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To3m KOKYMEHT e cpecTBO 32 I0KYMEHTHpPaHe W He 00BbP3Ba MHCTUTYUHHTE

»B JAUPEKTHUBA 98/79/EO HA EBPOIIEVICKUS TIAPJIAMEHT U HA CHBETA
ot 27 oxromBpu 1998 roamna

OTHOCHO JHATHOCTHYHHUTC MCAUINHUHCKH HU3JACTUA in vitro

(OB L 331, 7.12.1998 r., c1p. 1)

M3menena cne:

OdunuaneH BECTHHK

Ne  crpanmma Jara
> M1 Permament (EO) Ne 1882/2003 na EBpomeiickus mapiaamenT u Ha L 284 1 31.10.2003 r.
CsBera ot 29 centemspu 2003 roauxa
»M2  Pernament (EO) Ne 596/2009 na EBponeiickus napnament u Ha CpBeta L 188 14 18.7.2009 r.

ot 18 ronu 2009 roxuna
> M3 Jupextusa 2011/100/EC na Komucusita or 20 gekemBpu 2011 roguna L 341 50 22.12.2011 r.
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JIUPEKTUBA 98/79/EQO HA EBPOIIEMCKHS IMAPJIAMEHT U
HA CBBETA

ot 27 oxtomBpu 1998 roamna

OTHOCHO JUATHOCTHYHUTEC MCIUIMUHCKH HU3ICIUA in vitro

EBPOINEUCKUAT TIAPJAMEHT W CBBETHT HA EBPOIEHMCKHUSA
CBIO3,

karo B3exa mnpensua Jloropopa 3a ch3naBaHe Ha EBpormeiickara
00IHOCT, U Tmo-crnernuanao ied 100a or Hero,

KaTo B3exa mpeiBui npemioxernero Ha Komucusra (1),

Karo B3eXa IPEABHJ CTAaHOBUIIETO Ha VIKOHOMHYECKHS U COLMAJICH
komurer (%),

B CBOTBETCTBHE C Ipolexypara, npeaBuaeHa B uieH 1896 or
Horosopa (),

(1)  KaTo MMaT HpeIBUJ, Ye CliefBa Ja ObAAT MPUETH MEPKH 32 OCHUTY-
psiBaHE Ha MIaJKOTO (HYHKIMOHUpPAHE Ha BHTPEIIHUS Iaszap; KaTo
uMaT MpPEABHJ, Y€ BBTPELIHUAT Ia3ap MpeJCTaBisABa IPOCT-
paHcTBO ©0€3 BBTPEUIHM TIpaHULHM, KBIETO C€ TrapaHTHpa
CBOOOIHOTO JBIKECHHE HA CTOKH, JIMLA, YCIYTH U KaluTal,

2) KaTo WMaT TpEeABUA, Y€ ChIbPKAHHETO W OOXBaThT Ha
JEHCTBAILNTE B JbPKABUTC-WICHKH 3aKOHOBH, IMOA3aKOHOBH W
aAMHHUCTPATHUBHU  pa3lopendu  OTHOCHO  0€30MacHOCTTA,
OMA3BAaHETO HA 3/IPABETO, KAKTO M €KCIIOATAallMOHHUTE KAa4eCTBa,
XapaKTepUCTUKUTE U MPOLELypUTe MO pas3pellaBaHe 3a yHoTpeba
Ha JUAarHOCTUYHUTE MEOULMHCKHM W3IENHNA in Vifro ca pa3iIndHU;
KaTO UMaT NpPEeABU, Y€ CHUIECTBYBAHETO Ha IOAOOHM pa3iIuuus
cb3laBa Oapuepu Npen THProBUsATa, W KAaTO MMAT NPEABUI, ue
HEOOXOMMOCTTa 32 yCTAHOBSBaHE Ha XapMOHHM3HPAHH MpaBHia €
Ouia MOTBBPAEHA OT CPABHUTEITHOTO MPOYYBaHE HA HALIMOHAIHHUTE
3aKOHOZIATEJICTBA, IPOBEAEHO OT uMeTo Ha Komucwusra;

(3) Karo WMaT MpeABHA, Y€ XapMOHH3WPAaHETO Ha HAIMOHAITHOTO
3aKOHOJATEJICTBO € EIUHCTBEHOTO CPEJACTBO 3a IpEeMaxBaHE Ha
noo0Hu Oapuepu mpen cBOOOJHATA THPrOBUS U 3a TPEAOTB-
parsiBaHe BH3HMKBAHETO HAa HOBH OapuepH; KaTO UMAT MpPEABUI,
4e Ta3y IeJ He MOXKE 1a ce ITOCTHIHE 110 3a{0BOJIMTENICH HAUHH C
IPYTH CpPEICTBa OT OTHEIHUTE IbPIKABH-WICHKH, KaTO HMar
IpEIBUI, Y€ HACTOSAIIATA JUPEKTHBA OMpPEACIs CaMO TaKHBa
W3UCKBaHHS, KOUTO ca HEOOXOOMMH M IOCTaThYHH, 32 Ja
rapaHTupar, 0pud Hai-100pu  yciaoBus 3a  0OE30MacCHOCT,
CBOOOIHO IBIDKCHHE HA IHATHOCTHYHUTE MEIULIUHCKU W3AEIUS
in vitro, 3a KOUTO Ts C€ IIpUJIara.

“4) KaTO UMaT IpeJBUJl, Y€ XapMOHU3UPAHUTE pa3nopendu TpsadBa 1a
C€ pasanyaBaT OT MEPKUTE, NPHUETH OT IbpXKABUTE-UICHKH 3a
PBKOBOZIEHE Ha cXeMHuTe 3a (UHAaHCUpaHe Ha OOIIECTBEHOTO
3[[paBe U OCHTYpSIBAHETO NpU OOJECT, OTHACSIIN C€ NPAKO HITH
HENpSAKO KbM MOJNOOHM W3Jenus; Karo HWMaT NpeIBHA, dUe
CJIEIOBATENIHO, XapPMOHHU3UPAHUTE PA3NOpeA0H HE BIMAAT BBPXY
CIIOCOOHOCTTa HAa JBPXKABUTC-WICHKHM Ja TPUIOXKAT ITOJOOHH
MEpKHY, IpU YCIOBUE ue Te ca CbOOpa3ceHU C IPaBOTO Ha
OOmIHOCTTA;

(") OB C 172, 7.7.1995 r., c1p. 21 u

OB C 87, 18.3.1997 r., c1p. 9.

(®» OB C 18, 22.1.1996 r., ctp. 12.

(®) Cranosumie nHa Espomeiickust mapiaamedt ot 12 mapr 1996 r. (OB C 96,
1.4.1996 r., ctp. 31), O6uia no3unus Ha CwBera ot 23 mapt 1998 r. (OB
C 178, 10.6.1998 r., ctp. 7) n Pemenue Ha EBpomelickusi mapiamMeHT OT
18 toHm 1998 r. (OB C 210, 6.7.1998 r1.). Pemenne nHa CbBeTa OT
5 oxtomBpu 1998 1.
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KaTo uMat npeaBu, 4€ JUarHOCTUIHUTE MCIUIIUMHCKH U3ACIIUA in
vitro ciensa aa IpeaoCTaBAT Ha IAMUCHTHUTE, HOTpe6I/ITeJII/ITe u
Ha TPECTHU CTPaHU BUCOKO PABHHUIIC Ha Olla3BaHC Ha 3JApaBCTO U Aa
nmogabpKaT HHUBOTO Ha CKCII10aTranus, YCTaHOBEHO
IbPpBOHAYATIHO OT TMPOU3BOAUTEIISL; KaTO HMMAT IIpECABUM, 4YC€
CJIEAOBATCIIHO MOAABPIKAHETO HIIN l'[OJIO6p$IBaHeTO Ha HHBOTO
Ha OmnasBaH€ Ha 3paBC€TO, IIOCTUTHATO W CIIA3BAHO B
ABPKABUTC-WICHKH, € €/JHa OT TJIaBHUTC LCJIM Ha HacTosdllaTa
JUPCKTHBA,

KaTo WMar MpeIBHJ, Y€ ChIJIACHO NPHHLUIINTE, YCTAHOBCHH B
Pesomrorus Ha CwBeta or 7 Mmaii 1985 r. OTHOCHO HOBHS
HOAXOJ KbM TEXHHYECKAa XapMoHu3auus U crangapta (1),
MpaBUjiaTa OTHOCHO  TIPOCKTUPAHETO, MNPOHM3BOJACTBOTO U
OMAaKOBAaHETO HAa CHOTBETHUTE MPOIYKTH TpsOBa CTPOro 1a ce
NpUIBPKAT KbM pasnopendure, HEOOXOOUMH 3a CIla3BaHE Ha
CHIIECTBEHUTE W3WUCKBAHMS, KaTO HMMAT TMPEABUI, Y€ ThH KaTo
T€ ca CBIIECTBEHM, IMOJOOHM M3UCKBAHHUSA CICABA Ja 3aMEHST
CHOTBETHUTE HAI[MOHAIHHU pa3nopendu; Karo UMaT NpEABHI, Ue
CBIICCTBEHUTE M3WCKBAHUS, BKIIOYHMTEIHO M3UCKBAHUATA 34
MUHMMH3MpaHE M HaMalliBaHe Ha PHUCKOBETE, CielBa Ja ce
mpuiarar  BHUMAaTelHO, Karo ce B3eMa 0], BHHUMaHHE
TEXHOJIOTUATA M IPAKTHKaTa OT BPEMETO HA KOHCTPYMPAHETO H
TEXHUYECKUTE U UKOHOMHYECKHTE ChOOPaXKCHHUS, ChbBMECTHMH C
BHCOKOTO PaBHUILE Ha OINMAa3BaHE Ha 3/paBeTO W OE30MaCHOCTTA;

KaTO UMAaT IPEIBH]I, Y€ TJaBHATa YacT OT MEAUIMHCKUTE W3S
ce obxsama ot JupekrtuBa 90/385/EMO Ha CobBera or 20 1oHHM
1990 1. oTHOCHO cOnmkaBaHe Ha 3aKOHOAATEJCTBOTO Ha
JbP)KABUTE-WICHKH, CBBP3aHO C AaKTUBHUTEC WMIUIAHTHPYEMHU
Meauuuucku u3nenus () u dupektuBa 93/42/EMMO na CbBera
or 14 toum 1993 r. orHOCHO MemuuuHCKuTe w3menus (3) ¢
U3KJII0YEHUE HAa JUAarHOCTUYHUTE MEIUIUHCKU WU3JENUs in Vitro,
KaTO MMaT NpeIBHUI, Y€ Ta3h NUPEKTHBA CE CTPEMH Ja Pa3MIUupH
XapMOHHU3AIMATA Ha JUATHOCTHYHUTE MEAUIMHCKHUTE W3JCNUs in
Vitro W KaTO HMaT NpeiBUJA, Y€ B HMHTEpPEC Ha yeIHaKBEHHTE
npaBuia Ha OOIIHOCTTa, HACTOSANIATA JUPEKTUBA CE€ OCHOBaBa
[JIABHO Ha pa3nopenouTe Ha MOCOYCHUTE JIBE ITUPCKTHUBH.

KaTo WMaT TpeABHI, Y€ WHCTPYMEHTH, amapard, IpHCIOo-
cOONeHus, MaTepualld WM JPYyrH MNPEeIMeTH, BKIIOYUTEITHO
copTyep, KOHTO ca TpeJHa3HAYeHW 3a H3CIIETOBATEIICKH IIEH,
6e3 KakBaToO M Jla € MEIULUHCKA LEN, He Ce pa3lIeKIaT KaTo
W3eNUs 3a OLCHSBAHE HAa TEXHHUTE EKCIUIOATAIlMOHHHM KauecTBa,

KaTo MMaT MpEeIBUJ, Y€ BBIPEKU Y€ MEXKIYHApOJHO CepTUHUIIM-
panuTe pedepeHTHH MaTEepHaId U MaTEpPHAIMTE, WU3IOJI3BaHH 3a
BBHIIHA CXEMH 3a OIlCHKa Ha KadyeCTBOTO, HEC ca OOXBaHATH OT
HACTOSIATA  JUPEKTHBA,  KAIUOpaTopbT H  KOHTPOJHHTE
MaTepHaay, HEOOXOJMMH Ha TMOTPEOUTENs Ja YCTaHOBH WIIA
MOTBBPAM  ymoTpebaTa Ha HM3JIENUATa, Ca JAUArHOCTUYHU
MEIUIUHCKU U3ACIUS in Vitro,

KaTo HMMaT TPEIBUI, Y€ CHIVIACHO NPHUHIMNA Ha CyOCHIua-
PHOCTTA, PEaKTHBUTE, KOMTO C€ MPOHM3BEKAAT B JabOpaToOpHUTE
Ha 3[PaBHUTC MHCTUTYTH 32 W3IOJI3BAaHETO MM B TAX M HE ca
OpeaMeT Ha ThPrOBCKH CHCIKH, HE ca 00XBaHATH OT HACTOsIIATa
JIPEKTHBA;

KaTo MMaT NpPEABH[, Y€ M3JENIUATA, KOUTO C€ MPOM3BEKIAT U ca
npefHa3HaYeHW 3a W3MOJI3BaHe B NMPO(ECHOHANEH M THPTrOBCKH
CMHCBHJ 3a LEIUTe Ha MEAMIMHCKHUS aHalu3, 0e3 Ja ca mpeaMeT
Ha THPrOBHA, ca OOXBaHATH OT HACTOSIIATA TUPEKTHBA.

(") OB C 136, 4.6.1985 r., cp. 1.

(®» OB L 189, 20.7.1990 r., ctp. 17. JlupekTHBa, TMOCICIHO H3MEHEHA C
Jupextusa 93/68/EMO (OB L 220, 30.8.1993 r., c1p. 1).

() OB L 169, 12.7.1993 r., ctp. 1.
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KaTO MMAaT MpEIBUJ, Y€ MEXaHHUYHOTO J1a0OpaTopHO 00OpyIBaHE,
CIICIHATHO TPOEKTUPAHO 33 JMATHOCTHYHH W3CICABAHUSA in Vitro,
nonaaa B o0XBara Ha JeHCTBUE Ha HACTOSIATA AUPEKTUBA U KaTO
UMaT TIPelBHI, Y€ CIEHOBATeTHO, 3a Ja Ce XapMOHH3UPAT
cboTBeTHHTe aupekTuBH, JupekruBa 98/37/EO ma EBpomnelickus
napiaaMeHT U Ha CpBeta oT 22 1oHH 1998 T. 0THOCHO cOMMKaBaHETO
Ha 3aKOHHUTE Ha AbP)KaBUTE-YICHKH 110 OTHOLIeHue Ha MatmauTe (1),
cieBa a ObJaT M3MEHEHU IO MOIXOJAll HauuH, 3a Aa ObAar B
CHOTBETCTBHE C HACTOSIIATA TUPEKTHBA;

KaTo MMaT MPEBH/I, Y€ HACTOAIIATA JUPEKTHBA CIIE/IBA J1a BKIIIOYBA
W3MCKBAaHUS OTHOCHO TPOEKTHPAHETO U IIPOM3BOJICTBOTO Ha M3/IEIH,
KOMTO M3IbYBAT HOHU3UPALIO JBYCHHUE; KaTO MMaT IpPENBHUI, 4e
HACTOSIIIaTa JUPEKTHBA HE C€ OTpa3siBa BBHPXY INPHIATAHETO Ha
JupextuBa 96/29/EBparom Ha ChBera or 13 mait 1996 r. oTHOCHO
IIOCTAQHOBSIBAHE HA OCHOBHUTE HOPMU Ha O€30MaCHOCT 3a 3alllUTa Ha
31paBeTo Ha MPO(ECHOHAITHO 3aeTUTE JIMLA U HACEIEeHHUETO CPerry
OIIACHOCTHUTE, IPOU3THYAIIM OT HOHU3UPAIIOTO JIbYeHue (2);

KaTo HMaT TMpeABHA, Ye TbH KaTO acleKTUTEe Ha eNeKT-
pOMarHuTHaTa CHBMECTHMOCT 00pa3yBaT HepaslesiHa YacT OT
CBUIECTBEHUTE  M3MUCKBAaHWS HAa  HAcTOsIIAaTa  JAUPEKTHBA,
Jupextusa 89/336/EMO Ha CwBera oT 2 Mait 1989 r. otHOCHO
COMMXKABAaHETO Ha 3aKOHOJAATENCTBaTa HAa JbP)KaBUTE-4JICHKU
OTHOCHO €JIEKTPOMArHUTHATa ChBMecTUMOCT () He ce mpmiara;

KaTo MMaT Ipe/IBU]I, Y€ 3a J]a Ce YJIECHH 3aj1ayara 3a yJ0CTOBepsIBaHe
Ha CHOTBETCTBHETO ChC CHIIECTBCHUTE M3UCKBAHMS U 3a Jia TO3BOIU
YIOCTOBEPSIBAHETO Ha CHOTBETCTBHETO, € JKENATeHO Ja HuMa
XapMOHHM3UPAHU CTaHJApTH IO OTHOLICHUE IPEAOTBPATABAHETO HA
pUCKOBETE, CBBP3aHH C MPOSKTHPAHETO, TPOU3BOJICTBOTO U
OINAKOBAHETO HA MEAUIMHCKUTE H3ICNUS, KaTO MMaT NpeIBHI, 4e
NMofgoOHM  XapMOHH3UMpPAHHM  CTaHIAPTH ca  pa3paboOTeHH  OT
YJaCTHOIPABHU OPTaHU U CIIEBA 1A CE 3ala3aT KaTo He3aAb/DKUTETHU
TEKCTOBE; KaTO UMAT MPEeBUI, Y€ 3a Ta3H 1ea EBponeiickusaT koMureT
no crannapruzaus (CEN) n EBponeickusiT KoMuTeT 1o cTaHnia-
prmzanust B enekrporexHukara (Cenelec) ca mnpmsHatH 3a
KOMIICTeHTHH OpTaHH II0 IpHeMaHe Ha XapMOHHM3HPaHW CTAHAAPTH
B CBHOTBETCTBHE C moamucanure Ha 13 HoemBpu 1984 r. oOmwm
YKa3aHWs 38 CHTPYIHUYECTBO MEKTy Kommucusara 1 Te3u 1Ba oprasa.

KaTO UMAaT NpeIBUJ, Y€ M0 CMHUCHJIA Ha HACTOSIIATa AUPEKTHBA,
XapMOHM3UPAHMAT  CTaHAApT  MHPEACTaBIsABa  TEXHHYECKA
cnenudukanys (eBpOMEHCKH CTaHAApT WIH XapMOHH3UpPAH
nokyment), npuera or CEN wmmm Cenelec, uiam or [1Bere
opranm3zanuu ¢ MaHnmar ot Kowmwucusra, cerimacHo [IupektuBa
98/34/EO na Epomneiickus napiameHT U Ha CbBera OT 22 IOHHU
1998 r. oTHOCHO ompezensHe Ha TPOIeaypa 3a MpeAoCTaBsHE Ha
uHopMamust B o0ONacTTa Ha TEXHHMYECKUTEC CTAaHIAPTH U
npasuia (*) U CHIJIACHO rOPENOCOUEHUTE OOLIM yKa3aHUs;

KaTO MMAT TPEABHUI, Y€ [0 HM3KIIOYCHHE OT OOILIMTE IPUHIUIH,
M3TOTBSHETO Ha OOIIM TEXHUYECKH CHEIU(PUKAIIMK OTYMTA ChIIe-
CTBYBAI[aTa IIOHACTOSIIEM MPAKTHKA B HAKOW IbPXKaBH-UICHKH,
KBJICTO 32 MOAOpaHH HM3ICIHs, M3MOI3BaHU TJaBHO 32 OLCHKA Ha
0e30MmacHOCTTa MPU CHAOASBAHETO C KPBB U MPH JOHOPCTBOTO HA
OpraHd, MOJOOHU CHEUU(UKAIMK Ce MPUEMAaT OT OOLISCTBEHHTE
OpraHy; Kato MMar MPEeABH[, Y€ € MOAXOMAII0 Te3H CICLHATIHH
crenupUKAMA CIeBa Oa CE 3aMCHSIT C OOMU TEXHUYECKH
cnenr(UKaK; KaTo UMAT MPEeNBU, Y€ Te3U OOIIM TeXHUYECKU
criennpUKAINE MOXKE [a CE HM3IOJI3BAT 3a OLCHKA W MPEOLCHKA
Ha eKCIUIOATAIIMOHHUTE Ka4eCTBa;

() OB L 207, 23.7.1998 r., ctp. 1.

(®) OB L 159, 29.6.1996 r., ctp. 1.

(®) OB L 139, 23.5.1989 r., ctp. 19. JlupekrHBa, TOCIECIHO HM3MEHEHA C
Jupexrusa 93/68/EVO (OB L 220, 30.8.1993 r., ctp. 1).

