
AQHAJIN3H, U3UUCIIEHNS, U3IIUTBAHUS U JIP.;

B) JJaHHM OT CHCTeMaTa II0 KayeCTBOTO B 4acTTa MPOU3BOJICTBO, KOUTO BKJIIOYBAT
JOKJIQJM OT KOHTPOJIA, JaHHU OT M3MMTBAHETO, CTaHIapTHU3UpaHe/KanuOpupaHe, JOKIaIu 3a
KBaJIM(UKALKATA HA CBOTBETHUS IIEPCOHAN U JIp.

5.3. HotuduuupanusT opraH H3BBpIIBA MEPUOJUYHU OJIUTH, 32 Jla CE yBEpH, 4e
IPOM3BOJUTENAT MPABHJIHO MOJABPKA M IIpUjIara cucremara o KadectBoTo. JlokimaabsT OT
OJIUTA C€ MpeAaBa Ha MPOU3BOJUTENS.

5.4. HotudumupanusT opraH OCBEH NEPUOIUYHUTE OJUTH MOXKE Ja HM3BBPIIBA M
BHE3aIlHM TPOBEPKM HA MACTO, 3a Ja MPOBEPHU JAIM CHUCTEMara IO KadyeCTBOTO PabOTH
npaBwiHO. HoTugunupanusaT opran npeaocTasst Ha MPOU3BOAUTENS JA0KIaLa OT MIPOBEPKaTa,
a aKo € U3BBPIICHO U3IUTBAHE - IPOTOKOJI OT U3NIUTBAHETO.

6. IIpoBepka Ha MPOU3BEICHUTE MPOAYKTH OT CHUCHK A Ha npuioxenue Ne 1:

6.1. IlpousBonutensaT Ha u3nenaus OT coMCbK A Ha npuioxenue Ne 1 wm3nmpama
HEe3a0aBHO 3aKJIIOUYEHUSATa OT NPOBEPKUTE U U3MUTBAHUATA, CHOTBETHUTE JOKJIAIM 3a
M3BBPIICHUTE U3NIUTBAHUS Ha MPOU3BEXKIAHUTE M3IEINS WM Ha BCSKA MapTHIA MU3JEIHs Ha



HOoTUUIMpaHus opraH. [Ipon3BOAUTENAT MOATOTBS 00pa3IH OT MPOU3BEACHUTE H3ICITHS HITH
HapTUAM Ha M3ACIUATa, KOWUTO TPEACTaBd Ha HOTUQUIMPAHHMS OpraH ChIJIACHO
IIPEIBAPUTEIIHO ChIIIACYBAHUTE yCIOBUS.

6.2. IlpomsBogurensT MoOKe Ja IIyCHE U3JENMsATa Ha Ia3apa, OCBEH aKo
HOTU(UIMPAHUAT OpPraH T'O yBEJIOMH B PAMKHTE Ha ChIJIACYBaH MOMEXAY WM IEPHOI OT
BpeMe, HO He Mo-KbCHO OoT 30 THM cie] mojyyaBaHe Ha oOpasluTe, 3a IPYyro pelIeHHE,
BKJIIOYHUTEIIHO YCJIOBHE 33 BAJIMIHOCT Ha CEPTU(PHUKATUTE.

[Ipunoxenue Ne 4 kbM un. 57, 1. 2, un. 58, 1. 2 v un. 63
[Ipouenypa 3a ouensBane Ha cboTBeTcTBUETO "EO M3cnensane Ha tuna"

1. "EO wu3cnensaHe Ha Tuma" e mpolenypa, 4pe3 KOSATO HOTU(UIMpPAH OpraH ce
yBepsiBa M CepTUPHIMPA, Y€ TPEACTABUTECITHHUAT OOpa3ell Ha MPOM3BEKIAHATA MPOILYKIUS
OTroBaps Ha MPUJIIOKUMUTE U3UCKBAHUS HA Hapeabara.

2. IIpou3BOAUTENAT WIIM HETOBUSAT YIIBTHOMOILEH TPEACTAaBUTEN TOJaBa 10 u30paH
OT Hero HoTu(UIIMpaH OpraH MUCMEHO 3asBIEHUE, KOETO ChIbpXKA:

a) HaUMEHOBAHMETO W aJpeca Ha NMPOU3BOAUTENS WIM Ha HETOBUS YI'BJIHOMOIIEH
MpEeJICTaBUTEIL;

0) JOKyMeHTamusTa Mo T. 3, HeoOXoauma 3a OICHSABaHE CHOTBETCTBUETO Ha
MpeACTaBUTENICH o0pa3ell OT MpOoW3BEXAaHaTa MPOAYKIWsA, HApu4aH MO-HaTaThK "TUM", C
W3MCKBAaHUATA Ha Hapendara; 3aeJHO ChC 3aABJICHUETO MPOU3BOAUTENSAT WA HETOBUST
YIO'BJIHOMOUIEH MPeICTaBUTEN MPENOCTaBsl Ha HOTU(ULIMPaHUs OpraH 1Mo T. 1 TUMa WM ako €
HE00XO0IMMO - IpyTu 00pa3ly OT ChbOTBETHATA MPOIYKIIHS;

B) MHUCMEHa JeKjapanusi, 4e He € IMOJaJeHO 3asBICHHE 3a OIICHSIBaHE Ha
CBHOTBETCTBUETO JI0 IPYT HOTU(HUIIUPAH OpraH.

3. JlokymeHTanusaTa Tps6Ba /a JaBa BH3MOXKHOCT J]a C€ OLIEHH ChOTBETCTBHETO Ha
U3JICTUETO ChC CHIIECTBEHUTE WM3UCKBAHUS Ha HapeadaTa IO OTHOLICHHE MPOEKTUPAHETO,
MIPOU3BOJICTBOTO U (PYHKIIMOHUPAHETO HA U3JEIHUETO U J]a ChbpXKa:

a) 001110 OMMCaHUe HA TUTIA, BKIFOYUTEITHO BCEKH IIJIAHUPAH BAPHAHT;

0) moxyMmeHTanus 1o npwioxenue Ne 2, 1. 3, 6yksu "B" - "H";

B) B CJIy4ail Ha U3JENUS 32 CaMOTECTyBaHe - HHpOpMaLusaTa o npusioxenue Ne 2, T.
6.1.

4. HotugunupaHusT opras:

4.1. U3cnensa v oneHsABa JAOKyMEHTAlMATa MO T. 3, MOTBBPKAABa JAJIM TUIBT €
IIPOM3BENEH B CBOTBETCTBUE C Ta3u [JOKYMEHTAallUs, PETHCTpUpa H3AENuUATa, KOUTO ca
MPOEKTHPaHHU B ChOTBETCTBUE C MPHUJIOKUMHUTE U3UCKBAHUS HA CTAHAAPTUTE IO WI. 6, KAKTO U
TE3U, KOUTO Ca IMPOEKTUpaHu, Oe3 Ja ca NPHIOKEHH CHOTBETHUTE M3HCKBAaHMUSA Ha TE3U
CTaHJapTH.

4.2. W3BppmiBa WM BB3JIAara M3BLPIIBAHETO HA TMOAXOJSAIIN W3CICABAHUS U
HEOOXOJUMH H3MHUTBAHMS, 32 J1a YCTAHOBH Jalld MPUETUTE OT MPOU3BOAUTENS PEIICHUS
OCUTYpSIBAT CHOTBETCTBHETO CHC CHIIECTBEHHUTE M3UCKBAHHUS MO Hapenbara, Koraro He ca
NPUJIOKEHU CTaHAapTUTE MO 4i. 6. AKO M3JENUeTO € IMpeJHa3HaueHOo Jla ce KOMOMHHUpaA C
JpyTo U3zenue/s, TpsOBa 1a ce MpeJCTaBH JI0Ka3aTeJICTBO, Y€ MPUTEKaBa XapaKTEPUCTHKUTE,
OmpefeNieHd OT NPOU3BOJUTENS, U OTroBaps Ha MPWIOKHMHUTE 32 HEro ChUIECTBEHH



W3HCKBaHMSL.