(*) OB L 204, 21.7.1998 r., ctp. 37. JlupekTHBa, TOCICIHO W3MEHEHA C
Jupextusa 98/48/EO (OB L 217, 5.8.1998 r., ctp. 18).
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KaToO HMaT MnpeaBuJ, Y€ HAYYHHUTC CKCIICPTH OT pa3IMdHA
3aHMHTEPECOBaHM OpraHM3aliK Ouxa Ce BKIIOYWIM B M3TOTBSHETO
HAa Pa3MYHU TEXHUYCCKH CHCUU(PUKAIMA M B HM3y4yaBaHETO HA
IpyTU crieliuUIHU WK OOIIU BBIPOCH;

KaTo uMaT NpeaBul, 4€ IMPOU3BOACTBOTO, KAKTO € 00XBaHATO OT
HacTosdAllaTa AJUPCKTHBA, BKJIKOYBA ChIIO OIIAKOBAHCTO Ha
MCIWUIUHCKUTEC U3ACINUA, HOOKOJIKOTO HO,Z[O6HO OITaKOBaHEC ¢€
CBBpP3aHO C 0e30IacHOCTTa B CKCIl10aTaluaTa Ha TE3W U3ACIIHA;

KaTo WMMAaT TpeABHN, UYe HAKOM W3JeNHs HMaT OrpaHHYeHa
IPOIBDKUTENIHOCT HA JKM3HEHUS LUKBJI, [Opagd HaMallsiBaHe
CTeNeHTa Ha TAXHOTO (YyHKIMOHHPAaHE C TE€UYEHHE HA BPEMETO,
CBBP3aHO, HAIPEMep, C BJIOMIABAHETO HA TEXHUTE (DU3MUECKH H
XMMHYECKH CBOWCTBA, BKIFOUMTETHO CTEPHIIHOCTTA MM IETOCTTa
Ha OIIAKOBKATa; KaTo MMAaT MpPEABU, Y€ MPOM3BOAUTENAT CleIBa
Jia ONpeJeNy U TOCOYM NEePHOJa, NMpe3 KOMTO HM3AENUEeTO IIe ce
U3MI03Ba 10 TIpeJHA3HAa4YeHHe, KaTO HMMaT IpPEIBHI, Y€ BBPXY
eTUKeTa ciefBa 1a € oTOens3aHa aaTaTa, OO KOSATO HU3JEITHETO
WM eIWH OT HETOBHTE KOMIIOHEHTH MOXE Ja Ce H3IIOI3BaT
IpU I'bJIHA 0€30MAacHOCT;

KaTo uUMaT npensun, de B Pemenue 93/465/EMO ot 22 1omm
1993 r. 0THOCHO MOIYNHUTE 3a pa3nuyHUTe a3y Ha MPOLETypUTe
3a OLEHsSBAaHE Ha CHOTBETCTBHETO W ITIpaBWIIaTa 3a IOCTaBSHE U
W3MOJI3BaHE HAa MapKupoBKaTa 3a cborBercTBHe EO, kouto ca
npefHa3HAaYeHH 33 H3IOJ3BaHE B IHPEKTHBHTE 32 TEXHHUUECKO
xapmoHusupate ('),  CpBeTHT  ONpeleNd  XapMOHH3UPAHH
MPOLIEAYPH 3a OIEHKAa Ha CHOTBETCTBHETO; KaTO MMAaT IPEIBHI,
4e MPHCIOCOONCHHUATA, MOOABCHM KBM TE3H MOAYIH Ce
000CHOBaBaT C XapakTepa Ha NPOBEPKUTE, HEOOXOOUMH 32
JMUAarHOCTHYHUTE MEAWIMHCKH W3IEeNUs in Vitro W 3a ChbIJa-
cyBanero ¢ Jupektusu 90/385/EO u 93/42/ENO;

KaTo MMaT TPeIBHI, Ye ¢ HeoOXOAMMO, Hail-Beue 3a IeJHuTe Ha
HPOLIEAYPHUTE 1O OLICHSBAHE Ha CHOTBETCTBHETO, UATHOCTHYHHTE
MEIUNWHCKA W3IENUsl in Vitro Ja ce pa3ieisiT Ha JBa TJIaBHU
OPOAYKTOBH Kiaca, KaTO HMaT MpPEABHI, 4Y€ Thil Karo
npeobiagaBamiaTa 4acT OT MOJOOHU H3IENHs HE MpPEICTABISABAT
NpsAK PUCK 3a MAMEHTUTEC MW CC IpuwiaraT OT KOMIICTCHTHO
OOyYCHH CICHUAJHCTH, KAaTO IIONYYCHUTE pE3YJITATH YeCTO
Morat ia ObJaT MOTBBPACHU C JAPYTH CPEICTBA, MPOLEAYPHUTE 110
OLICHSBAHE HA CBHOTBETCTBHETO MOTAaT Ja Ce MPOBEKAAT, KaTo
o0II0 MpaBWIO, IOJ EIUHCTBEHATa OTTOBOPHOCT Ha MPOH-
3BOJMTENSI; KAaTO MMAar MpPEIBHI, Y€ KaTo Ce B3eMaT IOJ
BHUMAaHHE ChIICCTBYBALIUTE HAIMOHAIHH  pasnopendu u
HOTU(UKAIMUTE, TOJIY4YeHH B pe3yjiTaT Ha YCTaHOBEHaTa B
JupektuBa 98/34/EO npouenypa, HamecaTa Ha HOTU(QUIUPAIIUTE
OpraHd ¢ HeoOXOoAuMa caMoO IMpPU ONPENCNICHU H3MENUs, YHUSITO
NpaBUIIHA YHOTpeda € ChIIECTBEHA 38 MEAUIMHCKATA PAKTHKA
YUATO HEM3IPAaBHOCT MOXKE Ja MPEICTaBIIsIBA CEPUO3EH PHCK 32
31paBeTo;

KaTo HMaT NOpPEeABUI, Y€ Cpel AUAarHOCTUYHUTE MEIULUHCKU
W3AeNus in Vitro, 3a KOUTO C€ HM3HCKBA IOCPEAHUYECTBOTO HA
HOTU(UIMPAL] OpraH, IPyNUTe OT NPOAYKTH, HM3IOJI3BAHU NPU
KpbBompenuBane u 3a npexamna3BaHe oT CIIMH u Haxon Bumose
XEMaTUT, U3UCKBAT OLIEHKA 32 ChOTBETCTBHUE, KOSTO Jla rapaHTHpa
ONTHMAJIHO PaBHUILE Ha 0E30IaCHOCT M HAAEKAHOCT OT IJIeAHA
TOYKA Ha TAXHOTO MPOEKTHPAaHE W MPOU3BOJICTBO.

(') OB L 220, 30.8.1993 r., crp. 23.
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KaTo umar npeaBuna, e CIIUCBKBT HAa JTHUArHOCTHYHUTEC
MEIULIWHCKA W3IeNUs in Vvitro, KOWTO TOMJIEKH Ha OIeHKa 3a
CBOTBETCTBHE OT TpeTa CTPaHa, Ce HyXKJac OT OCHBPEMCHSBAHE,
B3€MalKy MpeIBH] HAmNpeabKa B TEXHOJOTHSATA M PAa3BUTHETO B
obJlacTTa Ha 3J[paBeOIa3BaHEeTO; KATO UMAT MPEIBH, Y€ MOJOOHU
MEpKH 32 OChBPEMCHSBAaHE TPsOBa [a ce MpPeAnpHeMaT ChITIACHO
npornenypa Il a), kakro e ompenenena B Pemenue 87/373/EMO
Ha CobBera or 13 ronmm 1987 r. u ompenensma npouenypure 3a
NpoydYBaHe Ha BB3MOKHOCTHTE 3a TNpWIIarane, OOCHICHH B
Komucusra (1);

katro wuMaTr mpensun, de Ha 20 gekemBpu 1994 1. mexnmy
EBponeiickust napnamentT, ChBera U KoMmucusara 6e MOCTUIHATO
CTIopasyMeHue modus vivendi OTHOCHO MEPKHTE 3a TIpHIaraHe Ha
aKTOBE, IPUETU CBIVIACHO NpolLeypaTa, onpeseicHa B wieH 1896
or Jlorosopa (%);

KaTo HMMaT NOpEeIBUI, 4Ye MEIUIMHCKHUTE HW3JACNHUs, KaTo OOLIo
MpaBmJIo, cieaBa Ja uMaT MmapkupoBka EQO, kosiTo na mokassa
TAXHOTO CBOTBETCTBHE C pa3lopefdMTe Ha  HACTOsIIaTa
JMUPEKTHBA, 3a Ja MOraT cBOOOJHO Jia Ce NBIKAT B PAMKUTE Ha
OO6mHOCTTa U J1a ObIAT BHBEICHH B yMOTPeOa CHITIACHO TSAXHOTO
MPEBUICHO TpeTHA3HAUCHHE,

KaTo MMAaT TNpeABHJ, Y€ MPOU3BOIUTEINTE IIE MOTaT, KOraTo ce
U3UCKBAa HaMeca Ha HOTH(ULMpAIl OpraH, Ja noabdepar TakbB OT
CNIIMCBK Ha TOJOOHH OpraHu, myOiaMKyBaH oT KommcusaTa; KaTo
UMaT TIpeABHJ, dYe BBIPEKH UYe IbP)KaBHTE-WICHKH HAMAT
3aJb/DKEHUE [a M0COYBAT MOAOOHM HOTUGHLUpAIIY OPraHH, Te
TpsbBa Ja TapaHTHpaT, 4Ye TAaKWBa OPraHH, MOCOYECHH KaTo
HOTU(UUMpAIX OpraHd, CbOTBETCTBAT HA KPUTEPUUTE 34
OLIEHKA, ONpe/IeNIeHH B HACTOSAIIATa JUPEKTHBA;

KaTO MMaT IPeIBUJ, Ye AUPEKTOPBT U MEPCOHATHT HA HOTU(UIHU-
palmyMTe OpraHd He CclelBa Ja UuMar, JIMYHO MM 4pe3
[OCPEHULY, HAKAaKbB HHTEpEC B OOEKTa, KOMTO IMOIUIEKU Ha
OLlEHKAa M TIpOBEpKa, KOETo OM MOIjgo Ja KOMIIPOMETHpA
TSAXHATa HE3aBUCHMOCT;

KaTO MMaT NPEABUJI, Ye KOMIICTCHTHUTE OPTaHH, KOUTO OTTOBapsT
3a Haj30pa Ha Masapa, CjleABa [Oa MOraT, MO-CIELHAIHO II0
CIICIIHOCT, Ja CE€ CBBP3BAT C IIPOM3BOJMTEIS HIM C HETrOB
YI'BJIHOMOILCH MpeACcTaBuTeNn B rpaHumure Ha OOmHOCTTa, 3a
Jia TpeAnpHeMar HeoOXOAUMHUTE MpEeANa3HH MEPKH; Karo MMar
MpeaBHl, Y€ CHTPYIHHYECTBOTO M OOMEHBT Ha HHPOpPMALUL
MEXIy IbPKABUTC-WICHKA Ca HEOOXOOMMH C LEN CIHAKBOTO
IpHIaraHe Ha HACTOSAINATA IHMPEKTHBA, MO-CHEIUAIHO C el
HaJ30p Ha Ma3apa, Karo HMaT MpPEeIBHA, Y€ 3a Ta3d Lel ¢
HEOOXOAMMO Jia C€ YCTAaHOBM M YIpaBisiBa 0a3za JaHHU,
ChABPIKALIA JAHHH 3a MPOU3BOAUTEIN M TEXHH YIIBIHOMOIICHH
IpeICTaBUTEINN, 3a W3MENHs, IIyCHaTH Ha Ma3apa, 3a HM31ajeHN,
NPEKPAaTeHH HJIM OTHETH CEepTH(UKATH M 3a IMpoLeaypaTa Io
OCHrypsiBaHe Ha OC30MACHOCT, KarO0 MMAaT MOpEIOBHA, 4Ye eIHa
cucteMa 3a  cboOlaBaHe Ha  HEOJArONpUATHH  CIydau
(mpouieaypaTa 1Mo OCUTypsiBaHe Ha 0E€30MacHOCT) MpEACTaBIIsIBa
HOJIe3eH MHCTPYMEHT 3a Haa30p Ha IIa3apa, BKIIOYBANKH U
d)yHKL[I/IOHI/IpaHCTO Ha HOBU HU3ACJIHA; KAaTO HUMAT MpeABUI, 4YC
uH(bOpMaIMATa, MONydYeHa upe3 Mpoleaypara II0 KOHTPOI,
KaKTO M OT BBHIIHUTE CXEMH 3a OICHKa Ha KadecTBOTO ¢
MOJIe3Ha 33 B3EMaHETO Ha PEINCHHUS 32 KiIacu(pHUIMPaHETO Ha
U3JICIHATA,;

L 197, 18.7.1987 r., ctp. 33.

C 102, 4.4.1996 r., ctp. 1.
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(30) karo uMaTr OpeABHUI, Y€ € OT 3HAYECHUE IPOU3BOIAUTEIUTE [a
HOTU(UIMPAT KOMIIETCHTHUTE OpPraHU 3a MYCKaHETO Ha Masapa
Ha ,,HOBU MPOJIYKTH IO OTHOIIEHHE, KAKTO Ha H3IO0J3BaHAaTa
TEXHOJIOTMsA, TaKa M Ha BEIIeCTBaTa, KOUTO WIE CE aHaJIU3Upar,
WU Jpyrd IapaMeTpd; Karo uMaT IpeaBui, 4Ye ToBa €
MIPWJIOKKUMO, TIO-CIIENHATHO 3a u3fenus 3a uscneasane Ha JJHK
C BHCOKa IUTBTHOCT (TIO3HATH KaTO MUKPOYHIIOBE), U3IIOI3BAHH B
TEHETUYHUS CKPUUHUHT;

(31) karo WMaT IpeIBHJ, Y€ KOraTo JbpXKaBa-dICHKAa CMETHE, 4e IO
OTHOIICHME Ha JaieH MPOAYKT WIM TIpyla MpPOAYKTH €
HEoOXOAMMO, C el INpeANa3BaHe HAa 3IpaBeTO M OE30MacHOCT
W/WIK 3a TapaHTHPaHEe Ha CHOTBETCTBHE CHC 3aJBJDKCHHATA KBM
00IIeCTBEHOTO 3/paBe, ChIilacHO wieH 36 or Jlorosopa, na ce
3a0paHM WIM OrpaHWYM TAXHATA JOCTBIHOCT WIH Ja Obae
HO/UIOKEHa HAa CIICLMAJHM YCIOBHS, TS MOXE Ja MpHeMe
HPEXOMHH MEpKH, KOHTO Ca HEOOXOJUMH M OIPaBIAHU; KaTo
uMar TpeaBui, 4e B momoOHM ciydan Komucusara KoHCynTupa
3aMHTEPECOBAHUTE CTPAaHH U  JIbP)KABUTE-WICHKH CBIJIACHO
npouenypa III a), kakro e omnpeznenena B Pemenue 87/373/ENO,;

(32) Kkaro wWMaT TpeaBHI, Y€ HACTOANIaTa JAUPEKTHBAa o0OXBaIa
JUAaTHOCTUYHUTE MEIOULMHCKU U3JENUsA in Vitro, NPOU3BEICHU
OT ThKAaHH, KJIETKU WM BELIECTBA OT YOBELIKU IPOU3XOJ; KaTo
MMaT OpEeIBUJ, Y€ TOBA HE €€ OTHAcAd 3a APYrM MEIULIMHCKU
U3JeNIds, NIPOU3BENCHHU C HM3IIOI3BAHE HA BELIECTBA OT YOBEILKHU
IIPOU3XOM; KaTo MMAT MpeABUJ, 4e CIeJoBaTelIHO paborara €
HEOOXOMMO Jla MPOABIDKK B Ta3W HACOKa, 3a Jia ce pa3paboTu
3akoHozarencTBO Ha OOIIHOCTTa BBB BB3MOXKHO Hal-KpaTKu
CPOKOBE;

(33) Karo MMaT HpeABUI, Y€ OT IIIEHa TOYKA Ha 3allUTaTa Ha HEHAKb-
PHMMOCTTAa Ha YOBEIIKAaTa JUYHOCT [0 BpEME HAa B3E€MaHETO Ha
MpoOH, CHOMPAHETO M M3MOJI3BAHETO HA BEIIECTBA C MPOU3XOMA OT
YOBEUIKOTO TSJIO, € IIOAXOMAINO Ja C€ IPUIIOKAT IPUHIUIIUTE,
onpenenenu B KonBenmusita Ha CeBera Ha EBpoma 3a 3ammura
Ha IMpaBaTa HAa YOBEKA M Ha YOBEIIKOTO JOCTOHHCTBO BBHB
Bpb3Ka C TPWIATAHETO Ha IOCTHXKCHHATA Ha OHOJIOTHSATA W
MEIULHMHATA; KaTO UMAaT IIPEABHUJ, Y€ OCBEH TOBA, HALIMOHAIHUTE
pasnopendu, cBbp3aHu C MPOOJEeMH Ha €THUKAaTa, MPOJbKABaT Ja
ce Ipuiiarar;

(34) karo MMaTr IpeaBHI, Y€ B MHTEPEC HA I[IOCTHATA CBHIIIaCyBaHOCT
MEXIy JUPEKTUBUTE 32 MEAULUHCKUTE U3JEIUsA, HAKOU OT pasIo-
pendute B HACTOSIIAaTa TUPEKTHBA cielBa Aa ObAAT BKIIOYEHU B
Jupextusa 93/42/EVO, xosATO € HE0OX0AMMO J1a ObJe ChOTBETHO
HM3MEHEHA,

(35) Karo WMarT MpeABHA, Y€ JIMICBAIIOTO 3aKOHOIATEJICTBO 32
MEIWIMHCKA H3ACNUs, MPOU3BEACHH 4Ype3 M3IO0N3BaHE Ha
BEIIECTBA OT UYOBCHIKH MPOU3XOA € HEoOXOoOuMo Ja ce
pa3paboTH KOJIKOTO € BB3MOXHO IM0-0Bbp30,

IMPUEXA HACTOAIIATA JIMPEKTHBA:

Ynen 1
Oo0xBar, nfepuHAIAH

1. Hacrosimara JUPCKTHUBa ce nmpujiara 3a JUArHoCTU4YHHU
MEIUIWHCKN W3ACHUs Iin Vitro W 3a TEXHUTE HPUHAJICIKHOCTH. Ilo
CMHCBJIa Ha HACTOAIaTa JUPCKTHUBA IPUHAIICKHOCTUTE CE€ Pa3rICKaaT
KaTo JUAarHOCTHYHH MCIUIUHCKH U3OCTINA in vitro. Kaxkro
JIUATHOCTUYHUTEC MEAWULWHCKA W3JCIHUS in Vitro, Taka W TEXHUTE
NPUHAMIIC)KHOCTH OTTYK HATATBK 1€ CC HApU4aT U3OCIIHUA.
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2.

Ilo cmucwia Ha HacTosdAllaTa JUPCKTHBaA CC IIpujarar CJICIHUTEC

JIePUHALTIN:

a)

6)

,»MEJIUIIMHCKO M3/eI1e’ 03HayaBa BCEKM MHCTPYMEHT, anapart, ypeq,
MaTepual WIH ApYyr MpeaMeT, U3MO0JI3BaH CaMOCTOSATENHO WIH B
KOMOMHANUs, BKIIOYUTETHO HEOOXOAMMHS 3a MPAaBWIHOTO MM
npuiarane copryep, KOUTO ca MpeAHa3HadeHH OT IPOU3BOIUTEIS
Jla ce M3MOJI3BaT 3a Xopa ¢ Lei:

— JMarHoCTUIMpaHe, IIpeara3BaHe, HaOJIOneHHe, JIeYeHWe U
o0jieKkuyaBaHe Ha 3a00JIIBaHMITA,

— JMarHOCTUIMpaHe, HaOJIo/IeHUe, JieueHHe, oOOJIeKYyaBaHe U
KOMITCHCHpAaHE Ha TPaBMHU WM MHBAJIHIHOCT,

— u3cielBaHe, 3aMfiHAa WIM MOJU(UIMPAHE HAa aHATOMMATA MIH
(usnonornyHu QyHKIMH,

— KOHTPOJ Ha 6peM€HHOCTTa,

H KOHUTO HE€ IIOCTHIraT OCHOBHOTO CH ﬂeﬁCTBHC BbB WJIM BBPXY
YOBEUIKOTO TAI0 upe3 (apMaKoIOTH4eH WIM HMYHOJIOTMYEH
edexT wim NOBIHMsABaHE Ha MeTaboNM3Ma, HO KOETO MOXE Ja
ObJIc MOAIIOMaraHo B CBOETO ACWCTBHE OT MOJOOHU CPEICTBA;

»JJMATHOCTUYHO MEAMLUHCKO H3JeIHe in Vitro® O3Ha4aBa BCAKO
MEIMLMHCKO H3JeNIHie, KOETO € pEeaKTHB, NMPOAYKT Ha pEaKTHBa,
KaxuOpaTop, KOHTPOJIEH Marepuaj, HaOop, MHCTPYMEHT, arapar,
o0OpyIBaHe WM CHCTE€Ma, W3IOJ3BAaHH CAMOCTOSITEIHO WIA B
KOMOWHANMs, NPeABUICHA OT IIPOM3BOJUTENS Jla CE M3IOJI3BAT 3a
in vitro u3cneaBaHe Ha MPOOH OT YOBEIIKOTO TSUIO, BKIFOUUTEIHO
JIOHOPCTBO Ha ThKAaHU U KPBbB, C 1€ €IMHCTBEHO WM IPEANMHO 3a
IpeocTaBsiHe Ha HH(POpMAIHS:

— II0 OTHOLICHHUE Ha (I)I/I?)I/IOJ'[OFI/I‘IHO WJIA 1IaTOJIOTUYHO CBHCTOSAHME,
HIIN

— IO OTHOLICHHWE Ha BPOJACHH OTKJIOHCHU:A, WIIN

— 3a OonpeacisaHe Ha 0e30MacHOCTTa M CHBMECTHMOCTTA npu
MOTCHUUAIIHU PCHUITUCHTHU, WIN

— 3a MNPCUCHABAHC Ha e(beKTI/IBHOCTTa Ha JICYCHUCTO.

CoaoBeTe 3a mpoOM ce cyWTaT 3a JUATHOCTHYHH METHIIMHCKU
u3nenust in vitro. ,,CbIoBere 3a TpPOOH ca OHE3W W3JACIHS,
HE3aBUCHMO Jald Ca BaKyyMeH THII WIH He, cheudpuaHo
MpeIHAa3HAYCHU OT TEXHUTE MPOM3BOAMUTENIM 32 IBPBOHAYAIHO
chOUpaHe U ChbXpaHEHHE Ha TPOOH OT YOBEHIKOTO TSJIO 3a IIEJHTE
Ha JUArHOCTUYHO HM3CJEABAHE in Vitro.

[MponyxTure 3a obuia nabopaTopHa ynorpeda He ca AMATHOCTHYHU
MEIUIIMHCKH U3JIeTIHs in Vitro, OCBEH aKO Te3W HPOJYKTH, C OTJIe]
Ha TEXHUTE CBOMCTBA, HE ca CHEMU(DUYHO TperHa3HAYECHH OT
TEXHHs MPOU3BOJUTEN Ja C€ H3MOA3BAT 3a JAHArHOCTHYHO
WU3CIEeABAHE in Vitro;

,[IPAHAIUIEKHOCT O3HaYaBa NpPEIMET, KOWTO, BBIPEKH Ye HE €
JUarHOCTHYHO MEOULUHCKO W3JeNUE in Vitro, € TpeJHa3HadeH
CIEIIMATHO OT MPOM3BONUTENSI My Ja Ce H3I0N3Ba 3aedHO C
W3IEIHMEeT0, 3a Ja Jaje My BB3MOXKHOCT Ja ce ymorpedsiBa
CBITIACHO IIPEAHA3HAYEHHETO MY.

IMTo cmuchbia Ha Ta3u JeQUHUIMS, TPOHUKBAIK H3ICIHUS 32 B3CMaHe
Ha HpO6I/I WIN TCE3U, KOUTO C€ IMpujaarat Mnpsko KbM YOBCIIKOTO
TSUIO 32 MOJydYaBaHe Ha mpoda cropern 3HAUYCHHETO Ha J[MpeKTHBa
93/42/EVIO, He ce cyuTaT 3a NPUHAUICKHOCTH KbM N Vitro
JUAaTHOCTHYHUTE MEIUIIMHCKH U3ICIHS.

,M3IIEITHE 32 CAMOTECTBaHe O3HAYaBa BCIKO H3JENHUE, MPEABUICHO
OT TIPOM3BOJMTEIS J1a MOXKE JIa Ce€ M3IOJI3BA OT JIEXKAIIN TaIlHEHTH
B JIOMAaIlIHa 0OCTaHOBKA;
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I) ,M3/eNHe 3a OLCHKA Ha CKCIUIOATAMOHHHWTE Ka4yecTBa“ O3HauaBa
BCSAKO W3JeNie, MpeJHa3HaYeHO OT MPOU3BOAUTENS JAa Oble
mpeAMeT Ha €IHO WIM II0OBeYe TPOYYBAaHHUs 3a OLCHKa Ha
eKCIUTOATAIIMOHHUTE Ka4yecTBa B JAOOpAaTOpHH 3a MEAWIUHCKH
QHAIIM3W WIM B Jpyra MOAXOIIa OOCTAHOBKA, W3BBH HETOBHTE
COOCTBEHH Crpay;

e) ,JPOU3BOAUTEN O3Ha4aBa (U3MYECKO WIU IOPUAUYECKO JIUIIE,
KOETO HOCH OTTOBOPHOCTTAa 3a NPOEKTUPAHETO, MPOU3BOJCTBOTO,
ONAKOBAaHETO U ETUKETHUPAHETO Ha H3JEIMEeTO, Mpead TO Ja Ce
IyCHE Ha Ta3apa, OT CBOE€ MMe, HE3aBUCUMO Jalll Te3U OIeparuu
Ce U3BBPLIBAT OT CaMUsl HEro JIMLE WIU OT TPeTa CTPaHa OT HErOBO
uMe;

3a7b/DKCHUATA [0 HACTOSIIATA JUPEKTHBA, HA KOHTO IPOU-
3BOJUTENIAT CJIE/BA 1a OTFOBOPH, CE€ MPUJIAraT U KbM (U3HYECKOTO
WIH FOPUIMYECKOTO JIMIE, KOSTO MOHTHpPA, OIMAKOBa, MpepaboTaa,
U3LAJI0 IMOJHOBSBA I/I/I/IJ'II/I C€TUKETUPA C€IWH WM II0BE€YC TOTOBHU
MPOAYKTa W/WIW TOCOYBA IpeJHAa3HAaYeHaTa MM ynorpeba KaTo
u3Zenus, ¢ 1eil jAa ObJaT IyCHaTH Ha Tmas3apa CbC COOCTBEHO
HauMeHoBaHue. Hacrosimiata anuHes He ce OTHAcs 3a JIMIE, KOETO
6e3 1a ¢ MPOM3BOAMTEN 0 CMHCHJIA HA IIbPBATA AIMHEs,, MOHTHPA
WM [PHCIOCO0sBa M3/eMs, KOUTO BeYe ca Ha as3apa, 3a TAXHaTa
npeBUcHa yHoTpeba OT OIpe/esieH MAlUeHT;

K) ,,yIBJIHOMOIIEH TMPEICTABUTEN O3HA4aBa BCSIKO (DHU3UYECKO WIIH
OpUIMYECKO Jiuie, yupeneHo B OOmHOCTTa, 0E3yCIOBHO
Ha3HA4YeHO OT MPOW3BOIUTEINS, KbM KOETO OPraHHUTE W BIACTHTE B
OOmHOCTTa MOXKE Aa ce 0OpbIIaT, BMECTO KbM MPOU3BOAUTEINS, 110
OTHOIICHHWE Ha 3aJABDKEHHWATA Ha TIOCIECOHHS [0 HacTosIara
JIMPEKTUBA;

3) 5, [IPEABUACHO HpeHHaBHa‘IeHI/IG“ O3Ha4daBa MNPEIHA3HAUYCHUETO, 3a
KOATO U3ACIIUCTO € MPEABUACHO CBHITIACHO HAHHUTE, MPEAOCTAaBCHU
OT HOPOU3BOAUTEIIA BBHPXY C€THUKETA, B YKa3aHHATA 3a yHOTpe6a
W/WIH B PCKIIAMHUTE MaTCpUaJIu;

M) ,JycKaHe Ha Ma3apa” O3HauaBa IbPBOTO pEAIMU3UPAHE CpeLLy
3aIUlaliaHe WM Oe3IUIaTHO Ha W3JENUE, PAa3IMYHO OT H3IENHETO,
IPEABHICHO 3a OLCHKA HA EKCIUIOATAl[HMOHHUTE KadyecTBa, C Lel
pasmpocTpaHeHue u/win ynorpeba Ha mnasapa Ha OOIIHOCTTa,
HE3aBHUCHMO OT TOBA Il € HOBO WJIM HAI'BJIHO OOHOBEHO;

W) ,,BBBEXJAaHE B yHoTpeba™ 03HayaBa erama, Npu KOHTO U3AEIHETO €
OuJI0 TIpeIaZicHO Ha KpaiHWs MOTpeOUTEN KaTo roToBO 3a ynorpeba
Ha mazapa Ha OOMIHOCTTa 32 IBPBH IIBT CBIVIACHO HETOBOTO
OPEIBUACHO MpEAHA3HAYCHHE.

3. Ilo cmucema Ha HacToAlmaTta OUPEKTHBA MaTCpUainuTe 3a
KaJII/I6pI/IpaHC U KOHTPOJHUTE MATCpHUAIN C€ OTHACAT KbM BCAKO €IHO
BCIICCTBO, MaTepuajl WJIU NPEAMET, NPEAHA3HAUYCHU OT TCXHHUS MPOU-
3BOJAUTECII WM 3a YCTAHOBABAHC HAa OTHOLICHHA 3a U3MCPBAHEC WM 3a
HNOTBBPKAaBaHC Ha CKCIUIOATAHMOHHUTEC KAa4Y€CTBAa Ha NAACHO HU3IACIIUC
BBB BPB3Ka C NPEABUIACHOTO IPECIHA3HAYCHUEC HA TOBA HU3ICIIHC.

4, Ilo cmucena Ha HacToAlmaTa AUPEKTUBA OTCTPAHSABAHCTO, CchOu-
PaHECTO U H3MOJ3BAHCTO HAa ThKaHH, KICTKHW H BCUIECTBA OT YOBCIIKH
pousxon €€ ymnpasisiBaT, 10 OTHONICHUE Ha C€THUKaTa, OT IPUHOUIIATE,
IIOCTAaHOBCHH B KOHBCHHI/IHTa Ha CbBeTa Ha EBpor{a 3a 3aluTa Ha
IpaBaTa Ha 4YOBC€Ka M Ha YOBCUIKOTO HOCTOﬁHCTBO BbB BpPB3Ka C
NpUJIaraHeTo Ha IIOCTHIKCHHUATA Ha OHoJIoTHsATa U MCIUIIMHATa, KaKTO
U OT BCUYKH pa3r[opez[61/1 Ha ObPIKABUTC-YJICHKHA B Ta3u o0JIacT.

5.  Hacrosiniata IupeKTHBa HE ce MpUiara 3a W3ACNHs, IPOH3BEACHU
U U3MO0J3BaHM CaMO B €AHO W CHUIO 3APAaBHO 3aBEICHHE, KAKTO H
IMOMEUICHUATA, KBAETO Ca NPOU3BCACHU U B IMOMEIICHUATA B HEIIOCPEI-
cTBeHa Onm3ocT, 0e3 Ja ca OMiM NpEeHAcsHW B JPYr 3aKOHEH OOEKT.
ToBa He HapyllaBa OpPaBOTO Ha JbpKaBaTa-4wiCHKa Aa Mpuiara KbM
MOJOOHM JIEHHOCTH MOAXOASIIM NpPEANa3HU W3UCKBAHMUS.

6. Hacrosimara JUPEKTHBA HEC 3acdAra HAallMOHAJIHUTE 3aKOHH, KOWUTO
OPECABMXKIAAT JOCTaBKaTa Ha MU3ACIHUA IO JICKAPCKO ITPCAITMCAHUC.
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7.  HacrosmaTa mupekTHBa € CHEI[MaNHa JUPEKTHBA IO CMICHIA HA
uaneH 2, maparpad 2 ot JupektuBa 89/336/EMO, kosdTo crmmpa na ce
mpunara 3a  M3[eiMs, KOUTO ca B CbOTBETCTBHE C HACTOAIIATa
JUPEKTUBA.

Ynen 2
Ilyckane Ha ma3apa M BbBeXKIaHe B ynorpeda

JppKaBUTE-WICHKN TpeAnpreMaT BCUYKH HEOOXOTUMH CTBIIKH, 32 1a
rapaHTUpaTr, 4Ye H3IeNUATa MOXE Ja Cce IycKaT Ha [Masapa H/Win
BBBEXKIAT B yMoTpeda caMo ako ca B CHOTBETCTBHE C W3UCKBAHHUSATA,
oTpezieNieHN B HACTOAIIATa TUPEKTHBA, KOTaTo ca HAMJIEKHO JOCTaBEHH
W TPABWIIHO MOHTHpPAHH, MOANBPKAHU W W3IOJI3BAaHU B CHOTBETCTBHUE C
TAXHOTO TPEABUACHO TpeaHa3HaueHHe. ToBa BKIIOUBA 33IBIDKEHHETO
Ha JbPXKABUTE-WICHKH Jla KOHTPOJHpAT OE30MacCHOCTTa M Ka4eCTBOTO
Ha Te3W m3jenns. HacTosmuar 4djieH ce OTHAacs ChINO U 3a HM3JIEIHs,
TIPEIBUJICHU 32 OIIEHKAa Ha EKCIUIOATAIMOHHUTE KadecTBa.

Ynen 3
CobliecTBEHH W3HCKBaHUSA

Uznennsita TpssOBa 1a OTroBapsAT Ha CBHINECTBEHUTE W3UCKBAHUA,
ompeJiesieH B TNpPHJIOXKEHHWe I, KOMTO ce mpuiaraT 3a TAX, KaTo ce
B3€Me€ I10/1 BHUMAHHUE INPEIBUACHOTO INpeJHa3HAYCHUE HAa CHOTBETHUTE
U3JEIHSL.

Ynen 4
CB0001HO JBHKEHHE

1. JIppKaBUTE-WICHKH HE Ch3/aBaT HUKAKBU MPEUKH 3a IIyCKaHETO HA
masapa WIH 32 BBBEXKAAHETO B yIoTpeda Ha TIXHATa TEPUTOPHsS HA
n3nenus, Hocemu MapkupoBkara EO, mpenBuaena B wieH 16, ako te3u
M37ENHs ca TPEMHHAIH IIpe3 OL[eHKa Ha ChOTBETCTBUETO CHITIACHO WIEH 9.

2. JIppxkaBuUTe-4IEHKHM HE Ch3AaBaT HHUKAKBa Ipedyka 3a HU3AEIH,
MpPEeIBU/ICHN 32 OLIEHKa Ha eKCIUIOATAlMOHHUTE KadecTBa, KOWTO 3a
Ta3u IeJl ca NpefaZieHn Ha J1abopaTopuM WM Ha JIPYTH WHCTUTYLUH,
n30pOCHH B CTAHOBHUINETO, ynomMeHarto B npwioxkenue VIII, ako Te
OTroBapsT Ha YCIIOBHUSTA, ONpeleieHH B wieH 9, maparpad 4 u B
npunoxenue VIII.

3.  Ha TbproBcku HaHaupH, H310XKO0H, AEMOHCTpAllMU, Hay4YHH WU
TEXHUYECKU CpEelM U T.H. AbPXKABUTE-WICHKU HE Cb3AaBaT HHUKAKBU
Ipedyka 3a II0KAa3BaHETO Ha M3JeNus, KOUTO HEe CbOTBETICTBAT Ha
HacTosAIlaTa IUPEKTHBA, MPH YCIOBUE 4Ye IOJOOHM H3ZeNUs He ca
U3I0JI3BaHU 32 IPOOU, B3CTU OT YYAaCTHULUTE, M Y€ € HaJIUIE BUAUM
3HAK, KOUTO ICHO IIOKa3Ba HEBB3MOXKHOCTTA IIOAOOHM M3Jenus fa ObaaT
IIyCHATH HA I1a3apa WIH BBBEICHU B yrmoTpeba, JOKATO HE CE HAIPABST
Taka, 4e Jla ca B ChOTBETCTBUE.

4.  JIppkaBUTe-4ICHKH MOXKE Ja W3HMCKaT MH(MOpMAIHATa, KOATO Ce€
NpefocTaBs cCbrylacHO mpuioxenue [, uvact b, pasgen 8 npu
JOCTUTaHE Ha U3AENUEeTO A0 KpalHug moTpebOuren, na Obae Ha
CHOTBETHUSI/TC OQULUANICH/U €3UK/E€3UIIU.

IIpu ycinoBue uye € ocurypeHa Oe3omacHa W TpaBHJIHA yHoTpeOa Ha
U3[ICIIMETO, IbPKABUTC-WICHKM MOXKE Ja paspemar HHMOpMALHATa,
yloMeHaTta B [bpBaTa aiHMHes, Ja ObJe HAa €IWH HWIH [OBEYe OT
npyrute opunpanau e3unyd Ha OOIHOCTTA.

HpI/I NpujlaraHe Ha Tas3u pa3r[0pe)16a ADbPIKABUTC-WICHKN UMAT NPEABUIA
NIpUHIOHUIIA Ha IIPOIMOPHHUOHATIHOCTTA, U IMO-CHCHHUATIHO:

a) manu uHPOpPMALMATA MOXE Ja C€ NpPEAOCTaBU C YyETHAKBCHU
CHMBOJIM WJIM C MPU3HATH KOJOBE, WM C IPYTH CPEICTBA,

0) mpeamonaraeMusl THI Ha MOTPEOUTENS HA W3JCITHETO.
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5. Korato u3aeiivAaATa ca MnpeaMeT W Ha Jpyru OUPEKTUBU 110
OTHOLICHUE Ha APYrd MmapamMeTpu, KOUTO CHIIO MPEABMIKIAAT ITOJIaraHe
Ha MapKHUpOBKa EO, nocjicaHara Tpf{6Ba Ja IIOKa3Ba, 4€ us3aciusaTa
OTTOBapAT CHIIO U Ha pa3n0pez{61/ITe Ha OpYyrute JUPCKTUBH.

AKo ezHa WM HOBEYE OT TE3M JUPEKTHBH, oDaye, M03BOJsBA HA HPOHU-
3BOAUTENA 110 BpeMe Ha NPEXOIHUS MEpUoA Aa U30Hpa KOU pasnopenou
Ja mpwiara, MapkupoBkata EO mokas3Ba, 4e H3IeNUsATa OTroBapsT Ha
pasmnopenOuTe caMo Ha Te3M JUPEKTHBH, KOMTO Ca IIPUJIaraHd OT MPOH-
3BOJUTENI. B TO3M city4ail, mOAPOOHOCTHTE HA AUPCKTUBHUTE, KaKTO CE
nyomkyBanu B Oguyuanen eecmnux na Esponeiickume obwmocmu
TpsiOBa Ja ce BKIIOYAT B JOKYMEHTHTE, OCNIKKUTC WMIIM YKa3aHUATA,
M3UCKBAaHU OT AUPEKTUBUTE U NPHUIpPYKaBallld MOJOOHU U3MENUSL.

Ynen 5
Ilo3oBaBane Ha cTaHIApTH

1.  JIppKaBUTe-wICHKH TNpHEMaT 3a MafAeHO CBOTBETCTBUETO CBC
CBIIECTBEHUTE HM3HCKBAHMS, YIIOMEHATH B WiIEH 3, IO OTHOLICHHE Ha
W3/ENUs, KOWUTO Ca B CHOTBETCTBHE CHC CHOTBETHHTE HAI[HOHATHU
CTaH/IApTH, BBHBEXKIANIM XAPMOHU3HPAHUTE CTAHAAPTH, YHUUTO pede-
peHTHH HoMepa ca Ownu nyOnukyBanu B Oguyuanen ecmHux Ha
Esponetickume obwHocmuy, IbpKaBUTE-4ICHKH NyOIUKyBaT pede-
PEHTHUTE HOMepa Ha Te3W HAI[HOHAIHU CTaHIapTH.

2.  Axo nppkaBa-wieHka win KoMucwsTa NpeneHd, ue XapMOHH3H-
paHUTE CTaHIApTH HE OTrOBapsAT HAIBIHO HA CHIIECTBEHUTE
W3UCKBAaHUS, YIOMEHAaTH B WiIeH 3, MEpKHUTe, KOUTO JIbpXKaBHUTeE-
YIeHKH TpeInpHeMar II0 OTHOUIEHHE Ha Te3W CTaHIapTH H
myOmuKanusITa, ynomeHara B maparpad 1 oT Hacrosmus 4ieH, ce
nmpueMaTt 1o TMpoleaypara, omnpeseneHa B wieH 6, maparpad 2.

3. JlbpKaBUTe-4JICHKHM @pUEeMaT 3a [JaJeHO CHOTBETCTBHETO ChC
CBILECTBEHUTE W3UCKBaHUs, MOCOYEHH B WIEH 3, 10 OTHOIICHHE Ha
U3Aenusl, NPOCKTUPAaHM M IPOU3BEICHU B CHOTBETCTBUE C OOLIUTE
TEeXHUYECKH CHeLU(UKALNY, ONpPEAeNeHH 3a H3AeNUSITa OT CIUCBK A
Ha npwioxenue 11 u, mpu HE0OXOAUMOCT, U3JENUATA OT CIHUCHK b Ha
npunoxenne II. Tesn cneumdukanuu ycTaHOBSIBAT MOAXOISIIATA
OLICHKAa Ha eKCIUIOATALlMOHHUTE KayecTBa M HAa KpUTEpUHUTE 3a
IPEOIIeHKa, KPUTEPUUTE 32 OCBOOOXKAAaBaHE Ha MapTUAHU, pedepeHTHUTe
METOOu U pedepeHTHHTE MaTepHaIH.

OOmuTe TEXHUYSCKH ChenupUKalud ce  TpHeMarT  ChITTacHO
mpoleaypara, ynoMeHara B WieH 7, maparpad 2, ¥ ce MmyOJHKyBar B
Oduyuanen secmuux na Eeponeiickume obwHocmu.

Kato 00110 mpaBmio, OT MPOW3BOJMTEINTE C€ H3UCKBA Ja Ca3Bar
o0IIMTe TEXHWYECKH CrheuupUKalMy; ako T[OpaaAu  HAIJICKHO
00OCHOBAaHU TIPUYMHH, TPOU3BOJIUTEINTE HE c€ ChOOpaziaT C Te3u
cnenuuKanyuy, TpsOBa Ja NMpUEMaT PELICHUs Ha paBHHIIC, Hal-MaJKo
CKBHBAJICHTHO Ha TAX.

Koraro B HacToAlaTa JUPEKTUBA CE€ IPaBU IMO30BaABaHC HA XapMOHU3HU-
paHUTE CTaHAAPTHU, TOBA CHIIO TaKa O3Ha4dYaBa IO30BaBaHC Ha 06IJ.II/ITC
TEXHUYCCKHU CHGHI/I(bI/IKaHI/II/I.

Ynen 6
KoMuTer Mo cTaHgapTuTe M TEXHUYECKHUTE MPEANMUCAHUS

1. Komwucusta ce moamomara OT KOMHUTETa, CB3JaJCH C WieH 5 OT
HupextuBa 98/34/EO (mapuuan no-noiy ,,KOMUTETa").

2.  Ilpm mo3oBaBaHe Ha HACTOSIIUS WIEH CE MPHIAraT pasnopenaduTe
Ha wieHoBe 3 u 7 or Pemenme 1999/468/EO (), xaro ce B3emar
MIpEeIBU/ pa3nopenOUTe Ha 4ieH 8 OT CHUIOTO pelleHHE.