4.3. HszpppmiBa wnnaM Bb3jIara M3BBPIIBAHETO HA MOAXOIALIM W3CIEABAHUA U
HEOOXOJUMH HW3MMTBAHMS, 3a Jla YCTAaHOBM Jalyd CTaHAapTUTE MO wWi. 6, KOUTO
HPOM3BOJUTENAT € U30pajl ja NPUI0XKH, ca ChOTBETHUTE 3a U3JCIIUETO U JalH JAEHCTBUTEIHO
ca MPUIIOKEHH.

4.4. CpriacyBa ¢ IpOU3BOJUTENS MACTOTO, KBAETO 1€ CE U3BBPILIBAT HEOOXOJUMUTE
U3CJIeIBaHMS U U3IIUTBAHUS.

5. Koraro TumbT OTroBapsi Ha U3UCKBaHMATA HAa HapealdaTa, HOTU(PULUPAHUAT OpraH
no 1. | m3maBa Ha 3asButrens ceptudurar 3a EO m3cnenBane Ha Ttuma. CepTHQHUKATHT
ChIBPKAa UMETO M aapeca Ha NPOU3BOAUTENS, 3aKIIOYCHUATA OT MU3CJIEABAHETO U JIaHHUTE,
HeoOXonuMHu 3a wuueHTH(uuupane Ha omoOpeHuss tun. KeMm cepruukara ce mpmiarat
CbOTBETHUTE 4YacTH Ha JoKyMeHTauusta. Komme oT ceprudukata ce cbxpaHsBa OT
HOTU(UIMPAHHS OPTaH MO T. 1.

6. IIpou3BoauTENAT, aKO € NOTYYHI HH(OpMAIHs 3a U3MEHEHHs Ha O0JIECTOTBOPHUTE
MUKpPOOPraHM3MHU U MapKepH 3a TeCTyBaHE Ha MH(QEKLHNH, MO-CIELHUATHO KaTo pe3yaTaT OT
OMOJIOTMYHO pa3BUTHE M U3MEHUYMBOCT, YBEJAOMSIBA He3a0aBHO HOTH(ULIMpPAaHUsS OpraH 1o T. 1,
B CIIy4al 4e 1MoJ00HO M3MEHEHHE MOXKE Jia MOBIHUsSe Ha (PYyHKIMOHHPAHETO HA CHOTBETHOTO
U3JIENNE.

W3menennsTa Ha OAOOPEHOTO U3JENUE TMOAJEKAT HAa HOBO OJOOpEHHE OT
HOTHUIIMPpaHUs OpraH mo T. 1, koito e m3man ceprudukara 3a EO uscinenBane Ha THMa,
KOIraTo U3MEHEHMSITa MOTaT J1a TOBJIUAAT HA ChOTBETCTBUETO ChC CHIIECTBEHUTE N3UCKBAHMS
WIA Ha NPEIABUICHUTE YCIOBHS Ha ynorpeda Ha H3IENHeTO. 3asBUTENAT YyBEAOMsBa
HOTU(UIMPaHHs opraH 1o T. 1, KolTo e u3xan ceprudukara 3a EO uscnensane Ha Tuma, 3a
BCSIKO TAKOBAa U3MEHEHHE, HAIlPaBeHO Ha of00peHoTo uznenue. [locnensamoro onodpenue ce
u3/aBa oA Gopmara Ha JONbIHEHHUE KbM IIbpBOHAaYaHUs cepTudukar 3a EO uscnenpane Ha
THUIA.

7. Apyru HOTU(UIIMPAHU OpraHU MOTaT Ja MoJydar Komue ot ceprudukarure 3a EO
U3CIIeBaHE Ha THUINA W/WIM JONBJIHEHUATAa KbM TiX. [IpunoxeHusta KkbM cepTu(UKaTUTE Ce
IPEJOCTaBsAT, KOraTO € HalmpaBeHa MOTHBHMpaHa 3asBKa W CIEJ] KaTO MPOU3BOIUTENAT Oble
YBEIOMEH.

nn

[punoxenne Ne 5 kpMm . 58, 1. 2, OykBa "a
[Ipouenypa 3a oueHsBane Ha cboTBeTcTBUETO "EO mpoBepka Ha npoaykra'

1. "EO mpoBepka Ha nponykra" € MIpoLeaypa, 4pe3 KOSATO IMPOU3BOIUTENAT WIH
HETOBMST YIBJIHOMOLIEH IPEICTABUTEN OCUTYpsiBa M JEKJIapupa, 4e HU3AEIUETO, KOETO €
00EKT Ha W3UCKBaHUATa Ha T. 4, CHOTBETCTBA Ha TUNA, ONMHCaH B cepTudukara 3a EO
U3CIIeBaHE Ha TUIIA, U Ha MPWJIOKUMUTE 32 HETO U3MCKBAaHUS HA HapeaOaTa.

2. TIpou3BOAMUTENAT TpEANprUeMa BCHUKA HEOOXOJUMH MEpKH, 3a Ja OCUTYpU upe3
IPOM3BOJICTBEHHS NPOLIEC CHOTBETCTBUETO HA NMPOM3BEXKJIAHUTE M3AEIHS C THUIA, ONKMCAH B
ceprudpukara 3a EO wu3cienBaHe Ha TUMA, M C NPWIOKUMHUTE 332 HErO HM3UCKBAHHUS Ha
HapeznOata. [Ipenu na 3ano4He NPOU3BOACTBOTO, IPOU3BOJUTENAT MOATOTBSA JOKYMEHTALUATA
3a IPOU3BOJCTBEHUS IPOILEC, IO-CIIEHUATHO IO OTHOIIEHWE Ha CTEepWIM3aluATa, Ha
U3XOJHUTE MaTepHajH, KbAETO € HEOOX0AUMO, U ONpEessHE Ha HEOOXOIUMUTE MPOLEeTypr



3a M3MUTBAHE B CHOTBETCTBHE C HOBUTE TEXHOJOTWMHU. TpsibBa ga ce MpPUIOXKAT BCHYKH
PYTHHHU TPOILEIypU, TapaHTUpAIld XOMOTEHHOCT Ha MPOAYKIUATa, CHOTBETCTBHE Ha
W3JIeNusATa ¢ THMa, onucaH B ceprudukara 3a EO u3cienBane Ha Tuma, U ¢ MPUIOKUMUTE 32
HEro M3MCKBAaHMs Ha Hapendara.

Korato kpaifHOTO W3MUTBaHE CHIIacHO T. 6.3 HE € MOAXOMAAIIO, MPOU3BOIUTEISAT
ompezens METOOU 3a W3MHUTBaHE, HAOMIOJEHHE W YIpaBJICHHWE Ha Ipolieca, KOUTO aa Obaatr
ono0peHn oT HoTU(UIMpaHUs opraH. Ham3opbT Ha mnpuiaraHute OHOOpPEHH MPOIEIypH
TpsiOBa J1a ce U3BBPIIBA CHIIIACHO U3UCKBAHUATA Ha mpuioxeHue Ne 3, T. 5.

3. [Ipou3BoauTENAT € JIBXKEH Ja BbBEIE W MOJIAbpKa CUCTEMaTUYHA MPOIEaypa 3a
IpociesiBaHe Ha W3JeHsITa, IIyCHATH HA TMa3apa, U Ja HpeArnprueMa MOAXOASIIN MEPKH 3a
npujlaraHe Ha HeoOXOAMMH KOPUTHUpAIX AEHCTBUSI ChITIacHO NpuiioxeHue Ne 2, 1. 5.