3. KomwutersT mpuema CBOW MPOLEAYPEH NPABUIHUK.

(") Pemenne 1999/468/EO na CobBera or 28 toHu 1999 T. 32 ycTaHOBsBaHE Ha
NPOLIEAYPUTE 3a YIPAXKHIBAHE HA HW3IIBIHUTEIHUTE MPABOMOILHS, MPEIo-
craBern Ha Kommucusara (OB L 184, 17.7.1999 r., ctp. 23).
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Ynen 7

1. Komwucusara ce moamomara OT KOMHUTETa, CBh3JaJeH C wWieH O,
naparpad 2 ot dupextua 90/385/ENO.

2. Ilpu mo3oBaBaHe Ha HACTOSIIMs maparpad) ce mpuiIaraT WieHOBe 5
u 7 ot Pemenune 1999/468/EO mua Ceoaera (1), mpu crasBane Ha pasiio-
penouTe Ha WICH 8 OT Hero.

CpokbT, TpeBHICH B WwieH 5, maparpad 6 ot Pemenue 1999/468/EO,
Ce yCTaHOBSIBA HA TPU Mecela.

3. Tlpu mo3oBaBaHe Ha HACTOSIIWS maparpad ce Hmpuiiarat 4wieH Sa,
naparpadu 1—4 u unen 7 ot Pemenue 1999/468/EO, npu crna3BaHne Ha
pasnopenduTe Ha WieH 8 OT Hero.

4. Ilpu mo3oBaBaHE HA HACTOSIIH Maparpad ce mpuiaraT 4wieH Sa,
maparpadpu 1, 2, 4 u 6 u wien 7 or Pemenue 1999/468/EO, mpu
Clia3BaHe Ha pas3mopendWTe HAa WICH 8 OT Hero.

Ynen 8
IIpenna3na kiaaysa

1. Koraro appxaBa-4ieHKa YCTAHOBH, 4Y€ IIOCOYEHHTE B WieH 4,
maparpad 1 u3genus, Korato ca TOYHO HHCTAIMPAHH, MOIIBPKAHH M
ynoTpebeH! cropel TAXHOTO NPEIBHICHO NpeJHa3HaueHUe, MOXKe 1a
MOJUIOKAT HA PHUCK 3/pPaBETO W/MIM OE30MaCHOCTTAa Ha IalUeHTUTE,
HOTpeOUTENINTE WK, KOTaTo € MPUIIOKKUMO, Ha JPYTH Jiuna uin Ge3omna-
CHOCTTa Ha MMYIIECTBOTO, TS TpeanpHeMa BCHUYKU IOAXOMASIIN
MEXIUHHU MEPKU 3a U3BXKAAaHE Ha MOJOOHM W3MeNHs OT Iasapa WId
3a 3a0paHa WM OrpaHHYaBaHE Ha IIyCKaHETO UM Ha IIa3apa WU
BBbBEXJAHETO UM B ynorpeba. [IbpxaBaTa-uneHka He3abaBHO
undopmupa Komucusata 3a BCHYKM HOAZOOHM MEpKH, KaTO IIOCOYBa
IPUYUHUTE 32 CBOETO PELICHUE M B YAaCTHOCT, AU HECHOTBETCTBHETO
C HacTosIlaTa AUPEKTHBA C€ ABJDKU Ha:

a) HEyCreX MpH CMa3BaHEeTO Ha CHIICCTBEHUTE M3MCKBAHMUS, TOCOUYCHH B
4jeH 3;

0) HempaBWJIHO TpWUJIaraHe Ha CTaHAAPTUTE, TMOCOYCHH B WieH 5, B
CllydauTe, KOraTo ce TBBbPIH, Y€ CTaHJapTHTE ca OWJIM INpHJIaraHu;

B) HENOCTaThLU B CAMHUTE CTaHIAPTH.

2. KomucusTa 3amouBa KOHCYITallUM ChC 3aUHTEPECOBAHUTE CTPAHU
BbB BB3MOXKHO Hail-kpaTku cpokoBe. Koraro crmex monobHu
KoHCynTauuu Kommucusra ycraHoBH, 4e:

— MEpKUTEC HE ca OmpaBlIaHH, T He3abaBHO HH(pOpMHpa 3a TOBa
'bp)KaBaTa-4iIeHKa, IpeAlpuesna UHUIMATHBaTa M JAPYTUTE
J'bPKaBU-WIEHKH; KOTaToO PEIIeHUEeTO, yNOMEeHaTo B maparpad 1,
ce IBJDKM Ha HeNocTaThlUTe Ha cTanzaprure, Komucusita, cuen
KOHCYJITUpaHE CbC  3aHUHTEPECOBAHUTE  CTPAHU,  IPEJCTaBs
npobiieMa mHpei KOMUTETa, MOCOYeH B uwieH 6, maparpad 1, B
paMKuTE Ha JiBa Mecella, ako JIbpkaBaTa-4JIeHKa, B3eNla PEIICHUETO,
BBb3HAMEPsIBA J1a IO MOJIbPIKA U 3all0uBa MPOLEIYPUTE, TIOCOUCHU B
4jieH 6; KOraro MepkuTe, IOCOueHM B maparpad 1, ce AbKaT Ha
poOIEMH, OTHACSIIN Ce IO ChIBPKAHUETO WM 10 MPIIaraHeTo Ha
obmure  TexHuuecku  crnenuépukanuy,  Komucusara,  cuexn
KOHCYJITUPaHE CbC 3aUHTEPECOBAHUTE CTPaHU, B CPOK 1O JBa
Mecena IpecTaBs mpodiaeMa Ipex KOMHTETa, yIOMeHAT B WieH 7,

naparpad 1,

(') OB L 184, 17.7.1999 r., ctp. 23.
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— MEpKHTE He ca OIpaBlaHu, T He3a0aBHO MH(GOpPMHUpA Jbp)KaBaTa-
YJIeHKa, KOSATO € I[oejla MHUIMATUBATa, M IPOU3BOAUTENS HIU
HETOBHSl YIIBJIHOMOIIEH TPEICTaBUTEIL.

3. Koraro HechOTBETCTBYBAILOTO M37eNue HOcH MapkupoBkara EO,
KOMIIETEHTHAaTa AbpXKaBa-wIEHKA IpeAlpUeMa IOAXOJSI0 JeHcTBUe
cpellly TO3Hd, KOHTO € Mapkupan usaenuero u unpopmupa Komwucusra
U APYTHTE IBPXKABU-WICHKU 32 TOBA.

4. Komucusita rapantupa MH(QOPMHUPAHOCTTa Ha JbpP)KaBUTE-UJICHKH
[0 OTHOIIEHHE Ha HalpeAbKa M pe3ynrara OT Ta3H MpoLeaypa.

Ynen 9
Ipoueaypu 3a oneHka HA CbOTBETCTBHETO

1. 3a nanacaHe Ha MapkupoBkata EO BBpXy BCHUKM H3HeNus, C
M3KIIOYEHUE Ha Te3W, oOXBaHaTH OT mpuioxeHue Il m um3genusara 3a
OLIECHKa Ha eKCIUIOATallMOHHUTE KadecTBa, IPOM3BOAUTENAT CleABa
npornenypata, nocoyeHa B npuioxkenue III, m cwecraBs neknmapanust 3a
cporBeTcTBHE EO, KOATO Ce M3MCKBA Mpenu M3AENHETO Ja ce IIyCHE Ha
razapa.

3a BCHUKM H3ENHUs 3a CaMOTECTyBaHE, OCBEH Te3M, OOXBaHATH OT
npunokenue Il ¥ wu3menuAra 3a oOLEHKAa HAa EKCIJIOATALlMOHHUTE
Ka4yecTBa, Npedu Ja MOArOTBH TOpernocoYeHara JAeKiapanus 3a
CBOTBETCTBHE, IIPOU3BOJUTENAT H3ITBIIHABA JOIIBIIHUTEITHUTE
U3UCKBaHUA, ompeaeneHd B mnpuioxeHue III, Ttouka 6. Bmecto na
npuiara  Ta3d  IpoLEAypa, IPOU3BOAUTENAT MOXKE Ja  CcleaBa
Ipoleypara, IocoueHa B maparpadu 2 mim 3.

2. 3a HaHacsHe Ha MapkupoBkara EO BbpXy BCHUKU M3JIENUs,
yIOMEHaTH B cIUChK A Ha npuioxeHue II, ocBeH Te3u, NpenBUIEHU
3a OlIEHKAa Ha eKCIUI0aTallMOHHUTE Ka4yecTBa, MPOU3BOIUTEIT:

a) cieaBa mpolenypara, cBbp3aHa ¢ EO  gekmapanusta  3a
CHOTBETCTBHE, OmpeleneHa B mpuiaoxeHue [V (mbnHa rapaHmus 3a
Ka4eCTBOTO), I

0) cnenBa mporenypara, otHacsma ce n0 EO wu3cnenBaHe Ha THIIA,
OIIpeIeIeHO B TPHJIOKEHHE V, 3aeIHO C IpoLeaypara, CBbpP3aHa C
EO nexnaparusita 3a ChbOTBETCTBHUE, OIpeneieHa B mpmiokeHue VII
(rapaHiys 3a Ka4eCTBOTO Ha MPOIYKLHUATA).

3. 3a wnHanacsHe Ha MapkupoBkata EO BBpPXy BCHYKH H3IETHS,
ynoMmeHaTd B cnuchbk b Ha mpunokenue I, ocBen Te3w, mpenBuaeHH
3a OLIEHKAa Ha EKCIUIOATALMOHHUTE KauyecTBa, NMPOM3BOIUTENAT CIEIBA:

a) mpouenypara, cBbp3ana ¢ EO Jnekimapanusta 3a ChOTBETCTBHE,
ompenerneHa B npwiokeHue [V (bJiHA TapaHIMs 3a KadyecTBOTO),
17007

0) mpouenypara, otHacsma ce 10 EO u3cnensaHe Ha THIa, ONpeIeiIeHO
B IPUJIOKEHHUE V, 3a€IHO C:

i) mpouenypata, cBbp3aHa ¢ EO mnpoBepkaTa, ompenesieHa B
npunoxkenue VI, uiam

ii) mponenypata, cBbp3aHa ¢ EO nekmapammsaTa 3a CHOTBETCTBHE,
ompeneneHa B mnpwiokeHue VII (rapaHuus 3a KadyecTBOTO Ha
MPOYKIHUATA).

4. B ciyuail Ha n3enus 3a OI[EHKA Ha €KCIUIOATallMOHHUTE KauecTBa,
TIPOU3BOJIUTEISAT ClIe[Ba IMpoleaypaTa, naaeHa B npwioxenne VII u
CbCTaBs CTAHOBWIIE, ONPEINENCHO B CBHLIOTO IPUWIOKEHHE, Npenu
IIyCKaHeTO B ymoTpeda Ha TEe3M H3HENHs.

Hacrosiiata pasmopenba He ce OTpa3siBa BbPXY HAMOHAIHHTE HOPMH,
OTHACAIIM CE 0 CTHYHUTE aCIEKTH Ha MPOBEKAAHETO HA H3CIICIBAHUS
32 OLCHSABAHE HA CKCIUIOATAMOHHWTE Ka4ecTBA DU H3IOJI3BaHE Ha
THKAaHM WIHM BEIICCTBA OT YOBCIIKH IIPOU3XO.
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5. HpI/I mnpoueaypara 3a OLCHABAHEC Ha CHOTBCTCTBUETO Ha HOaJICHO
nzaenue, Nporu3BOAUTCIIAT U HOTI/I(i)I/IHI/IpaH_II/ISIT oprad, ako ¢ BKJIFOYCH,
UMaT MpeABUA PE3YJITATHUTEC OT BCIKO JICUCTBHE Ha OLCHKa " IOTBb-
PKOAEHUE, KOCTO € (700 MIPOBEACHO CBHIJIACHO HACTOANIaTa AUPEKTHUBA
IpU TOAXOIAI] cnyqaﬁ Ha MCKIWHEH €Tall OT IMPOU3BOACTBOTO.

6. IlpomsBomuTensaT Moxe Ja HHCTPYKTHpa CBOSI YIBIHOMOILEH
MpPEeICTaBUTEN J1a 3alloyYyHe MPOLENypUTe, NPEABUICHN B IPHIOKCHHA
11, vV, VI u VIIL

7.  TlpomsBomutensaT TpsiOBa na Ma3u JIEKJapanusiTa 3a CbOTBETCTBHE,
TEXHUUYECKaTa JOKyMEHTalus, mocodeHa B mpuinoxenus [II1—VIII,
KakTO W pelleHHsATa, OTYETUTE U CepTU(UKATHTE, H3JAIEHH OT
HOTU(UUMPALIUTE OpraHd, M Ja TU MPeNoCTaBs Ha HaIMOHATHHUTE
OpraHy C IIeJ IpoBEpKa 3a MEpUOA OT MNEeT TOAMHU CJeX MPOU3BO-
CTBOTO Ha mociueaHus mnpoaykT. Korato mnpousBogutensTt HiIMa
cenanuuie B OOIIHOCTTA, 33ABJDKEHUETO Ja MPEACTaBs ropernocouyeHara
JIOKYMEHTAallsl NpHM TOUCKBAHE C€ MaJa Ha HErOBHS YI'BIHOMOUIEH
MIpeJICTaBUTEI.

8. Koraro mporeaypara 3a OLEHKA Ha CHOTBETCTBHETO BKJIIOYBA
ydacTde ~ Ha  HOTH(GHWUHMpAIl  OpraH,  OPOM3BOMUTEIST  WIIH
YI'BIHOMOIICHUAT MPEACTABUTEN MOXE Ja ce OObpHE KbM OpraH Iio
HEeroB m300p B paMKUTE Ha 3aJaynTe, 3a KOHTO TO3H OpraH ¢ Omi
HOTU(UIMPAH.

9.  Horuduuupamusar opraH MOXKeE Ja HM3HCKBa, KOraTo MUMa IThJIHU
OCHOBaHHUS, BCSAKakBa MHGOpManus U JaHHH, HEoOXoIUMH 3a
yCTaHOBSIBAaHE M IMOJABbpPXKAHE Ha OLIEHKAaTa 3a CHOTBETCTBHE IPEIBUJ
nu3bpaHara npoieaypa.

10.  Pemenusita, B3eTH OT HOTU(QUIMPAIIUTE OpPraHU CBHIJIACHO
npuioxenus I, IV u V ca BanuaHuM Hall-MHOTrO 3a HET FOJUHH, KAaTO
TO3W CPOK MOXKe Ja ObJe MPOABIDKEH C JOIMBIHUTENICH MEPUOJ 10 TEeT
TOIMHU 4Ype3 TMOoJIaBaHe Ha 3asBJICHHUE CHITIACHO JOTOBOPA, MOIIUCAH OT
JIBETE CTPAaHHU.

11.  3ammcuTe W KOPECIOHACHIUATA, OTHACSIIN CE€ MO0 MPOLEIYPHUTE,
yrnoMeHaTt B naparpadu 1—4, ca Ha opHUIMATHUS €3UK Ha Jbp)KaBaTa-
YJIeHKa, B KOSTO C€ MPOBEXKAAT MPOLEAYpUTE W/WIM Ha APYr €3UK Ha
OOIHOCTTa, IPUEMITHB 32 HOTU(UIMPALIUS OpTaH.

12.  Upe3 neporauus or mnaparpa¢pu 1—4 KOMIIETEHTHUTE BJIACTU
MO)Ke Ja paspemiaT, B Ciydail Ha HaageKHO OOOCHOBAHO MCKaHE,
IIyCKaHeTO Ha Ia3apa U BBBEXIAHETO B yHoTpeOa Ha TepUTOpHsTa Ha
CbOTBETHATa Jbp)KaBa-ulIeHKa, HAa OTAENHH U3AENUS, 3a KOUTO
IpoLeNypuTe, MocoueHu B maparpadu 1—4, He ca Ounu IpoBeNEHU U
YHATO YNoTpeda € B MHTEpEC Ha 3]paBeOMNa3BaHETO.

13.  Pasnopenbure Ha HACTOAIIMS YJIEH CE NPWJIArar 1o ChOTBETHHUS
HAaYUH KBM BCSKO (PU3MUECKO WIIM IOPUAMYECKO JIHIE, KOETO IPOH-
3BeXIa HM3IeNus, 00XBaHATH OT Ta3W JUPEKTHBA, U KOeTo, 0e3 Ja TH
IMycKa Ha Iazapa, TH BBBEXKAa B yrnmoTrpeda M T'M M3IOJ3Ba BBB BPB3Ka
CBC CBOAITa MPOQeEeCHOHATHA JEHHOCT.

Ynen 10
Perncrpanusi Ha NPOM3BOAUTENH U H3/IeJIHSA

1. Bceeku MIPOU3BOAUTEI, KONTO IIyCKa Ha ma3apa u3Aejiust OT CBOC
COOCTBCHO HME HOTI/I(I)I/IHI/Ipa KOMIICTCHTHUTC BJIACTH B JAbpiKaBaTa-
YICHKA, B KOATO €© pErucTpupal Z[eﬁHOCTTa Cu:

— 3a ajpeca Ha PErHCTPUPAHOTO MSCTO HA ACHHOCT,
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— 3a uH(bOpMAIHs, CBbP3aHA C PEaKTUBHUTE, MPOAYKTUTE OT PEaKTHUBH
U MaTepualuTe 3a KaauOpupaHe M KOHTPOJ OT IJIeJHAa TOYKa Ha
o0IIUTE TEXHOJOTUYHH XAPAKTEPHCTHKH W/WJIM AHAIUTH, KaKTO U
3a BCSKa CBIIECTBEHA MPOMSHA, BKIIOYUTETHO IPEKpaTsBaHe
IyCKaHeTO Ha TMasapa; 3a JpyTruTe H3AeIusd — MOIXOIAIINTE
MoKa3aHus,

— B Cilydyail Ha u3zenus, o0xBaHaTH OT npuioxenue I, u Ha u3menus
3a CaMOTECTyBaHe 3a BCHYKH JTaHHH, MO3BOJISIBAIIIA
UACHTU(QHUKALUATA HAa MONOOHM HW3AEIHs, aHATUTHUYHHUTE M, KOraTo
€ TOIXOMSINO, TUATHOCTHYHUTE MapaMeTpH, KaKTO € [aJeHO B
npunoxkenne [, wact A, pasmen 3, pe3yaTrar OT OIEHKaTta Ha
€KCIJIOATAllMOHHNATE  KadecTBa ChINIACHO  npunoxkenue  VIII,
cepTU(HKATA U BCSIKA CHINECTBEHA MPOMSHA, BKIIOUYUTEIHO U TIpEy-
CTaHOBsIBaHe ITyCKaHETO Ha Ta3apa.

2. 3a wuzgenus, obxBaHatu oT mnpuioxenue Il um 3a um3nmenus 3a
CaMOTECTBaHe, JbpP)KABUTE-WICHKM MOXKE Ia H3UCKAT Aa ObaaT uH(O-
pPMHpaHHU 3a JaHHHUTE, O3BOJIABALIM HJIEHTU(DUIMPAHE 3a€THO C ETUKETA
W yKa3aHWATA 3a ynoTpeda, Korato IOA0OHM M3/enus ce IyCHaT Ha
mazapa W/WIM ce BbBeJaT B yHnoTpeba Ha TAXHA TEPUTOPUSL.

Te3u MCPKH HE MOXC Ja CbCTaBJIIBAT IMPCABAPUTCIIHO YCJIOBHC 3a
ITYCKaHC Ha I[a3apa WJIU BBbBEKIAHC B yl'[OTp€6a Ha U3€CIHUsA, KOUTO Ca
B CBOTBETCTBUC C HaACTOAIlaTa OUPCKTUBA.

3. Koraro mpon3BoauTel, KOHTO MycKa HM3AENUs HA Ia3apa OT CBOC
UMe, HIMa PETHCTPUPAHO MSCTO HA JEHHOCT B JaJICHA Abp)KaBa-dICHKA,
TOH  cnexBa  Ja  HasHa4d  YIBIHOMOLIEH  IIPEICTaBUTEIL
VYI'BIHOMOIICHUSAT TPEACTaBUTEN HOTH(GHIMPA KOMIICTCHTHHTE BJIACTH
Ha JAbp)KaBaTa-4ICHKa, B KOSATO MMa PErMCTPHPaHa JIEHHOCT, 32 BCHUYKU
HOJPOOHOCTH, KAaKTO € IO0COYEeHO B maparpad 1.

4.  Horudukanusara, nocoueHa B naparpag 1, BKI0YBa U BCSIKO HOBO
u3fenue. B nombiaHeHWe, KOraro BbB BpPb3Ka C Tasd HOTH(UKALUSL
HOTUGHULMPAHOTO H3/eNHe, Hocemo Mapkupoka EO, e ,HOB
OPOJYKT®, MpPOU3BOJUTENAT OTOemsI3Ba TOo3M (akT B  CBOsTA
HOTH(UKALUSL.

ITo cMuChIIa Ha HACTOSINMS YIEH, U3JEIHNETO € ,,HOBO®, aKoO:

a) HAMa 1oxo0HO wu3/Aenue, HaMYHO Oe3 IMpeKbCBaHE Ha Maszapa Ha
OOmHoCTTa Tpe3 MNPeIXOAHHTE TPU TOAWHHM 3a IPOyYBaHE Ha
AQHAIUTUYCH WIH JPYT THI HapaMeTpH;

0) mpouenypara BKIIOYBA aHAJUTHYHA TEXHOJOTHS, KOSNTO HE ¢©
W3M0JI3BaHa HENPEKbCHATO BBB BPB3KAa C HAICHUS AaHAIUTHYCH
MoKasaTel WIM Ipyr HapaMeTbp Ha masapa Ha OONIHOCTTa Ipe3
MPEIXOIHUTE TPHU TOIUHH.