4. Horudunupanuar opraH TpsAOBa Ja H3BBHPIIM MOIXOISAIINTE H3CICABAHUS U
W3MHUTBAHUs, 32 J1a TIOTBBPJU CHOTBETCTBUETO HAa W3JIEIMETO C M3WCKBAHUATA Ha Hapeadara
WIM Ype3 U3CJeIBaHe U U3MHUTBAHE HA BCSIKO M3JIEHE CBhITACHO T. 5, WM Upe3 M3CJeIBaHE U
W3MHUTBAHE HAa CTATHUCTHUYECKH MPHUHIMUII ChIIACHO T. 6 B 3aBUCHMOCT OT PEIICHHETO Ha
npousBoguTens. Koraro ce u3BbpIIBA MpOBEpKa Ha CTAaTUCTHYECKa OCHOBAa MO T. O,
HOTH(DHUIIMPAHUAT OpraH CJel KOHCYNITalUs C TPOU3BOIMUTENs H30HMpa IMpoleaypata 3a
MpoBepKa mapTua 1Mo napTuaa Uiu MpoBepKa Ha OT/IeTHA MapTH/Ia.

Korarto npoBex/1aHeTo Ha U3CieIBaHUATA U U3MUTBAHUATA HA CTATUCTUYECKA OCHOBA
HE € MOJXOJAII0, M3CIEABAaHUATA U M3MUTBAHUATA MOXE Jla Ce W3BbPIIBAT HA MPOM3BOJIHA
OCHOBA, MPH yCIIOBUE Ye MOoJI00HA Mpoleaypa B ChUueTaHUE ¢ MEpKuUTe mo T. 2.1 rapantupa
€KBHBAJICHTHO PaBHUIIIE HA ChOTBETCTBUE.

5. [IpoBepka upe3 u3ciaeABaHe U U3NMUTBAHE HA BCAKO U3JIETINE

5.1. Bcsako wu3zenme ce u3cleaBa MOOTIACITHO, KaTO MOAXOMSINNTE H3IMUTBAHMUS,
OTpe/IecieHH B CTAaHAAPTUTE MO 4i. 6, WIM EKBUBAJICHTHUTE WM3MHUTBaHHS TpsSOBa 1a ce
U3BBPIIBAT, 32 J1a CE MPOBEPU CHOTBETCTBHETO HA U3JENUATA C TUIA, ONHUCAaH B cepTu(dUKara
3a EO u3cnenBane Ha THUMA, U C MPUIOKUMUTE 32 TAX H3UCKBAHUS HA Hapeaoara.

5.2. HotuduimupaHusT opraH HaHACsid WM HM3UCKBA Ja CE HAHECE HETOBHST
UACHTU(HUKAIIMIOHEH HOMEp Ha BCSKO OTIEIHO U3JENHE U ChCTaBsS MUCMEH cepTU(UKAT 3a
CHOTBETCTBUE IO OTHOIIEHHE HA U3BHPILIEHUTE U3MUTBAHUSI.

6. [IpoBepka Ha CTaTUCTUYECKA OCHOBA

6.1. TlpomsBomuTensT TpeaAcCTaBs NPOU3BEACHUTE Wu3Aenus mona ¢dopmara Ha
€HOPOAHU MapTU/IH.

6.2. Ot BcsKa mapTHUia Ce B3eMaT €UH WK TTOBeYe 00pa3Iy 1Mo MPOU3BOJICH HAUMH.
W3nenusta, cheraBsimuy oOpasera, ce HU3CIeABAT MOOTICIHO U CE W3BBPIIBAT IMOIXOISIITN
U3NWTBAHUSA, OMNpPEAENICEHH B CHOTBETHUTE CTaHAAPTUTE MO Wi. 6, WIM Cc€ U3BBPILIBAT
PaBHOCTONHU M3MUTBAHUS 32 MPOBEPKA Ha CHOTBETCTBUETO HA M3JCNIMSTA C TUIIA, OMKCAH B
ceptudukara 3a EO u3cnenBane Ha THma, 3a J1a ce ONpeeiy Aajy MapTHaaTa e ce npueme,
WJIM 11I€ C€ OTXBbPIIU.

6.3. CTaTUCTUYECKUAT KOHTPOJ MO OMpENeJICHHU W/WIA TPOMEHJIWBHU TpPHU3HAIA HA
U3JIeNHUATa TpUiara CUCTEMa 3a B3€MaHE HAa W3BAJKH C PAaOOTHH XapaKTePUCTHKH, KOUTO
OCUTYpSIBAT BHCOKO HHMBO Ha O€30MacHOCT U (YHKIHOHHpPAHE CIOpe] ChBPEMEHHOTO
CBhCTOSIHUE Ha TEXHOJOTHUSATA.

6.4. Koraro maptunara ce mpuema, HOTUGUIIMPAHUAT OpraH HaHACS WJIM M3UCKBA J1a
Ce HaHECe HETOBUAT UACHTU(DHUKAIIMOHEH HOMEpP BBPXY BCSKO H3JIETHE M CHhCTaBsS MHCMEH
cepTuduKaTt 3a CbOTBETCTBUE, OTHACSAI] CE 10 U3BbPIICHUTE W3NUTBAHUA. Beuuku uzaenus ot
napTujaTa MoraT Jia ce IyCHAT Ha Ma3apa ¢ M3KIIOUYEHHE Ha Te3U OT M3BaJKaTra, 3a KOUTO €



YCTaHOBEHO, Y€ Ca HECHOTBETCTBALLH.
Koraro maprtumata ce OTXBBpiis, HOTUDUIIUPAHUAT OpPraH TpsSOBa Ja Mpearnpueme
MEpKH, C KOUTO Jla MPEAOTBpPaTH MyCKAHETO ¥ Ha ma3apa. B ciydail Ha 4ecTo OTXBBPJISIHE Ha
napTUIU HOTUGUIIUPAHUAT OpraH MOXKe J1a MPEeKpaTH MPOBEpKaTa Ha CTATUCTUYECKA OCHOBA.
B npomeca Ha  NpOM3BOACTBOTO  NPOM3BOAMTENAT  MOXKE Ja  HaHece
UACHTU(DUKAIIMOHHUS HOMEP Ha HOTU(UIMPAHUS OpraH, MPH YCIOBHE Y€ HMa HErOBOTO
CBIJIACHE U TOM € MO OTTOBOPHOCTTA 3a TOBA.

[Tpunoxenne Ne 6 kpM ui. 58, T. 2, Oyksa "6"

[lponienypa 3a oneHsBaHe Ha cbhoTBeTcTBHETO "OcHrypsiBaHe KayecTBOTO Ha
IIPOU3BOJCTBOTO"

1. "OcurypsiBaHe KaueCTBOTO Ha MPOMU3BOACTBOTO" € TpoIeaypa, 4pe3 KOSTO
MIPOU3BOUTEIAT, KOUTO U3IIBJIHSIBA 33IBIDKEHUSTA CH 110 T. 2, OCUTYpsIBa CbOTBETCTBUETO HA
U3JISHASTA C TUTIA, ONTUCaH B cepTu(dUKaTa 3a U3CICABAHE HA THIIA, U C MPUWIOKUMHUTE 32 TIX
W3HCKBaHMS HA Hapen0aTa U U3TOTBs IEKJIapalus 3a ChOTBETCTBHUE.

2. TlpowsBoauTensaT TpsOBa Ja OCHTYpPH TPHIATaHETO Ha ogo0peHara cucreMa IIo
KayeCTBOTO Ha IMPOU3BOJICTBOTO, J1a U3BBPIIM KpaHUS KOHTPOJI HA U3/ENIUATA CHIJIACHO T. 3 U
Jla OCBIIECTBSIBA HAJ[30P CHIIIACHO T. 4.

[TpousBoguTensaT TpsiOBa JAa HaHece BbpXY Besko miaenue CE mapkupoBkara u aa
CHhCTaBH MMHUCMEHA JICKJIapaIysi 3a CbOTBETCTBHE.