5. JIepkaBUTE-WICHKH MPEANPHEMAT BCUYKH HEOOXOMMMH MEpKH Ja
rapaHTupar, 4e HoTh(duUKanuure, nocodyeHn B maparpadu 1 um 3, ce
peructpupar He3abaBHO B OaHKaTa JaHHM, ONMKCaHa B wieH 12.

Iporieaypute 3a mpuiaraHe Ha HACTOSIIMS 4ICH, U B YaCTHOCT TE3H,
OTHACAIIM C€ A0 HOTHOUKANMATA W KOHLCNIHATA 38 3HAYATEIHA
OpOMsIHA, Ce IPHEMaT B CHOTBETCTBHE C IPOLEAypaTa MO PEryiHpaHe,
rmocoveHa B uieH 7, maparpad 2.

6. BpemeHnHo, B ovakBaHe Ha Ch3aaBaHeTo Ha EBporeiicka OaHka
JTaHHHU, JOCTBIIHA 32 KOMIIETEHTHHUTE OpPraHM Ha Ibp)KaBUTE-WICHKH H
ChIbpIKAIIA JAHHUTE, OTHACSINM C€ 10 BCHYKM HAJIMYHU M3JEJUs Ha
Tepuropuata Ha OOIIHOCTTa, MPOM3BOTUTENAT TNPENOCTaBs IOI00HA
HOTH(UKAIMA Ha KOMIIETEHTHHTE OpPraHH Ha BCsKa IbpKaBa-wICHKa,
3aMHTEpPECOBaHa OT IIyCKAaHETO Ha Ias3apa.
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Ynen 11
IIpouenypa nmo rapanTupaHe Ha 0€30MaACHOCT

1. IIT)p)KaBI/ITe-‘IHeHKI/I npearnpueMaTt BCU4KHu HeO6XOZ[I/IMI/I CTBIIKH, 3a
Ja TapaHTHpaT, Y€ BCsAKa MNPEAOCTaB€Ha UM I/IH(l)OpMaI_II/IH, ChI'JIaCHO
)Ie(l)I/IHI/IIlI/II/ITe Ha HacTosdmara AJUPCEKTHBA, OTHOCHO HWHIHUACHTUTE,
IMOCOYCHU MO-A0JY M BKIIOYBAIlW H3CJIHMA, HOCCIIN MAapKHPOBKa EO,
CC 3allicCBa MU OLCHsABAa Ha LEHTPAJIHO HHUBO:

a) BCsIKa HCU3INPABHOCT, IMMOBPEa WJIN BJIOIIABAHE HAa XapaKTCPUCTUKUTE
H/WIH CKCIIOATAllMOHHUTEC Ka4dy€CTBa Ha HU3JACIUCTO, KaKTO M BCAKO
HECHOTBECTCTBUC B CTHKCTHUPAHCTO WM B YKasaHHATa 3a yHOTpe6a,
KOHUTO IIPAKO HJIM HEIPAKO MOXKE Ta OOBEIAT HIIM Ca JOBEJIUM OO0
CMbBpPTTAa HAa MALMCHT, Ha HOTpe6I/ITeH WK Ha Apyro Jvae, WJin O0
CCPHO3HO BJIONIABAHC HAa 3APAaBHOTO UM CBCTOSHHUC,

0) BCAKAKBM TEXHUYECKH MM MEIUIMHCKH OCHOBAHHS IO OTHOIICHHE
Ha XapaKTePUCTHUKUTE WM CKCIUIOATAIIMOHHUTE KauecTBa Ha M3/ICIHUs
[0 TPUYMHH, YIOMEHAaTH B OyKBa a), BOJCIIM 1O CHCTEMaTHIHO
BpBIIAHE HA M3JENUS OT CHIIUS THUI HA TPOU3BOAMTEIIS.

2. Koraro pbpxkaBa-wieHKa U3HCKBAa IPAKTUKYBAIUTE JIEKapH,
3IpaBHUTE 3aBEICHUS MM OPraHU3aTOpUTE Ha BBHIIHU CXEMH 32
OLIEHKAa Ha Ka4yecTBOTO Ja HMH(GOPMUpPAT KOMIIETEGHTHUTE OpraHu 3a
BCSIKAKBM HMHIMJICHTH, IIOCOUYeHM B maparpad 1, T4 npexnpuema
HEOOXOAUMUTE CTBIKH, 3a Ja TrapaHTHpa, d4e IPOU3BOJUTENIAT Ha
BBIIPOCHOTO U3/IEIHE WM HETOB YI'BIHOMOLIECH NPEJCTaBUTEIN CBIIO €
uH(OpPMUpPaH 32 MHLUJACHTA.

3.  Crnex mpoBexiaHe Ha OICHSIBAHETO, aKO € Bh3MOXKHO CHBMECTHO C
MPOU3BOIUTENS, IbPKABUTE-WICHKH, O€3 Ja HapyluaBaT 4WieH 8§,
He3abaBHO WH(opMupar Komucusra u Apyrute AbpKABH-YWICHKH 32
WHIIMJCHTUTE, TOCOUeHH B maparpad 1, 3a KouTo ca OunM mpeanpueTu
WA ce OOCHKIAT TOAXOJSIIA MEPKH, BKIIOYHUTEIHO W BB3MOXKHO
U3TETJISIHE OT Ta3apa.

4. BuB BpB3Ka ¢ HOoTU(UKauusATa, rnocoyeHa B wieH 10, korarto
HOTUQULIMPAHOTO U3AENHe, Hocemo wMapkuposka EO, e ,HOB™
OPOIYKT, IPOM3BONUTENAT OTOens3Ba TO3W (akT B CBOsTA
HoTu(uKanusa. KomnereHTHaTta BilacT, HOTU(UIMPaHA IO TO3M HAuuH,
MOXe€, [I0 BCAKO BpeMe Ipe3 ClIeABAILUTE [BE FOJUHU U HAa OCHOBAaTa Ha
JOCTaTbYHO OOOCHOBAHM IIPUYMHM, Jla M3UCKA IPOU3BOJUTENAT Ja
IpPEeNOoCTaBU OTYET, OTHACALl Ce N0 HATPyIaHUs ONUT C H3JEIHETO
cllesl MyCKaHEeTO My Ha masapa.

5. Ilpu moOWCKBaHE [bPKABHTE-WICHKH HH(POPMUpAT  JPYTUTE
IbP)KABH-WICHKH 3a TOAPOOHOCTHUTE, TOCOYeHH B maparpadpu 1—4.
Ipoueaypure 3a mpuUiaraHe Ha HACTOSINMS WICH C€ I[IPUEMAaT B
CBOTBETCTBHE C MPOILEAypara II0 peryjumpaHe, MOCOYeHa B WiIeH 7,
naparpad 2.

Ynen 12
EBponeiicka 0anka naHHH

1. CermacHO HacTosll[aTa AUPEKTHBA AAaHHUTE 3a DEryJUpaHe ce
cbxpaHsBar B EBpormelicka OaHKa JaHHHW, JOCTBIIHA 32 KOMIIETEHTHUTE
BJIACTH, KOSATO MM JlaBa BB3MOXKHOCT Jla HM3IBJIHABAT CBOUTE 3aJayH,
CBBP3aHU C HACTOSIIATA TUPEKTHBA, Ha J0Ope MH(MOpPMHUpaHA OCHOBA.

bankara manHmN CbAbpiKa CICIHOTO:

a) JaHHYW, CBBP3aHU C PETUCTPUPAHETO HA MPOU3BOJUTEIUTE U
u3nenusTa no pexa Ha wien 10;

0) JaHHH, CBBP3aHH C H3JaJCHUTE, MOTU(UIMPAHHUTE, JOMBIHECHHUTE,
MpeKpaTeHUTe, U3TETJICHUTE WM OTKa3aHUTE CEepTH(UKATH 1O pena
Ha Tpouenypute, onpeaeneHu B npuioxenus [I1—VII;

B) JaHHH, TIONyYeHH CBIVIACHO TMpolleAypara MO TapaHTUpaHEe Ha
0e30macHoCT, onpeeneHa B wieH 11.
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2.  JaHHMTE ce W3Opamar B CTaHAAPTU3UpaH (opmar.

VM2
3. Ipouenypure 3a NpuUiIaraHe Ha HACTOSIIMS WIEH CE NPHEMAaT B
CBOTBETCTBHE C MPOIEAypara II0 peryjimpaHe, MOCOYeHa B WiIeH 7,
naparpad 2.

Ynen 13

Koraro nppkaBa-wieHKa cCMETHE, Y€ MO OTHOIICHHE Ha JaJeH MPOIYKT
WM TPyHa MPOAYKTH, 3a []a Ce TapaHTHpaT 3IpaBeola3BaHeTo U Oe3oma-
CHOCTTA W/WJIHM 3a JIa ce TapaHTHpa, Y& M3NCKBAHMWSITA 32 OOIIECTBEHOTO
3/[paBe ce cma3BaT chrilacHO wieH 36 oT JloroBopa, IpHUCHCTBHETO Ha
nmonoOHM TPOAYKTH clieAiBa nga Obae 3a0paHEeHO, OTPAHUYCHO WM
NOAYMHEHO Ha CIEHUATHH W3HUCKBAHWS, Ta3sd CTpaHa MOXe Ja
MpeArprueMe BCSKAKBH HEOOXOMMMH W OOOCHOBAaHM BPEMEHHH MEPKH.
Cnen TtoBa T uHdpopmupa Kommcusara W BCHYKH IpPYTH IbpKaBH-
YIeHKH, [IaBalku NPHYMHHUTE 3a CBOeTo pemeHne. Komwmcusra ce
KOHCYJITHpPA CBbC 3aWHTEPECOBAHUTE CTPAaHH U ABPKABUTE-WICHKH U
KOTaTo HAIMOHAIHUTE MEPKH ca OIpaBlIaHH, NpHEeMa HEOOXOAUMHTE
OOIIHOCTHU MEPKH.

Te3u MepkH, MpeqHa3HaYeHH Ja U3MEHST HECHLUIECTBEHH eJIEMEHTH Ha
HacTosIlaTa JMPEKTHBAa 4Ype3 JAONBJIBAaHETO M, ce [pueMaTr B
CHOTBETCTBHE C INPOLEAypaTa MO PeryjupaHe ¢ KOHTPOJ, MOCOUYEeHa B
yned 7, maparpad 3. Ilopagy uMIepaTMBHU NPUYMHU 3a CIICHIHOCT
Komucusara Moxe J1a U3M0JI3Ba MpoLeAypara Mo CIEIIHOCT, IpeABUICHA
B wieH 7, maparpad 4.

Ynen 14

HN3menenns B npuioxkenne Il m knaysa 3a neporanus

1. Korato AbpiKaBa-4JI€HKa CMETHE, 4€:

a) CIHCBHKBT HA WM3Aenus B mpuiokenue Il crnenBa na ce U3MEHH WIH
pa3mupy; UIu

0) CHOTBETCTBHUETO Ha MAAJCHO H3JCIIME WM HA KATCrOpUs W3ZICIHS
cleliBa Ja c€ YCTaHOBH 4pe3 JEporanusi OT pasnopenduTe Ha YieH
9, 4pe3 TpWIaraHe Ha eJIHa WIM TOBEYE MpOLEAYpH OT Te3H,
IMOCOYEHH B 4JIEH 9,

TS TIPEICTaBs Ha[UIS)KHO 000CHOBaHO HckaHe mpen Kommcusirta ¢ Monba
Jla IpeArnpreMe He0OXOIUMHUTE MEPKH.

Koraro MepkuTe ce OTHAcAT A0 BBIPOCH MO OyKBa a) OT HACTOSIIUS
naparpad ¥ ca IpeJHa3HAuUCHU Ja U3MEHST HECBIECTBCHU €IEMEHTH Ha
HacTosIaTa AUPEKTHBA, TE ce IpHeMaT B ChOTBETICTBUE C IpoLeAypara
MO peryjimpaHe ¢ KOHTPOJ, MOCOYeHa B ujieH 7, maparpad 3.

Koraro MepkuTe ce OTHACAT IO BBIPOCH MO OykBa 0) OT HACTOSIIUS
naparpad, Te ce MpHeMaT B CBOTBETCTBHE C MpoleAypara Io
peryiupase, HocodeHa B WwieH 7, maparpad 2.

2. Koraro cnensa na ce MnpearnpueMe Msipka CbIIaCHO naparpacb 1,
ciaeaBa ga ce 061>pHe JABbJDKUMOTO BHHUMAHHEC Ha:

a) BCsKa HaJIM4YHA IMOAXOJd1Ia I/IH(l)OpMaLII/Iﬂ, IoJIyd€Ha OT IIPpOUCAypUTe
3a rapaHTUpPAHC Ha 0€30ITaCHOCTTa U OT BBHIIIHUTE CXCMH 3a OIICHKa
Ha Ka4€CTBOTO, IMOCOYCHU B YICH 11,

0) clleHUTE KPUTEPHU:

1) Janm ChIIECTBYBa IThJIHA HAIEKTHOCT HA pe3ynTara, MOJy4eH C
JaJIeHO M3JIeNHe, KaTo TO3M pe3yNTaT UMa MPSAKO BIUSHHUE BbPXY
[I0CTIE/IBAIOTO MEIUIMHCKO AEHCTBHE, U
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il) manu neicTBHe, MPENpHeTo Ha OCHOBaTa HAa HETOYEH pe3yJITar,
IIOJIyYeH TPH M3II0J3BaHE TO HA JIaJICHO YCTPOWCTBO, MOXKE Jia ce
JOKaXke, 4e € OIaCHO 3a MAalMeHTa, 3a TpeTa CTpaHa WM 3a
O0IeCTBOTO, Hali-Be4e KaTo CIEACTBHE Ha  (hajIuBH
MIOJIOKUTEHN WM (aIIMBU OTPULATETHH PE3YNTaTH, U

iii) Jany BKIFOYBAHETO HA HOTU(HUIMPAL] OpraH O IOJIOMOTHAJIO
YCTaHOBSIBAHETO Ha CHOTBETCTBHETO HAa H3/CIHETO.

3.  Kowmucusara wuHbOpMHpA IbpPKABUTE-WICHKA 3a MPEIIPHETHTE
MEpPKH M KOraTto € MOJXOIsIo, myOiukyBa Te3u Mepku B Oguyuanen
secmnux Ha Eeponeiickume obwHocmu.

Ynen 15
Horudpuuupamu opranu

1.  JIbpxaBure-uieHkd Hotupuuupar Komwucusta wu  Apyrure
IBPKaBU-WICHKH 332 OPTaHHUTE, KOMTO T€ Ca HAa3HAUMIM 3a MPOBEXIaHEe
Ha 3aJla4dTe, CBBP3aHU C MNPOLENYpUTE, YIIOMEHAaTH B wieH 9 u Ha
cnenuduUHUTe 3a71a4yM, 3a KOMTO TE3UM OpraHM ca MpPEeABUACHH.
Komucusara ompenens uIeHTH(QUKAIMOHHM HOMEpa HAa TE3U OPraHH,
HapU4yaHU OTTYK HATaThbK ,,HOTUGHLUPALIM OpPraHu‘.

Komucusara mnybnukysa B Oguyuanen eecmnux na Eeponeiickume
obwHocmy  CIUCBK HAa  HOTU(QUUUpALIUTE OpraHd, 3aeiHO C
IPUYUCICHUTE UM UACHTUGUKALMOHHU HOMEpa U 3aJaduTe, 3a KOUTO
Te ca Hotuunupanu. Tg rapaHTtupa, 4e CIUCBKBT C€ MOIABPXKA
aKTyallu3UpaH.

JIbprkaBUTE-YWICHKA HE Ca 3a/JbJDKCHH Ja ONPEACIIT HOTH(UIMpPAIIH
OpraHH.

2. JIppXaBHTe-ule€HKHM TIpuUiaraT KpPHTEPHUTE, OIpeJIelIeHH B
npunoxenue IX 3a onpenensHero Ha opranute. OpraHure, KOUTO
OTroBapsIT Ha KPUTEPUHUTE, ONPENEICHU B HALMOHATIHUTE CTAHAAPTH,
KOUTO BBBEKAAT CHOTBETHHTE XaPMOHH3MPAHM CTAHIAPTH, CE€ CUUTAT
3a OTrOBapsIy Ha CHOTBETHUTE KPUTEPUH.

3. JIbpKaBUTe-WICHKU YINPAXHSABAT HENPEKbCHAT HAA30p BBPXY
HOTU(UIMpAIIUTE OpraHW, 3a Ja TapaHTUpaT IIPONbIDKABALIOTO
CBbOTBETCTBHE C KpUTEpUUTE, OIOpeAeneHH B mpunoxkenue IX.
JbpxaBa-uwleHKa, KOSATO € HoTuduIMpana opraH, OTTENIA WX
OrpaHM4YaBa Ta3u HOTU(UKALMS, aKO TO3U OpraH IIOBe4e HE OTroBaps
Ha KpUTepHuTe, najeHu B npmioxkenue I[X. Ts HezabaBHO mH(DOpMUpa
Jpyrure JbpxKaBU-wieHKM M KomucusaTa 3a BCAKO OTTENNIIHE Ha
HOTH(HKAIMATA WIH 332 BCSIKO OTpaHWYEHHE Ha HEHHOTO JeficTBHE.

4. Horudummpammar opraH ¥  [POU3BOIUTENAT WJIM  HETOB
YIIBIHOMOILCH ~ TIPEICTaBHTEN, YCTAaHOBEH Ha TEpUTOpHATa Ha
OOIIHOCTTa ONPE/IENAT, Ype3 OOMKHOBEHO ChIJIACHE, CPOKOBETE 3 3aBb-
pIIBaHE Ha JAEHHOCTHTE IO OLEHSIBaHE M YIOCTOBEpsSBaHE, ITOCOYECHH B
npuioxkenus: [1I—VIIL.

5. Hortudunupamusr opran HHGOpMHpa IpyruTe HOTUGHLUPALIH
OpraHd U KOMIIETCGHTHUTE OpraHd 3a BCHUYKM IIPEKpaTeHH WIU
U3TErJICHU CepTU(UKATH, a NpU [OUCKBAHE, U 3a M3JaJCHUTE WIU
oTkazaHu ceprudukatu. Toll CbBIIO NpenocTaBsi, IIpU IOMCKBaHE,
IsIaTa JONBIHUTENHA CHOTBETHA MH(OPMAIIHS.

6. Koraro HoTH}uUMpamuAT oOpraH HaMmepH, Y€ CBbP3aHHUTE C
HaCcTOsIIIaTa AUPEKTHBAa M3UCKBAHUS HE ca OWIM M3ITBIHEHH WIA HE Ce
W3MIBJIHABAT MOBEYE OT MPOM3BOJMUTENS WM 4e JaJeH cepTH(UKAT HE €
cnefBaio na ObJe HM3/AaZeH, UMaWKU TNPEIBUJ TPUHIKIA 33 IMPOIO-
PIMOHAIHOCT, TOW IIPEKpaTsBa WM H3TETNsl W3NafeHus cepTrudurar
WIM TIOCTaBsl OTPaHUYEHUS BBPXY HETOBOTO JCHCTBHE, JOKAaTO HE CE
rapaHTapa ChOTBETCTBHE C TE3M M3HUCKBAHUS upe3 MpUIIaraHe Ha
MOIXOASAIIM KOPEKTHMBHM MEpPKH OT CTpaHa Ha NpoM3BoAMTeNs. B
clydail Ha TpeEKparsBaHe WM H3TEIJIsIHE Ha CcepTU(HKAaTa WIA Ha
BCSKAKBO OrpaHMYaBaHEe BBPXY HEr0 WIM TPU CIydawWTe, KOraro
HaMmecaTa Ha KOMIIETEHTHAa BJIACT MOXeE Ja CcTaHe HeoOXoauMma,
HOTUQUIUPALIMAT oOpraH HWHOOpPMHpAa CBOS KOMIICTCHTEH OpTraH.
JbpxaBata-uneHka  WHGOPMHpA  JPYTUTC  JbPXKABU-UICHKH |
Komucusra.
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7. Ilpm mnoWCKBaHe, HOTU(GHUIUPAIIMAT OpraH MPEIOCTaBsl BCSIKA
MOAXOJsma HWHPOpPMANUS W JOKYMEHTH, BKJIIOYHTEIHO (DHMHAHCOBU
JIOKYMEHTH, HEOOXOIMMH Ha JbpiKaBaTa-4jeHKa, 3a Jia YyJOCTOBEpH
CHOTBETCTBHETO C M3UCKBaHMATA Ha IpuioxkeHue 1X.

Ynen 16
Mapxkuposka EO

1. W3pmenus, pa3iM4HU OT TE3HW 32 OLEHKA HAa EKCIUIOATAI[HOHHHTE
Ka4yecTBa, 3a KOHTO C€ CYHTa, 4Ye OTroBapsAT Ha HEOOXOJUMHUTE
W3UCKBaHUs, NaJeHW B WICH 3, KOrato ce IyCHAT Ha masapa, TpsOBa
na HocsT MapkupoBkata EO 3a croTBeTcTBHE.

2. MapkupoBkara EO 3a CcBOTBETCTBUE, KaKTO € IIOKa3aHO B
npunoxeHue X, TpsAOBa Ja ce sABsABa B ACEH, YETIUB U HEU3TPUBAEM
BUJl BbPXY U3JEIMETO, HA MOAXOJSLIO U MPAKTUYHO MSACTO, KAKTO U B
HMHCTpYyKLUATa 3a ynorpeda. Mapkuposkara EO 3a cboTBeTCTBUE TpsiOBa
Ja € ¥ BbpXy MNpojaxHara omakoBka. MapkupoBkata EO ce mpun-
pyXaBa OT HJISHTU(UKALMOHHMS HOMEp Ha HOTH(UUUMpaIIus Opra,
OTrOBOpEH 3a IPUJIAraHe Ha MPOLEAYPHUTE, OIPEJICICHU B IIPUIIOKEHUSL
11, IV, VI u VIL

3. 3albpaHeHO € jJa ce MOCTaBsIT MapKUPOBKHM WJIM HAANHMCH, KOUTO
BEpOATHO Ouxa OOBPKaNIU TPETU CTPAHU IO OTHOUIEHHE 3HAUCHUETO Ha
rpapuyHoTO M300pakeHHe Ha MapkupoBkara EO. Bceska gpyra
MapKHPOBKA MOXE Jla C€ MOCTaBU BBPXY H3JEIUETO, BbPXY OIAKOBKATa
UM B OpoIIypaTa ¢ yKa3aHHUs, KOATO MPHIPY)KaBa M3AENHETO, KaTo ce
OCUTypH, 4€ C TOBa HjAMa Ja Ce HaMaJld BUJUMOCTTA U YETJIMBOCTTA HA
MmapkupoBkaTta EO.

Ynen 17
HenpaBuiano nocraBena mapkuposka EO

1.  be3 ga ce 3acsrar pasmnopendoure Ha wieH 8:

a) KOoraTo JabpXKaBa-4JCHKAa YyCTAaHOBM, ue MapkupoBkatra EO e
IIOCTaB€Ha HENPABUIHO, NPOU3BOAUTCIIAT WM HETOB YIIBJIHOMOIICH
IPEACTaBUTEN € 3abIDKEH Ja CIpe HapyIIeHHeTO IpU YCJIOBHUS,
HaJIO)KEHHU OT Ibp)KaBaTa-1ICHKa;

0) KOrato HECHOTBETCTBHETO MpPOABIIKABA, IbpiKaBaTa-uleHKa TpPAOBa
Ja TpeArpueMe BCHYKU TOIXOIIIIM MEpPKH, 33 Ja OTpaHH4YH WU
3a0paHd TYCKaHETO Ha Ta3apa Ha MOJ00EH MpPOAYKT WIH Ja
rapaHTHpa, 4e TOM € M3TerJieH OT Ia3apa, ChIVIACHO MpoLexypara
o 4jieH 8.

2.  Pasnopenbure B maparpad 1 ce mpuiaraT ChIIO, KOraTo MapKH-
poBkatra EO e mnocraBeHa ChIVIACHO INPOLEAYpPUTE Ha HACTOSIIATA
TUPEKTHBA, HO HENOJXOJAIIO, BBPXY TMPOAYKTH, KOUTO HE ca
00XBaHATH OT HACTOSIIATA JTUPEKTHBA.

Ynen 18
Pemiennsi mo oTHOIIEHHEe HA OTKA3 MJIM OrpaHHYaBaHe
1.  Bcsxo pemenune, B3eTO CBhIIIACHO HACTOSIIATA AUPEKTHBA:

a) 3a OTKa3 WJIM OrpaHHYaBaHC ITYCKAHCTO Ha Ia3apa HWJIN BCAKO IMPEa-
CTaBsAHC WJIM BBHBCXKIAHC B yHOTpe6a Ha naacHoO U3ACIUC, UIIH

0) 3a W3TErNIssHE Ha M3JENHATA OT Iasapa,

MOCOYBa TOYHHUTE NMPHYMHU, HA KOUTO ce OCHOBaBa. [1000HM permeHus
ce HoTHdUIMpAT He3a0aBHO HAa 3aWHTEPECOBAHATAa CTpaHa, KOSATO B
CBIIOTO BpeMe ce uHQopMHpa 3a KOMIICHCAMHUTE, IPUIOKHMHU
criopell HaMOHAJIHUTE 3aKOHH, ACHCTBAIM B Jbp)KaBaTa-4ieHKa, W 3a
CPOKBT, 32 KOHTO TOJIEKaT Ha TaKUBAa KOMIICHCALIHH.
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2. B ciyyail Ha pemieHue, MocoyeHo B maparpad 1, Mpou3BOAUTENAT
WIM HEroB YIBIHOMOUIEH IPEJICTaBUTEl KMa BB3MOXHOCT J1a
MPEeCTaBU CBOSATA TJIEAHA TOYKA IPEIBApPUTENIHO, OCBEH aKo I0A00Ha
KOHCYJITAIlMsl HE € BB3MOJKHA, MOpagyl CHEIIHOCTTa Ha MApKaTa, KOSATO
clieBa Jla ce MpelrnpreMe, U KOATO ce 00OCHOBaBa IMO-CIEIHAHO OT
WU3HUCKBAaHUATA Ha OOIIECTBEHOTO 3JIpaBe.

Ynen 19
IoBepuTesHOCT

Be3 na ce 3acsarat pasnopendute Ha HAIMOHATHOTO 3aKOHOAATEIICTBO U
IIpaKTUKaTa Ha JieKapcKaTa TailHa, Abp)KaBUTE-WIEHKU rapaHTUpaT, 4de
BCUYKM CTPaHH, BKJIIOYEHU B IIPUJIATAaHETO HA HAcTosIaTa JAUPEKTHBA
ca JTBXKHU Ja CIa3BaT IIOBEPUTENHOCT IO OTHOUIEHHE Ha HHQO-
pMarysiTa, MOTyYeHa IPH U3IMBIHEHHE HA CBOMTE 3ajayd. ToBa He ce
OTpa3siBa BBPXY 3aIb/DKCHUSATa HAa JBbP)KABUTE-WICHKH W HOTH(UIN-
palmre opraHy 1o OTHOLICHHE Ha B3aMMHATa HH(pOpMaLuUs U pa3npocT-
PaHsSBaHETO HA MPEAYNPEKICHUS, HUTO HA 3aJb/DKCHUATA HA 3aUHTEp-
€COBAaHUTE JIMLA J]a IPEeJOCTaBAT UH(OPMAIMS ChITIACHO HAKa3aTeIHOTO
3aKOHOJATEJICTBO.

Ynen 20
ChTpYIHMYECTBO MEXIY IbpP:KaBHTE-YIEHKU

HLp)KaBI/ITe-tUIeHKI/I npeamnpueMar noaAXo A MCPKH, 3a Ja
rapaHTupat, 4€ KOMICTCHTHUTC OpraHu, HAaTOBAPCHU C HUBIIBJIHCHUECTO
Ha HacCTosllaTa IUPECKTUBA, CU CHTPYAHHUYIAT €IUH C APYr U CU IIp€aaBaT
I/IH(I)OpMaHI/ISI, HCO6XOHI/IM3 JAa OCUTYpH HOPUIAraHeTO  CbhIJIACHO
HacTodAlaTta JUPEKTHUBA.

Ynen 21
H3menenne Ha JHPEKTHBH

1. B [JupekruBa 98/37/EMO BrOpoTO THpe Ha uieH 1, maparpad 3
»MalllMHA 33 MEIWIMHCKH IIeJM, HW3MON3BaHM B MPSAK KOHTaKT C
MHaldeHTH, ce 3aMeHS ChC CIIETHOTO:

,»— MEIHIIMHCKU H3MeNHs," .
2. JHupextuBa 93/42/EVIO ce U3MeHs, KaKTO CIleBa:
a) B wieH 1, maparpa¢ 2:

— OykBa B) ce 3aMeHs ChC CJIETHOTO:

,»B) ,,JHaTHOCTUYHO MEIMIMHCKO H3JENue in Vitro* 03Ha4daBa
BCSAKO MEIMIMHCKO U3JeNNe, KOETO € peakTHB, MPOJYKT Ha
peakTHBa, KaniuOpaTop, KOHTPOJIEH MaTepHal, Habop, MHCT-
PYMEHT, amapar, o0opyJABaHE HIM CHCTEMa, H3IMOI3BaHU
CaMOCTOSITCIHO MU B KOMOWHAIIHS, NpeaBUACHU OT IIPOH-
3BOZUTENS J]a C€ U3ION3BAT 3a in Vifro U3CIeABaHe Ha IpooU
OT YOBEIIKOTO TsJI0, BKJIIOYUTEIHO JOHOPCTBO HAa THKaHH U
KPBB, C LEJ €AUHCTBEHO WM NMPEIUMHO 3a MPENOCTaBsIHE Ha
uHpopmarys:

— IO OTHOLICHHEC Ha (1)I/I3I/IOJ'IOFI/I‘IHO WX IIaTOJOTUYHO
CbCTOSAHUEC, HUIIU

— II0 OTHOIICHHC Ha BPOJACHHU OTKIIOHCHHA, WU

— 3a ONIpeaciIsIHE Ha 0€30MMacHOCTTa U CHhBMECTHMOCTTA
Py IMOTCHIUAJIHU PECUUIIMCHTH, HJIN

— 3a MNPCUCHABAHE Ha C(beKTI/IBHOCTTa Ha JICYCHHUCTO.
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0)

CpaoBeTe 3a TMmpoOM Ce€ CUMTaT 3a JMArHOCTUYHU
MEAMUMHCKH u3aenus in vitro. ,,CbroBere 3a mpoOu“ ca
OHE3W H3JIEJHs, HE3aBHCUMO Al Ca BaKyyMeH THI WX
He, cHnenu(UYHO MpPEJHA3HAYCHH OT TEXHHUTE IMPOH-
3BOJMTENIM 3a IbPBOHAYAIHO ChOMpaHE W ChXpAaHCHHE Ha
MpoOH OT YOBEIIKOTO TSJIO 3a IEJUTe Ha JUArHOCTHYHO
u3CIIeABaHE in Vitro,

IIpogykture 3a oOma naboparopHa ynorpeba He ca
JUAarHOCTUYHU MEIULUHCKU WU3LENUS in Vitro, OCBEH aKo
TE3U NPOJAYKTH, C OIJe] Ha TEXHUTE CBOHCTBA, HE ca
cnenu(UUHO NpeJHa3HAUYeHU OT TeXHHs IPOU3BOAUTEN 1A
ce M3M0J3BaT 3a JUAarHOCTHYHO W3CIEIBAHE in Vitro*“.

— OykBa M) ce 3aMEHs ChC CIIEHOTO:

1) ,,BbBGXKIAHE B ymoTpeba“ o3HauaBa eTana, OpU KOWTO
M3JIENIUETO € OWII0 TpEeAajeHO Ha KpalHUs MOTpeOUTEN Karo
roToBo 3a ymorpeba Ha mazapa Ha OOLIHOCTTa 332 MBPBH BT
CBIJIACHO HETOBOTO IMPENBHIEHO NpeqHa3HaueHue;

— Z[O6aBH CE ci€aHara 6yKBaZ

1) ,,YI'BJITHOMOIIIEH IPEICTaBUTEN  03HAa4aBa BCAKO (PU3MYECKO
WK IOPUIUYECKO JIHIEe, ydpelneHo B OOmHOCTTa, 0€3ycI0BHO
Ha3HA4Y€HO OT MPOU3BOJAUTENS, KbM KOETO OpraHuTe H
practure B OOMIHOCTTa MOXE Ja ce OOpbhIIaT, BMECTO KbM
MPOU3BOIUTENS, MO  OTHONICHWE Ha 3aJb/DKEHHATAa Ha
MOCJICAHUSI TI0 HACTOSIIATA AUPEKTHBA;

YJIeH 2 ce 3aMeHs ChC CJCIHOTO:

,, Ynen 2
IIyckane Ha ma3apa M BBbBe:KIaHe B ynorpeda

JbpxaBuTe-wWIEHKH NpeANpUeMaT BCHUKH HEOOXOIWMH CTBIKH, 32
Jla TapaHTHpaT, Y€ M3AENUATa MOXKE Jia ce IyCKaT Ha I1azapa W/Wix
BBBEXKJAT B ynoTpeda caMo ako ca B ChOTBETCTBUE C M3MCKBAHMSATA,
OmpeleleHN B HACTOSIIATa IUPEKTHUBA, KOTAaTO ca HAaIJIeKHO
JIOCTaBEHM M MPABHIHO MOHTHPAHH, MOIIBP)KAaHW M W3MOJI3BaHH B
CBOTBETCTBHE C TAXHOTO MPEABHJICHO NMpeaHa3HAUYEeHUE.

kbM uiieH 14, nmaparpad 1 ce noGaBs cneguusaT naparpad:

,»34 BCUYKH MEIULIMHCKU u3aenus ot kiacose 116 u Il gppxaBute-
YJICHKA MOXKE J]a M3UCKAT Ja ObJaT HH)OPMUPAHH 32 BCUYKH JaHHH,
MO3BOJISIBALM MIECHTU(UIMPAHETO HA MONOOHM HW3AEHS, 3a€IHO C
eTHKEeTa M yKa3aHUsATa 3a ynorpeba, KOrato MojoOHU H3JeNnus ce
BBBE/AT B yHoTpeba Ha TAXHA TEPUTOPHSL. "

}106aBHT C€ CJICIHUTE YJICHOBC:

,, Ynen 14a
EBponeiicka 6aHka 1aHHH

1.  CermacHo HacrosmaTa TUPEKTHBA JAHHUTE 33 PETyJIUpaHe ce
cbxpaHsBaT B  EBpomeiicka ©0OaHka JaHHHM, JOCTBIIHA 32
KOMITETEHTHHUTE OPTaH!, KOATO MM JaBa Bb3MOXKHOCT JIa M3ITBJIHIBAT
CBOWTE 3aJadyl, CBBP3aHH C HACTOANIATa JAWUPEKTHBA, Ha JI00pe
MHPOPMHPaHa OCHOBA.

bankara JaHHU CBABPIKA CICAHOTO:

a) JaHHU, CBBP3aHM C PETHCTPUPAHETO Ha IPOU3BOIUTCIUTE U
U3JIeNHsITa 10 peaa Ha wieH 14;

0) naHHH, CBBbpP3aHU c H3IaCHHTE, MOJU(PHUIUPAHUTE,
JOIIBIIHEHUTE, TPEKPATCHUTE, W3TCIJICHUTE WM OTKa3aHUTE
cepTUHKATH MO peAa Ha TNPOLEAYpUTE, OIpEACICHH B
npunoxenus [I—VII;

B) JAHHHW, TOJYYEeHH CHIJIIACHO MpOIeaypaTa 10 TrapaHTHpaHE Ha
6e3omacHocT, onpenencHa B wieH 10;
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n)

2.  JamHMTE Cce M3MpaIlaT B CTaHIApTU3UpaH (opmar.

3.  Ilpouemypurte 3a mpuiaraHe Ha HacTOSIIMS WIEH CE€ MpUeMar
CBIVIACHO TpOLeAypaTa, onpesaeicHa B wieH 7, nmaparpad 2.

Ynen 146
CrnenmMajaHd MepKH 32 KOHTPOJ Ha 3ApPaBeTo

Koraro nppkaBa-wieHKa CMETHE, Y€ IO OTHOIICHHEC Ha JajcH
HNPOAYKT WIIM Tpyma HPOAYKTH, 3a Ja ce TapaHTHpa 3JpaBeolla-
3BaHETO M 0e30macHOCTTa M/MIM 3a Ja CE TrapaHTHpa, de
M3UCKBAHMATA 3a OOIICCTBEHOTO 3]paBe CE CIa3BaT, CBIVIACHO
yieH 36 or JloroBopa, MHPHCHCTBHETO Ha IMOAOOHM IPOIYKTH
cienBa Ja Obne 3a0paHEHO, OrPaHMYEHO WIM IOMYMHEHO Ha
CICIMAIHA W3HMCKBAaHMS, a Ta3W CTPaHa Ja IHpeIpHeMe BCSIKAKBH
HEOOXOAMMH W OOOCHOBaHM BpeMEeHHHM Mepku. Cien ToBa T
napopmupa Komucusita ¥ BCHYKH JAPYTH JbPXKaBH-WICHKH,
JlaBaiiki IPHYMHHATE 33 CBOETO pelleHHe. KoMucusaTa KOHCYITHpa
3aMHTEPECOBAaHUTE CTPAHH W  JIbPXKABHTC-WICHKH ¥  KOTaTo
HAI[IOHAJIHUTE MEPKH Cca OIpaBJaHH, IpHeMa HEOOXOJUMHTE
OOITHOCTHH MEPKH CBIVIACHO IpOLeaypara, yHOMeHaTa B WieH 7,
maparpag 2.

KbM ulieH 16 ce no0aBsT ciaeqHuTe naparpadu:

»S.  Hormpumumpamusrt oprax nHpopMHpa JIpyTuTe
HOTH(UIMpPAIIN OpPraHd U KOMIIETEHTHHUTE OPTaHM 33 BCHUKH IPEK-
paTeHu WM U3TErJIeHW cepTUdHKaTH, a TpH IOMCKBaHE, U 3a
W3AaZeHUTe WM OTKa3aHW cepTUHKATH. TO# CBINO mMpemocTaBs,
IIpY TIOMCKBaHe, [sUIaTa JONBIHUTENIHA ChOTBETHA MH(pOPMAIIHS.

6. Koraro HOTHGHUUIHUpAIIUAT OpPraH HaMepH, 4Ye CBBP3aHHUTE C
HACTOAIIATA JUPEKTHBA HM3HCKBAaHUSA HE ca OWIM W3MBIHCHH WU
HE C€ W3MBJIHABAT TOBEYEe OT TMPOU3BOAMUTENSI HIH Ye AafeH
cepTUpHKAT HE € ClleABaJO na ObJe M3MaJCH, UMAWKH MpEeaBU]
NPUHIUIA 32 MPOMOPIMOHAIHOCT, TOM MpPEKpaTsBa WIH H3TETJIS
M3AafeHUs CepTUUKAT WIA IIOCTaBsi OTPaHHYCHHS BBPXY
HETOBOTO JCHCTBHE, OKATO HE CE rapaHTHUpa CHOTBETCTBHE C TE3H
M3UCKBAHHS 4Ype3 MpUIIaraHe Ha MOJXOJSAIIY KOPSKTUBHUA MEPKH OT
CTpaHa Ha TPOU3BOAMTENs. B ciyyalli Ha mpekpaTsBaHe WU
M3TETIIsIHEe Ha cepTh(UKaTa WIM Ha BCIKAKBO OrPaHUYaBaHE BBPXY
HEero WM MpH CIy4auTe, KOraTo HaMecara Ha KOMIIETCHTHA BIIACT
MOXe J1a CTaHe HeoO0XoJuMa, HOTHOUIUPAIIUIT OpraH HHPOpMHUpa
CBOSI KOMIIETCHTHa BIacT. J[bp)kaBaTa-4lieHKa HH(POPMHUpA IPYTHTE
IbpXKaBU-wieHKH 1 Komucusra.

7.  Ilpu nouckBaHe, HOTU(QUIMPALIMAT OpPraH NPEJOCTaBsl BCSKa
HOAXOIIa HHPOPMAIMA U JOKYMEHTH, BKIIOUHTETHO (DHHAHCOBH
JIOKyMEHTH, HEOOXOJUMHU Ha AbpXKaBaTa-wICHKA, 3a a YAOCTOBEPU
CBOTBETCTBUETO C U3UCKBaHMATA Ha npuioxeHue XI.“

KbM uiieH 18 ce 100aBs cnemHusT maparpad:

,Pasnopenoure B maparpad 1 ce mpuiarar Chbllo, KOrato MapKu-
poBkata EO e moctaBeHa ChHITIACHO MPOLEAYPUTE HA HACTOAIIATA
JMUPEKTHBA, HO HEMOIXOJSII0, BBPXY MPOMYKTH, KOHTO HE ca
00XBaHATH OT HACTOSIIIATa JUPEKTHBA.™

B wieH 22, naparpad 4 mppBara ajJMHEs CE€ 3aMEHsI ChC CJICAHOTO:
4. JIppKaBUTEe-wWICHKH € IIpUeMart:

— U3AenHsd, KOUTO ca B ChOTBETCTBUE C BAJIMIHUTE IIPaBUIA Ha
TsAxHa Teputopus KkbM 31 nexemBpu 1994 r., mycHatn Ha
raszapa B paMKUTE Ha MEPHUOJ OT HET FOJUHM CIEN MPUEMAHETO
Ha Ta3u JUPEKTUBA, U

— TOPENOCOYCHUTE U3JeHs Ja ObJaT MyCHATH B yrnorpeba He Io-
kbcHO OT 30 ronm 2001 r.*
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3) mpunoxenue II, pasmen 6.2, mnpunoxenwme I, pazmen 7.1,
npuiioxenue V, pasnen 5.2 u mpunoxenue VI, pazgen 5.2 ce
3a/IM4aBar;

u) B npwioxenue XI, pazagen 3, ciea BTOPOTO H3pEUYCHHUE ce J00aBs
CIICTHOTO H3pPEUYCHHE:

,,TOBa Inpeanojgara HaJIU4Yue Ha AJOCTAaThUCH HAYUCH IICpCOHAT B
opraHusanysTa, KOMTO NNpUuTe)KaBa OIUT U 3HAHUA, NOCTATHbYHU, 3a
Ja ce OLCHAT MCIUMIIMHCKaTa (byHKLII/IOHaJ'IHOCT u
CKCIINIOATAllTMOHHUTC KadeCTBa Ha M3ACIHATA, 3a KOUTO € oun
HOTI/I(i)I/IHI/IpaH, UMalKu npeaBu[, H3UCKBAaHHATA Ha HaCTOsALIaTa
JUPCKTHUBA, U MO-CIICHUAIHO TE3U, IMMOCOYCHU B ITPUIIOKECHUE I«

Ynen 22
IIpunarane, mpexoaHu pa3nopenou

1.  JIbpXaBUTe-wieHKH MpUeMaT © NyONUKYBaT HEOOXOAUMHTE
3aKOHOBH, MOJ3aKOHOBH M aIMHHUCTPATHBHH pa3mopendu, 3a 1ga ce
ChOOpa3AT ¢ HACTOsIaTa JUPEKTHUBA, HE TMO-KCHO OT 7 JEKeMBpH
1999 r. Te nezabaBHo mHpopmupar Komucusra 3a ToBa.