3. Cucrtema o Ka4ecTBOTO

3.1. IIpousBoguTeNAT MojaBa 10 HOTHU(HUIMPAH OpraH 3asBJICHHUE 3a OLICHSBAaHE Ha
HEroBaTta CHCTEMa II0 KadyeCTBOTO, KOETO ChAbpKAa TEXHHUYECKaTa JOKyMEHTalus Ha
ooObpeHuTe TUTIOBE U Komue oT ceprudukarure 3a EO u3cnenBane Ha THma.

3.2. Ilpwraranero Ha cHCTeMara II0 Ka4eCTBOTO TpsAOBa Jla OCHUTYpsiBa
CHOTBETCTBUETO Ha U3JIENIUATA C THIIA, OMKCcaH B cepTudukara 3a EO u3cnenBane Ha THIIA.

Beuuky eneMeHTH, U3UCKBAHUS W MPEINUCAHUS, IPUETH OT MPOU3BOAUTENS, TPsiOBa
Jla ca CUCTEeMAaTH3UPaHU U MOApPEeHH 1o (popmara Ha TOKyMEHTHPAHU MPABHIIA, IPOLEAYPH
U MHCTPYKIMH. [lokyMeHTalnusATa Ha cucTeMaTa 1o Ka4ecTBOTO TpsOBa /1a JaBa Bb3MOXKHOCT
3a €QHO3HAYHO TBHIKYBAaHE HAa MPOTPAMHTE, IUTAHOBETE, HAPHUHHUIIUTE K 3aMHCHTE II0
KayeCTBOTO U JIa ChIbpPrKa OMMCAHUE HA:

a) IeJIMTE Ha Ka4yeCTBOTO;

0) opranm3anusATa Ha paboTa U MO-CIEIHAITHO:

aa) OpPraHMU3AIMOHHUTE CTPYKTYpHU, OTTOBOPHOCTUTE HA PBHKOBOJICTBOTO M HETOBUTE
IIPABOMOIIHS OTHOCHO Kaue€CTBOTO IIPU MPOEKTUPAHE U MTPOU3BOJCTBO HA U3JIEIIHSITA;

60) mertoauTe 3a mpociensBaHe e(UKACHOTO (YHKIMOHHMpPAHE HAa CHUCTEMara IIo
KayecTBOTO C IeJ1 MOCTUraHe Ha JKEJaHOTO KauecTBO IMPHU MPOECKTHPAHETO Ha W3JAETUsTa,
BKIIFOUMTEITHO KOHTPOJI Ha MPOyKTUTE, KOUTO HE ChOTBETCTBAT HA M3UCKBAHUSATA;

B) HAUMHUTE 32 KOHTPOJI U OCUTYpPSIBaHE Ha KaU€CTBOTO IO BpeMe Ha MPOU3BOACTBOTO
Y TIO-CIIEIHAITHO:

aa) MPOILIECUTE U ChOTBETHUTE MPOLEAYPH 110 OTHOIIEHUE Ha CTEPUIIN3ALIUATA;

00) mporeaypuTe Mo OTHOILIIEHUE HAa CHAOIIBAHETO;

BB) MpOLEIypUTE 3a UACHTU(DUKALMS HA U3JEIHETO, KOUTO CE€ M3TOTBAT U U3MEHST



Yype3 4YepTekKH, CHeHUPUKANA WIH ChOTBETHA JOKYMEHTAllMsi Ha BCEKH eTal Ha
IIPOU3BOJCTBO;

T') U3CJIEIBAHUATA U U3MUTBAHUATA, KOUTO I1I€ CE€ U3BBPIIBAT MPEIH, 10 BPEME U CIIE]
IIPOM3BOJCTBOTO, C IIOCOYBAHE HA TAXHATa MEPUOJMYHOCT M M3IOJI3BAHATA W3IUTBATEIIHA
amaparypa.