JbpkaBuTe-4wICHKM NpWiIarat Te3u pas3nopendu, CUUTaHO OT 7 IOHM
2000 r.

Korato pmbpkaBuTe-ulleHKH TIIpUeMaT Te3W pasmopendn, B TIX ce
ChbABpKa I030BaBaHE HA HACTOSIIATa JUPEKTHBA WIH TO CE€ M3BBPIIBA
npu oQUIMAIHO MM IMyOJHMKyBaHe. YCJIOBHATa U PEObT Ha MO30BaBaHE
ce OmIpeNeNsaT OT AbpP)KaBUTE-WICHKU.

2. I[T:p)l(aBI/ITe-tUIeHKI/I C'I:O6HIaBaT Ha Komucwhsara Tekcra Ha pasno-
pe,[[6I/ITe OT HAIMOHAJIHOTO 3aKOHOAATCJICTBO, KOUTO TE IpueMatr B
06J'IaCTTa, yYpeaceHa € HacToAlaTa AUPCKTUBA.

3.  KoMHuTETHT, HOCOUEH B 4iICH 7, MOXE JIa IOEME CBOUTE 3aJayd OT
Jarata Ha BJIM3aHE B CHJIa Ha HACTOsINATa JUPEKTUBA. JbpkaBuTe-
YICHKH MOraT Ja TMpeanpueMar MEpKUTe, I[OCOYECHH B uieH 15,
CYMTAHO OT JlaTaTa Ha BJIM3aHE B CHJIa HA HACTOSAIIATA JUPCKTHBA.

4, ]I’I)p)l(aBI/ITe-‘{J'ICHKI/I npeamnpueMar H606XOZ[I/IMI/ITC I[eﬁCTBHﬂ, 3a J1a
rapaHnTupar, 4e HOTI/I(bI/II_[I/IpaHII/ITe Opraiv, KOHUTO Ca OTTOBOPHH
CBhIVIACHO WICH 9 3a OICHKAa Ha CbOTBCTCTBUCTO, OTUMUTAT BCsKa
MpUJIOXKXHUMa I/IH(I)OpMaI_[I/Iﬂ OTHOCHO XapaKTCPUCTUKUTEC U (byHI(I_II/IOHI/I-
PaHCTO Ha HOZ[OGHI/I U3CJMs, BKIIFOUUTEIIHO IMO-CIICHHUATIHO PE3YJITATUTC
OT CBOTBCTHUTC HU3IUTBAHHWA W HNPOBCPKH, BCYUC MNPOBCACHH CBHITIACHO
CbIICCTBYBAIUTC MNOpPEAU HallMOHAJIHW 3aKOHOBH, IIOA3aKOHOBU H
AIMUHUCTPAaTHBHU pa3nope)161/1 [0 OTHOIICHHEC Ha MOAOOHU U3CIuA.

5. 3a mepuoA OT MET TOAWHH CIIE/ BIM3aHETO B CHJIA HA HACTOSIIATA
IOUPEKTHBA, IbPKABUTC-WICHKH IPHEMAT IyCKaHETO Ha Ia3apa Ha
U3[eNrs, KOUTO CHOTBETCTBAT HA [CHCTBALIMTE HA TAXHA TEPUTOPHS
NpaBWia HA [arara, OT KOSTO HACTOSIIATA IHPEKTHBA BIK3a B CHIIA.
3a MOIBIHUTENCH IEPUOA OT [BE TOAWHU MOCOYCHUTE H3ICIUS MOTar
Ja ObIaT MyCKaHU B ynotpeoda.

Ynen 23

HacrosimaTta AupeKTHBa BIM3a B CHJAa B JICHS Ha IMyOJHMKYBaHETO M B
Oguyuanen secmuux Ha Eeponetickume obwHocmu.

Ynen 24

AnpecaTI/I Ha HacTosdAlaTa OIUPCKTUBA Ca AbPKAaBUTC-UJICHKH.
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IIPUJIO)KEHUE 1

CBINECTBEHHU U3UCKBAHUSA

A. OBIIM M3NMCKBAHUA

1.

Wznenusara TpsiOBa na ca Taka NPOEKTHPAaHH W IPOU3BEACHH, e
KOTaTo C€ M3II0JI3BaT IIPU NMPEABUACHUTE YCIOBUS U MPEAHA3HAYCHUS
Jla He KOMIIPOMETHPAT, MPSIKO WM HENPSKO, KIMHUIHOTO CHCTOSIHHUE
wm 0e30IacHOCTTa Ha HalMEeHTHTE, 0e30I1acHOCTTa Ha 3[paBeTO Ha
MOTpeOUTENNUTe WIM HA JPYrH JIMIA, KakTo M Oe30macHoCTTa Ha
UMyIIECTBOTO. BcHuUkm pHCKOBE, KOUTO MOXE Ja CE€ CBBpXKAT C
TsAXHaTa ynotpeba, TpsOBa Ja ce mpHEMaT, KAaTo Ce TPELCHST
CHpsIMO TIPEUMYyIECTBAaTa 3a HMAlMCHTa U CE CPAaBHAT C BUCOKOTO
paBHHMILE HA ONa3BaHE Ha 37PAaBETO U OE30IaCHOCTTA.

IIpuetnTe OT NPOU3BOAMTENS pELICHUS 3a MPOEKTHPAHETO H
u3pabOTBAaHETO Ha WU3JeNuATa TpsaOBa Ja CHOTBETCTBAT Ha
OPUHIMONTE 3a 0€30IIaCHOCT, KaToO Ce MMa NpPEeABHJ OOIIOHM3BE-
CTHOTO CBbCTOSIHME Ha TEXHOJIOTHATA.

Ilpu nombopa Ha HAW-TOAXOMAIINTE DEIICHUS, MPOU3BOAUTEIST
TpsOBa J1a mpwiIara CleHUTE NPUHIWINN B CISIHUS PEN:

— eNIMMHHHUpaHe WIH HaMmalsBaHe Ha PHCKOBETE, OKOJKOTO €
BB3MOXHO  (HEOTMEHMMH  0€30MacHO  TNPOCKTHpaHe U
u3paboTBaHe);

— Koraro € mnoaxondamo, Aga c€ IpeanpueMar CbOTBETHHUTE
npeanasHu MEPKHU MO OTHOIICHHWE Ha PHUCKOBE, KOUTO HE MOrat
Ja Cce CIIMMHUHHPAT,

— uHpOpMHpaHEe Ha IOTPEOUTENIMTE 332 OCTATbUYHHTE PHUCKOBE,
IBJDKAIM C€ HAa HSAKOM HEAOCTAThLM B IPUETHTE INpPEANasHH
MEpPKH.

Wsnenwsita TpsbBa na GbAaT MPOSKTHPAHH M NPOM3BEACHHU MO TAKbB
HaYMH, Y¢ 1a OBJaT MOOXOMSIIIM 3a LENUTe, YIOMEHATH B WieH 1,
naparpag 2, OykBa 0), KaKTO ca MMOCOYCHH OT MPOU3BOAMUTENSI, KaTO
ce MMa TpeABHA OOLIOW3BECTHOTO CHCTOSHHWE HA TeXHONOTWsTa. Te
TpsiBa 1a MOCTHTHAT CKCILUIOATAI[MOHHHUTE KaueCTBa, MO-CIICLIHATHO
KOraro ¢ TOAXOMSII0, OT TJIeAHA TOYKA HAa AaHAIUTHYHATA
qyBCTBUTEIHOCT, IHATHOCTHYHATA YyBCTBHTEIHOCT, AHAINTHYHATA
crienGUIHOCT, AHATUTHYHATA TyBCTBHTEIHOCT, TOYHOCTTA, ITOBTO-
PSIEMOCTTa, BB3IPOM3BOAMMOCTTA, BKIFOYUTEIHO KOHTPOIMPAHETO Ha
MO3HATHTE MPHIOKUAMH HHTEPYEPCHUNH W TPAHULM Ha ICTEKLHS,
ONpPEAEICHH OT MPOM3BOAUTEIIS.

Ipocneaumoctra Ha CTOMHOCTHTE, NPUYUCIEHM Ha KaluOpaTtopure
W/MIM Ha KOHTPOJHHMTE MaTepHaiy, TpsbBa Jla ce rapaHTHpa 4dpe3
HaIMYHUTE pedepeHTHH IpOIeAypH 3a HU3MEpBaHE W/WIH 4pe3
HAIMYHE pe(epeHTHH MATepHAIH OT MO-BHCOK IODSIBK.

XapaKTepl/lCTl/lKl/lTe M CKCIUIOATAlMOHHHUTEC KadyeCTBa, ynomeHaTn B
pazmenu 1 u 3, He TpsaOBa 1a ObAAT MOBIHSIHH HEOIATOMPHUSITHO 10
TakaBa CTEIEH, Y€ 3/paBeTo WM 0Ee30MacHOCTTAa Ha MAIMEHTa HJIH
MOTpeOUTENsI, WK HA IPYTH JIMIIA, 110 LeJeChoOPasHOCT, J1a ce KOMII-
pomeTupar mpes IFUIOTO BpeMe Ha yrnoTpeba Ha H3JeIHeTO, KaKTo
TOBa € 0TOEJIA3aHO OT MPOU3BOAUTEIS 33 CIydYad, KOraTto M3IEJHETO
ce MmojJiara Ha yJIapH, Ciyd4Balli ce NMpd HopmaiHa pabora. Korato
HE € JaJIeH CPOK Ha TOAHOCT, CBHIIOTO Ce TMpHIIara Mpy TakbB CPOK Ha
FOJTHOCT, KOHTO pa3yMHO MOXE Jia Ce O4YakBa 3a W3/eNHs OT TO3H
BHJ, HMaiiKi TpeJBUl OYaKBaHATa yHoTpeda Ha W3JEIHETO.

W3penusra tpsOBa ja ca MPOSKTHPAHHU, H3PaOOTEHU M OIAKOBAHU IO
TaKbB HAYMH, Y€ TEXHUTEC XapaKTEPUCTUKHA M EKCILIOATAllMOHHH
KauecTBa IO BpeMe Ha MpeJBHACHaTa UM ymnoTpeba na He Obaar
HEOJaronpusTHO MOBJIMSHU NPH ChXPAHSABAHE M TPAHCIOPT (TeMIle-
paTypa, BIaXHOCT M T.H.), KaTO CE€ B3eMaT NpEABUJ yKa3aHHATA H
uH(MOPMALUATA, TPEIOCTABEHU OT IPOU3BOAUTEIS.
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b.

N3NCKBAHNS KBbM ITPOEKTUPAHETO U ITPOU3BOJACTBOTO

1.

1.1.

2.2.

2.3.

2.4.

2.5.

2.6.

Xumuyecku U QuU3NYeCKU CBOiicTBa

Wznennsita TpsaOBa na ObIAT Taka MPOCKTHPAHH M IPOU3BEICHHU, Y€
Jla ce MOCTUTHAT XapaKTePUCTUKHUTE U eKCIIJI0ATALlMOHHUTE KauecTBa,
nocoyeHun B pasgen A ,,00mm  m3uckBanus“. [lo-crenmanHo
BHIMaHHE TpsiOBa nJa ce O0ObpHE BBPXYy BB3MOXKHOCTTA OT
BJIOIIAaBAaHE HA AHAIMTUYHOTO (YHKIMOHHpPAHE, MOpagd HEChBMe-
CTHUMOCT MEXJy W3IOJI3BaHUTE Marepuain M obpasuute (Kato
OMOJIOTMYHU TBKaHM, KICTKH, TEJIECHH TEYHOCTH U MHKPOO-
praHM3MH), TpPEIBUICHH Ja C€ H3IOI3BAaT 3aeJHO C H3IEIHETO,
MMalKi MpeBU/I HETOBOTO IIPEJBHJICHO IpEJHA3HAUYCHHUE.

Wzpenuara t1psbBa fJa Taka NPOSKTHPAHW, HPOU3BEACHH U
OIIAKOBAaHM, Y€ Ja C€ HaMajHM, JOKOJIKOTO € BB3MOXKHO, pHCKa OT
W3THYaHE Ha IMPOAYKTa, 3aMbpCsABAaHE W OTIAJbYHM BEIIECTBA 3a
JMLATa, y4YacTBAIllM B TPAHCIIOPTa, CHXPaHSABAHETO W ymorpedara
Ha M3JENUATa, KaTo Ce OTYMTA INPEABHICHOTO MNpEIHAa3HAYCHUE Ha
U3JICITHETO.

HUndexuuss 1 MUKPOOHO 3aMbpCsiBaHe

Wznenusra ¥ mpouecuTe 3a TAXHOTO HMPOU3BOJCTBO TpsiOBa na ObaaT
IPOCKTUPAHU 110 TAKbB HAYWH, 4€ Ja CIUMMHHHUPAT WA HaAMAJIAT,
JOKOJIKOTO € BB3MOXKHO, PHCKa OT MH(EKIMs Ha MOTPEOHTENs WK
Ha Jpyrd Juna. KoHCTpykmusTa TpsOBa Ja IO3BOJISIBA JIECHO
oOciy)XBaHe W, NPH HEOOXOAMMOCT, Jia HamalsiBa, JIOKOJIKOTO €
BBb3MOXKHO, 3aMbpCABAHETO W MPOTHYAHETO OT W3ICIUETO IPU
ymnoTpeba, KakTo M, B CiIy4ail Ha ChIOBE 3a MPOOH, PHCKA OT 3aMBbp-
csiBaHe Ha mpobara. IIpousBoacTBeHHMTE mpolecH TpsOBa Ja ca
HOJXOJUIIIM 33 TE3H LENH.

Korato wu3menuero BKIOYBA B ceOe CH OMOJIOTMYHHM BEIIECTBA,
puckoBete OoT MHGeKuus TpsiOBa Ja ObJAT HAMAJICHH, JOKOJKOTO €
BB3MOXKHO, 4pe3 MMoJ0UpaHe Ha TOAXOMSAIIM JIOHOPU M IOIXOMISIIN
BEIIECTBA M Ype3 M3IOJI3BaHEe Ha TOIXOMASAIIN YTBBPAEHH MPOLEIYPH
Ha WHAKTHUBALMs, KOHCEPBALMs, H3IUTBAHE U KOHTPOIL.

W3penusara, erukerupanun karo ,,CTEPMJIHU“® wm  xato
MPUTEKABAIIN CIICIUATHO MHUKPOOHOIIOTHYHO CBCTOSIHHE, TpsOBa
na ObaaT MPOEKTHPaHH, MPOM3BEJCHH W OMAKOBAHH B IOJXO/ISIIA
OMAaKOBKa, CBITACHO MPOIEAYPUTE, MOAXOMASAIIA 3a TapaHTHPaHE
OCTaBaHETO B  MOIXOMAIIOTO  MHKPOOHOJOTHYHO  CBHCTOSIHUE,
0oTOENSI3aHO HA STHUKETa, KOraTto Ce MyCHE Ha Ia3apa, MpU YCIIOBHUS
HAa CBXpPAaHEHWE W TPAHCIOPT, OMPEICICHH OT MPOU3BOAUTEINS,
JTOKATO TMpe/na3HaTa OMaKOBKa C€ pa3pylid HIH OTBOPH.

Wznenusara, erukerupann karo ,CTEPUJIHU® wmm  xaro
MPUTEXKABAIM CIHEIUATHO MHKPOOHOIOTUYHO ChCTOSHUE, TpsAOBa
na ObpraT 0OpabOTEHH IO ITOIXOJSII BAIUANPAH METO.

CucreMuTe 3a OIAKOBaHE 3a M3JENHA, PA3IMYHU OT H3/CIUATA,
yrnomeHat# B paszzen 2.3 TpsOBa Ja IMO3BOJSBAT ChXpaHsABaHE Ha
npoaykTa 0e3 BIOIIaBaHEe HA HUBOTO HA YHCTOTA, YKA3aHO OT MPOH-
3BOJIMTEIISA, @ aKO M3JIENHATA ClIeiBA 1a OBAAT CTEPHIM3HPAHH HPeIH
ynotpeba, 71a HaMansBar, IOKOJIKOTO € BB3MOXHO, DHCKa OT
MHKPOOHO 3aMbpCsBaHE.

TpsbBa na ce mpeampHeMar CTHIKU 3@ HaMalsBaHE, JOKOJIKOTO €
BB3MOXKHO, Ha MHKPOOHOTO 3aMbpcsiBaHe MpH moxbopa |
0o0paboTkaTa Ha CypOBHHH, IPOHM3BOJACTBOTO, CBHXPAHSIBAHETO U
Pa3NPOCTPAaHEHHETO, KOraTO EKCIUIOATALMOHHUTE KavyecTBa Ha
M3ICNHET0 Morar Ja ObIaT HeONarompHsTHO MOBIMSHO OT
HO00HY 3aMBbPCSBAHMUSI.

Wznenusra, npeaBuacHN na ObAaT CTEpHIM3UpaHH, TPsiOBa 1a ObaaT
MPOM3BEJCHN MPHU MOJAXOISII0 KOHTPOIUPAHU YCIOBHUS (HApHUMEp
Ha OKOJIHATAa Cpena).
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2.7.

3.2

3.3.

3.4.

3.5.

3.6.

4.1.

CucreMHuTe 3a OIIAaKOBaHE 3a HECTCPUIIHU HU3CIIUA Tpﬂ6Ba Aa
CbXpaHsABaT IIPOAYKTa 0e3 IoBpeZla Ha JAOrOBOPEHOTO HHUBO Ha
YUCTOTA, a aKoO HU3IACIHUECTO TpSI6Ba Ja c€ CTepujM3upa Ipeau
ynorpe6a, Jla HaMaJIgBaT N0 MUHHUMYM pHUCKa OT MHKp06HO 3aMBbp-
CsABaHE, CUCTEMAaTa 3a OIlaKOBaHE TpH6Ba aa 61),He noaxondma, KaTto
C€ HMa IpeaBuJ] METOABT Ha CTCpUIIM3alus, oTOes3aH OT Ipou-
3BOOUTEIIA.

HpOHSBO}ICTBeHl/l M eKOJIOTHYHHU CBOHMCTBA

AKO W3/IeNHeTO € NpeIBHACHO 3a yrnotpeba B KOMOMHALMS C IPYrd
u3genuss Wi oOopyzABaHe, IUlaTa KOMOWHALMS, BKIIFOYBAWKU
crcTeMaTa 3a CBBbp3BaHE, TpsOBa sla ObJe Oe3omacHa M HE TpsAOBa
na BIOIIABAa CHEUU(HUYHHTE CKCIUIOATAMOHHM KadyecTBa Ha
u3genusATa. Bbpxy eTwkera w/wiM B yKazaHHATa 3a ymorpeda
TpsOBa Jla ce 1mocovYaT BCHUYKHM OTPaHMUYCHHUS 3a yrnorpeoda.

Wznenusra tpsiOBa na ObAaT Taka NPOCKTHPAHU U MPOU3BE/ICHH, 4e
Jla HamajsBaT, JOKOJIKOTO € BB3MOXKHO, PHCKOBETE, CBBP3aHU C
TAXHOTO M3IOJ3BaHE BbB BPB3Ka C MaTEpUal, BELIECTBA U Tra30Be,
C KOUTO T€ MOraTr BIS3aT B KOHTaKT IIPU HOPMajHU YCIIOBUS Ha
ynorpeoa.

W3zpenusara tpsbBa na ObAaT Taka MPOEKTUPAHU M MPOU3BEICHH, de
Jla OTCTPaHSBAT WM HAaMaJsBaT, JOKOJIKOTO € BB3MOXKHO:

— pHUCKa OT HapaHsIBaHC, CBbpP3aH C TCXHUTE (1)I/I3I/I'-IHI/I CBOMCTBA
(HO—CH@HI/IBJIHO 10 OTHOIICHHE Ha 00eM X HaJisirale, pasMepu
U, KOrato € 1noaxonsuio, eproHoOMUYIHU CBOﬁCTBa);

— DHCKOBETE, CBBP3aHM C JIOTUYHO IPEABHAMMUTE BBHHIIHU
BIMAHHUSA, KAaTO MAarHUTHU TIIOJIETA, BBHIIHHM €IEKTPUYECKU
MoJIeTa, €JIEKTPOCTATUYHO Pa3TOBapBaHE, HaJATaHe, BIIAXKHOCT,
TeMIepaTypa WM KOJeOaHWs B HAIATaHETO WIM YCKOPEHHETO,
KaKTO U CIly4ailHO NMPOHUKBAHE Ha BELIECTBA B M3/EIMETO.

Wspenusra TpsiOBa qa ObAAT Taka NPOEKTHPAHW M MPOW3BENEHH, Y€
Jla OCHI'YpsIBaT MOAXOJMSAIIO HUBO HA BBHTPEIIHA HEBB3IPHEMYUBOCT
Ha €JEKTPOMArHUTHHUTE HApYIIEHHs, KOETO Ja WM II03BOJM Ja
paboTsT, KAaKTO € MPEABUICHO.

W3nenusata TpsiOBa 1a ObAAT Taka NPOSKTHPAHU M IPOU3BELEHHU, ue
Jla HaMalsiBaT, JOKOJIKOTO € BB3MOXHO, PUCKOBETE OT IOXap U
€KCIUIO3Usl TIPY HOpMallHa YHoTpeda M IpPU YCIOBHS Ha €IMHHYHA
nospesa. CrienuanHo BHUMaHue TpAOBa Ja ce oObpHE Ha M3JENus,
YHMATO NpeIBUEHA yNoTpeda BKIIOYBA M3JIaraHe MM M3I0JI3BaHE B
KOMOMHALUS CbC 3allalUMU BELIECTBA, KOMTO MOXE Ja NPHUYUHAT
TOpEHE.