3.3. HotudunupanusT opras oleHsBa cUCTEMara Mo KauecTBO, 3a /1a YCTAaHOBH JajH
TS CHOTBETCTBA Ha M3UCKBaHMsATAa Ha T. 3.2. Ilpuema ce, ye eleMeHTUTE Ha CHUCTEMAaTa IO
KaueCTBOTO, 3a KOWTO ca MPWIOKEHU M3UCKBAHUATA HAa CHOTBETHUTE XapMOHU3HUPaHU
CTaH/apTH, CbOTBETCTBAT HA U3UCKBAHUATA HA T. 3.2.

ExunbT oguropu TpsOBa Aa BKIIOYBA IMOHE €IHO JIMIIE C OMMT B OLCHSABaHE Ha
cbOoTBeTHaTa TexHojorus. Ilpoumenypara 3a oOLEHsABaHE BKIIOYBA IIpOBEpKa Ha
IPOM3BOJICTBEHUTE NPOLIECH B MPOM3BOJCTBEHHUTE MOMEIIEHUS M IMPH HEOOXOAMMOCT - B
MIOMEIICHUATA Ha JIOCTABYMIIMTE HA TTPOU3BOIUTEIIS M/MITH HETOBUTE TOANU3ITBIHNATEIH.

PenienuneTo, KOETO chABpKA 3aKIIOYCHHUATA OT U3CIIEIBAHETO U 0OOCHOBaHA OLIEHKA,
ce choOIIaBa Ha MTPOU3BOIUTEIS.

3.4. IlpousBogutensat uHdopmupa HOTUGUIUpPaHUA oOpraH mo T. 3.3, omoOpui
CUCTEMaTa 0 KaueCTBOTO, 32 BCAKO IUIAHUPAHO U3MEHEHUE.

Hotudumupanusar opran mo 1. 3.3 oleHsABa MpPEUIOKEHUTE MPOMEHH U ChOOIIaBa
MMCMEHO Ha IPOU3BOJUTENS PELIEHUETO CU, KOETO ChABPKA 3aKIIOYEHUITA OT U3CIIEIBAHETO
1 000CHOBKA B Cllydaii HA HEOOXOMMOCT OT HOBA OLICHKA Ha CHCTEMAaTa M0 KayeCTBO.

4. Hamzop

HansopbT MMa 3a men 1a OCUTYypHM TOYHOTO H3IBJIHEHUE HA 3aJbJDKCHUATA IO
npuiokeHue Ne 3, 1. 5.

5. IlpoBepka Ha MPOU3BEICHUTE U3IeIus Mo npuiioxkeHue Ne 1, ciucbk A

5.1. 3a um3penuara no npuioxeHue Ne 1, coucbk A NPOU3BOAMUTENAT H3Mpalla
He3a0aBHO Ha HOTUGUIMPAHMs OpraH 3aKJIIOYEHHATAa OT INPOBEPKUTE U HW3IUTBAHMATA,
CBHOTBETHUTE OTYETH 3a IPOBEIACHUTE U3MUTBAHMSI Ha IPOU3BEKAAHUTE U3JIEIHSI WM Ha BCSAKA
naptuna uzgenus. OCBeH TOBa NPOU3BOAMTENAT IOCTaBi 00pasly OT IPOU3BEXKIAHUTE
U3ZIeNTUs WIM TapTHAW W3JeNHsS Ha PasloJIOKEHHE Ha HOTU(UIMPAHHS OpraH ChITIACHO
IIPEIBAPUTEIIHO CHIIACYBAHUTE yCIIOBUS.

5.2. IlpousBomuTensaT MoOXe Ja IyCHE WU3JEIMATa Ha I[a3apa caMmMo akKo
HOTUGUIMPAHUAT OPTraH B paMKHUTE Ha ChIJIACYBaH MEPUOJ OT BpPEME, HO HE MO-KbCHO OT 30
JTHU CleJ ToflyyaBaHe Ha oOpas3luTe, YBEAOMH IPOU3BOAUTENS 3a JPYyro pelieHHe,
BKJIIOYMTEIIHO YCJIOBHE 33 BAJIMTHOCT HA U3aJICHUTE CEPTUPHUKATH.