W3penusra tpsbBa na ObJaT Taka MPOSKTUPAHU M MPOU3BEICHH, Y€
Ia YJIECHSBAT YNPAaBICHHETO Ha O0E30IMacHOTO O00e3BpekAaHe Ha
OTIaaABbLHUTE.

M3mepBamiara, KOHTpOJHATA W IOKa3BallaTa cKana (BKJIIOYHTETHO
MpoMsHATA Ha IBETa M JAPYTH BHIMMHM HHAUKATOpH) TpsOBa Ia
Obae NpOEKTHpaHa M TPOU3BEJICHA CBITACHO E€PrOHOMUYHHUTE
NPUHLHUIK, KaTo Ce MMa MpeABHA NPEIBUACHOTO MpeAHa3HaYeHHE
Ha H3/eJUETO.

M3penns, KONTO ca HHCTPYMEHTH MJIM anapaTH ¢ M3MepBaTeIHa
pynxuus

Wznenus, kouto ca WHCTPYMEHTH WM amapaTd C ITbpBOHAdYallHA
AQHAIMTUYHA M3MepBaTesHa (yHKIMs TpsOBa Ja ce MPOEKTHpaT U
IpoM3BeAaT IO TaKbB HAYMH, Y€ Ja OCUTYpsIBaT MOAXOAAIIA
CTaOMJIHOCT ¥ TOYHOCT Ha W3MEPBAHETO B NPUEMIIMBH TPAHUIU HA
TOYHOCTTA, OTYUTAHKH  TPEABHACHOTO  MpeAHA3HAaYeHHE  Ha
U3/IeNTETO, KaKTO M HAIMYHETO M aJIeKBaTHOCTTAa Ha pedepeHTHUTE
TIPOIEeAYpH M MaTEpHAIIN 3a M3MEpBaHe. | paHMIMTE HAa TOYHOCTTA €
HEOOXOAMMO Ja C€ OMpEeAEeNAT OT HPOU3BOIMTEN.



1998L0079 — BG — 11.01.2012 — 003.001 — 27

4.2.

5.2.

5.3.

6.1.

6.2.

6.3.

6.4.
6.4.1.

Korarto croifHocTHTe ce m3passaBar ¢ nudpy, Te TpsAOBa Ia ce maBaT
CBIJIACHO JIETaJIHUTE eJUHHIM, ChOTBETCTBAIM Ha pasnopenOuTe Ha
JupextuBa 80/181/EMMO na CsBera or 20 nexemspu 1979 r.
OTHOCHO CONIDKAaBaHETO HAa 3aKOHOJATEICTBATA Ha J(bP)KaBUTE-
YICHKH 110 OTHOIICHHWE Ha eAMHMIHTE 33 m3MepBane (1).

3amuTa cpeury paauanus

Wznenusra tpsOBa fa ca KOHCTPYUPAHHU, MPOM3BEICHN U ONAKOBaHH
10 TaKbB HAYMH, Y€ J]a CE HaMallsiBa IO MUHHMYM H3JIaraHeTo Ha
noTpeduTend u APYrd JWIa Ha JACHCTBUETO Ha HU3IIbUcHATa
paauanus.

Koraro wuzpgenusta mo mnpenHazHau€HHE H3IBYBAT IOTEHIHATIHO
omacHa BHMIMMa WM HEBHIMMAa pajauaius, Te TpsOBa 1a Obaat,
JIOKOJIKOTO € BB3MOXHO:

— KOHCTPYUpaHH M TMPOHM3BEAEHHM 110 TaKbB HAuMH, 4Ye Ja
rapaHTHpaT BB3MOXHOCTTa 3a KOHTPOJ MW/WJIM HACTpoHKa Ha
XapaKTePUCTUKUTE M KOJIMYECTBOTO Ha M3JIbUYEHATA PajUaliys,

— CHa0/eHH ¢ BU3YAIIHU IUCIUIEH W/WITH 3BYKOBH IPEIYIPEKICHHS
3a MOJOOHM U3IbUBAHUS.

PaboTHuTEe yKa3aHUS 3a W3AENMS, W3TBYBAINM pajguanus TpsAOBa na
IIPEIOCTaBIAT MOAPOOHA WH(pOpManus KakTO 3a XapakTepa Ha
M3TBUCHATA PaJWalns, CPEACTBATa 32 IpeIa3BaHe Ha MOTPEOnTes,
Taka ¥ 3a HAYMHWUTE 32 W30srBaHE HAa HEIpaBHJIHATA yroTpeda W 3a
€JIMMHMHHMpPAaHE Ha PHCKOBETE, NMPUCHIIN 332 WHCTAIAUATA.

M3nckBannsi KbM MEIUIHUHCKH W3JeJIMsl, CBBP3aHH HWJIH
000pyABaHN ¢ eHeprueH M3TOYHHK

V3pmenwst, BKIIOYBAIM CIEKTPOHHH IPOTPAMHPYEMH  CHCTEMH,
BKJIFOUMTENHO coTyep, TpsOBa qa ObIAT Taka MPOSKTHPaHH, 4Ye Aa
rapaHTHpaT MOBTOPSAEMOCT, HAASKIHOCT U (HYHKIMOHHUpAHE Ha TE3H
CHCTEMH CBIIIACHO TAXHOTO MPEABHACHO MpEAHA3HAUCHHE.

W3nenmsita TpsbBa na ObAaT MPOSKTHPAHH M NPOM3BEACHHU MO TAKHB
HAYHH, Ye [a CC HAMaJAT 10 MHHAMYM PHCKOBETE OT 0OpasyBaHe Ha
CJIEKTPOMAarHUTHO CMYIIEHHE, KoeTo Ou Biommio paborara Ha
JPYTHTE U3/CNUS Hiu 000pYyABaHETO B OOMKHOBEHA Cpera.

W3zpenusara tpsa6Ba na ObIaT NPOSKTUPAHU U TPOM3BENICHH IO TAKbB
HauMH, 4e Ja ce Hu30erHe MOKONKOTO € BB3MOXKHO, DHCKBT OT
CIyyailHH €NeKTpHYeCKH yJAapu NpH HOpMajHa ymorpeba U IIpU
YCIIOBHS Ha €JMHUYHA TIOBpeJa, KaTo ce IpueMe, ue H3JenusaTa ca
MOHTHPAHH U THOJUIbPXKaHH MPABHIIHO.

3amuma cpewy MexXaHuvyHu u mepmudHu puckoee

M3nenusra TpssOBa ma ca MPOEKTUPAHU W TPOU3BEICHH IO TaKbB
HA4WH, Y€ Ja IpeaIa3BaT NOTpeOHTEeNss OT MEXaHHYHH DHUCKOBE.
Wznenuara TpsbBa ga ObAaT JOCTaTPYHO YCTOWYMBH  IIPH
IpeABIKIAHUTE YycloBus Ha pabora. Te TpsiOBa na Morar naa
M3IbpKAT Ha HANPEKCHUS, MPUCHIIKA HA MPEIBMXIaHATa paboTHA
oO0CTaHOBKa M Jla MOAIBpXKAT Ta3uW CH YCTOWYMBOCT IO BpeMe Ha
OuakBaHUS CPOK Ha TOMHOCT, KAaro MpH TOBa MOAJEKAT Ha
BCSKAKBH WM3HMCKBAHWS 3a TpPOBEPKAa W MONAPHKKA, KaKTO €
MMOCOYEHO OT MPOM3BOJUTEIIS.

Korarto CBIIECTBYBAT PUCKOBE, OBJDKAIlA CE€ HAa NPUCBCTBHUETO Ha
JABWKCIIN C€ 4YaCTh, PHCKOBETEC, TMPEAU3BUKAHU OT CYYIIBAHE,
OTKaQ4YBaHEC WM IIPOTHYAaHE Ha BEIICCTBA, TOraBa Tpﬂ6Ba Ja ce
BKJTIOYAT MOAXOAANIN NMPEANasHu MEPKHU.

BesikakBu MpeanasHyu WK APYTH CPEICTBA, BKIIOYEHH B M3IEIIHETO,
3a Jla MPEJOCTaBST 3alIUTa, OCOOEHO Cpelly IBHXKEIIH CE 4YACTH,
TpsiOBa 1a OBAAT CUTYpHH W HE TPsAOBa Aa BIMSSAT HA MOAXOJA 3a
HOpMajiHa paboTa Ha W3JEIMETO, WM Ja OrpaHrdYaBaT pyTHHHATA
MOAIPHKKA HA M3IEHETO, MPEABUICHA OT MPOU3BOIUTENS.

() OB L 39, 15.2.1980 r., crp. 40. [upekTuBa, MOCIEJHO H3MEHeHa C JMpeKTHBa

89/617/EMO (OB L 357, 7.12.1989 r., ctp. 28).
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6.4.2.

6.4.3.

6.4.4.

6.4.5.

7.1.

7.2.

Wsnenunsita TpsAGBa Oa ca TPOCKTHPAHH W TMPOM3BEICHH IO TAKbB
HauMH, Y€ Ja HaMajsBaT JO BB3MOXKHO HAaW-HHCKO paBHHIIE
pHCKOBETE, TPOU3IHU3ANIA OT BUOpAIMsTA, Ch3aBaHa OT M3/ICIHATA,
MUMaliK¥ TPEABHI TCXHUYCCKHS HAIpPEIbK M HAIHYHHTE CPEICTBA 32
orpaHMYaBaHe Ha BHOpAMUTE, OCOOCHO MPH TEXHHUS M3TOYHHK, TIPU
yCIOBHE UYe Te3W BHOpalMM HE ca dYacT OT CIeHU(UIHO
(hyHKIIHOHUpAHE.

HWsnenuara TpsA6Ba Oa ca NPOEKTUPAHW W TMPOM3BEJCHU IO TAaKbB
HAauWH, 4e Ja HaMausBaT A0 BB3MOXKHO HAH-HUCKO paBHUILIE
pHUCKOBETE, IOSBSBAILM C€ OT M3IbYBAH LIyM, MMaHKU NPEIABUJ
TEXHUUYECKUs. HANpPeAbK M HAJIUYHUTE CPEJCTBA 3a OrpaHUYaBaHe
Ha IIyMa, 0COOCHO NPH HEroBHs W3TOYHUK, NPH YCIOBUE Y€ TO3H
IIyM HE € 4acT OT cnelu(UIHO (GyHKIMOHHUPAHE.

TepMuHaIM W ChEIMHHUTENM HA M3JeNUs 3a JOCTaBKa Ha
CJICKTPUUECKa, ra30Ba, XHUAPABIMYHA WIM ITHEBMAaTHYHA CHEPrHH,
KOMTO MOTpeOUTENAT TpsiOBa ma o0ciyxBa, TpsOBa nga Obaar
NPOSKTUPaHH W TPOU3BEICHHM 10 TaKbB HAYMH, 4Ye Ja HaMaisBatr
JI0 MHHHMYM BCHYKH BBH3MOXKHH PHCKOBE.

I[OCT’bl'lHI/ITe YyaCTH Ha wusaeausaTra (C HU3KJIIIOYCHHUEC Ha 4YacTHUTE OT
Mecrara, OpeABMKAAHM 3a [J0CTaBKa Ha TOIUIMHA WU npu
JIOCTHraHe Ha ONpe/eNieHa TeMIIeparypa) U ChCEJAHUTE UM YacTH HE
TpsiOBa Ja JOCTHTaT 10 MOTEHLIHATHO OMAcHH TEMIEPaTypH Ipu
HOpMaJIHa yHoTpeoa.

M3ucKkBaHusl KbM H3JIeJIHA 32 caMOTeCTBaHe

Wsnenusta 3a caMoTeCTBaHE TPsiOBa Aa Ca MPOCKTHPAHH M IPOH-
3BENCHH 110 TaKbB HA4YWH, Y€ Ja (YHKIUOHHpPAT MPABIIHO
CBIVIACHO MPEIBUICHOTO WM MpEIHA3HAYCHHE, KaTO €€ OTYMTAT
yYMEHuATA W CpeacrBaTra, HAJIWAYHU Y l'lOTpe6I/lTeJ'l$[, KakKTO H
BIIMSHACTO B PE3YNTAaT Ha M3MCHEHHUETO, KOSTO MOXE JIOTHYHO 1a
ce TMpeaBHIM B TEXHHUKaTa M oOcraHOBKara Ha motpedutens. Uudo-
pManusita ¥ yKa3aHMsTa, MPEJOCTABEHH OT IPOHM3BOJMTENS ClieBa
na ObIat JecHO pa3dupaeMH M MpUIaraHu OT IOTPEeOHTENs.

W3znenusara 3a camMmoTecTBaHE Tp}I6Ba Ja ca KOHCTpyHpaHH WU IIPOH-
3BCACHHU II0 TaKbB HA4YHH, Y€:

— fa TrapaHTHpaT, 4Ye W3AEIHETO € JIeCHO 3a ymoTpeda oT
NPCABHIACHUS JIeXKAI] MOTPEOUTEN 0PH BCHYKH €Tald Ha
mponexypara, u

— J]a HaMaJIsAT NPaKTUYECKH B Hal-rosisMa CTENeH pUCcKa OT Tpelka
Ha TOTpeOHTENss HpH OOCIY)XKBAHETO HAa M3JENUETO U IIpU
HUHTEPIIPETUPAHETO HA PE3YINTATUTE.

W3nenusita 3a caMoTecTBaHE TPsOBa, IPH pa3syMHa BB3MOXKHOCT, 1a
BKJIFOYBAT KOHTPOJ OT HOTPEOMTENs, T.e. HPOLEAypa, 4Ype3 KOSTO
noTpeOuTeNnss MOXe Aa MOTBBPAHM, Y€ MO BpeMe Ha ymorpebara
HOPOAYKTBHT Lie paboTH, KAKTO € MPEABHACHO.

HWndopmannus, npeaoctapena 0T NPOU3BOANTENIA

Besko wm3nmenme TpsbBa ma ce mpuapyxaBa oT uH(popmarus,
HeoOXoaMMa, 3a na ObJe TO H3IO0N3BAaHO OE30IacHO M IPABHIIHO,
MMaiiKi NpeaBu KBATU(UKALMATA U 3HAHMATA HA MOTCHLHAIHHUTE
MOTpeOUTEN!, KaKToO M 3a Ja Ce MIACHTH(HUINpPA IIPOU3BOIUTEIIAT.

Tazu uHbOpMalMs BKIIOYBA IaHHUTE B €THKETA M yKa3aHMATA 3a
ynotpeoa.

JIOKOJIKOTO € MpaKTUYECKH BB3MOXKHO M MOAXOAAIIO, HeoOX0oauMaTa
uHpopmarms 3a Oe3omacHa W MpaBUIHA yHoTpebda Ha M3ICIUETO
TpsiOBa nma OblIe IOCTaBeHa BBPXY CaMOTO YCTPOWCTBO W/HJIH
BBPXy IIpOJa)kHAaTa ONAKOBKa, KOTaTo € IOAXOAAmo. AKo
NPAKTHYECKH HE € Bh3MOJKHA IUIOCTHA IThJIHA €THKETHPOBKA, HH(DO-
pManmsita TpsiOBa 1a ce IOCTaBM BBPXY OIIAKOBKaTa W/WIM B
yKa3aHusTa 3a ynorpeda, JOCTAaBEHHW C €IHO HJIM TIOBEYEe H3JCNUSL.
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Q)

Q]

VYka3aHusTa 3a ynorpeba TpsOBa na NpHApyXKaBaT WM jAa Opar
BKJIFOUEHH B ONAKOBKAaTa HA €JIHO WJIM IOBEYE H3JICIIHS.

Ipu no6pe 060CHOBAHHM CIIydYaH H CIIy4ad Ha M3KIFOYCHUS, TONOOHN
yKazaHHA 3a ynorpeba HsiMa 1a ca HEOOXOMMMH 3a W3MENHs, aKko Te
ce M3IMOJ3BAT MPAaBUIIHO U Oe3omacHo 0e3 Tsx.

Pemiennero fanu ykasaHMATAa 3a ymoTpeda W €THKETHT Ja Ce
NPEBEXAAT HAa €IMH WIM Ha NOBeYe e3uly Ha EBpomnelckus cbio3
ce B3UMa OT Jbp)KABUTE-IECHKH, C W3KIIOUEHHE Ha H3IEIMATA 32
CaMOTECTyBaHe, YHMTO YKa3aHHs 3a yrnotpeba W eTHKeT TpsiOBa ja
BKJIFOYBAT TIPEBOA HAa OQHUIMANCH/M €3WK/e3MI Ha [IbpKaBara-
4JIeHKa, B KOSTO M3JEJIHETO 338 CAMOTECTYBAaHE JOCTHIa CBOS KpacH
MOTPEOUTEN.

8.2. Korato e mnoxmxonmsamo, wuHpOpMaumsTa, KOSATO TpsiOBa Ja ce
npenocTaBu, cienBa jAa npueMe (opmara Ha CHMBOJIM. Bceku
H3I10JI3BaH CHMBOJI u I/IlleHTPICbI/IKaLU/IOHeH OBAT Tpﬂ6Ba Ja
CHOTBETCTBAT Ha XapMOHU3HMPAHUTE CTaHIAPTH. 3a 00JacTuTe, B
KOUTO HE ChIIECTBYBAT CTAHIAPTH, WU3IOJI3BAHUTE CHMBOJM H LBST
TpsOBa na ObJAT ONMCAaHM B [OKyMEHTAIMATa, MNPEJIOCTaBeHa C
M3EJIHETO.

8.3. B ciyuail Ha u3zmenus, ChABpPKAIIM NpenapaTtd, KOUTO MOXE Ja ce
CUHMTAT 32 ONACHU, MMAaWKH MPEBH] Xapakrepa U KOJUYECTBOTO HA
HErOBHTE CHCTaBKM M (opmara, IMOA KOATO Te MPUCHCTBAT, Ce
HpUjaraT ChbOTBETHHTE CHMBOJIM 33 ONACHOCT M HM3HUCKBAaHMATA
3a erukerupane Ha JupextuBa 67/548/EVO (') wu upexrtusa
88/379/EHNO (?). Korato HAMa JOCTATHYHO MPOCTPAHCTBO, 33 1a Ce
MOCTaBU Isuiata WHOOPMALMS BBPXY CAMOTO H3JEIHE WIH BBPXY
€TUKeTa, CHOTBETHHUTE CHMBOJM 32 OMACHOCT C€ MOCTaBAT BBPXY
eTHKeTa, a OCTaHauata HHpOpPMAIHs, U3UCKBaHA OT T€3U JIUPEKTHBH,
ce MOCOYBa B yKa3aHMsTa 3a yrnoTpeda.

Pa3HOpC[[6I/IT€ Ha ropenoco4YeHUTe MUPEKTUBH OTHOCHO JIMCTAaTa 3a
0e30IacHOCT ce Ipujiarat, ako nsjiata CbOTBETHA I/IHq)OpMaI_II/ISI KaTto
noaxojdnia HE € B€YC HaJIMYHA B yYKa3aHHUATA 3a yHOTpe6a.

8.4. ETnkersT TpsAOBa ma HOCH CIEJHHTE OCOOCHOCTH, KOMTO MOTaT Aaa
npueMat opmara Ha CHMBOJIH, KAKTO € MOIXO/ISIIO:

a) MMETO WM TBPTOBCKOTO HME€ W alpec Ha MPOHM3BOIHMTENS. 3a
u3nenust, BHacsHM B OOMIHOCTTa € LEN PaslpOCTpaHEHHE B
OGILIHOCTTa, CTHKETHT, BBHINHATA OMAKOBKA WM YKa3aHHUATA 3a
ymorpeba TpsOBa Jga ChOBpKAT HMMETO M aapeca Ha
YITBITHOMOIICHHUSI IPEICTABUTEN HA IIPOU3BOAUTEIS;

0) moapOOHOCTHTE, CTPUKTHO HEOOXOAMMH Ha MOTpeOHTENs, 3a 1a
MOJKE €IHO3HAYHO [a UICHTHGOHIMpPA U3/ACTUECTO U ChIBPKAHHETO
Ha OIAKOBKATa;

B) KbJero e moxaxomsmo aymara ,,CTEPUJIHO® wmu craHoBuine,
MMOKAa3BaIll0 BCSKO CIELHATHO MHUKPOOHOJIOTHYHO CHCTOSHUE WU
CTEIEH Ha YHCTOTAa,

I) KO/ Ha mapTujaTa, npeauiectsaH ot aymara , JIAPTUIA®,
CEpUEH HOMEp;

Jupextua 67/548/EMMO Ha CsbBera oT 27 1oHu 1967 T. OTHOCHO COIMKXAaBaHETO Ha

3aKOHOBHTE, MOJ3aKOHOBHTE M QIMMHHCTPATHBHUTE pasnopei0H, CBbp3aHH C
KIacu(UKalMATa, ONAKOBAaHETO M eTHKETHpaHeTo Ha omacHHM Bemectsa (OB 196,
16.8.1967 r., crp. 1). JupekruBa, mocieqHo u3MeHeHa c¢ JlupektuBa 97/69/EO Ha
Komucusara (OB L 343, 13.12.1997 r., ctp. 19).

JupextuBa 88/379/EMO Ha CwBera orT 7 toHM 1988 1. OTHOCHO COMMKaBaHETO Ha
3aKOHOBHTE, MOA3aKOHOBHTE W aJAMHHHUCTPATHBHHUTE pas3nopendd Ha JIbpiKaBUTe-
YWICHKH, CBBP3aHM C KIACH(UKALMATA, ONAKOBAHETO M ETHKCTUPAHETO HA ONACHU
npenapatu (OB L 187, 16.7.1988 r., ctp. 14). {upektuBa, MOCICIHO HM3MEHEHa C
Jupextusa 96/65/EO na Komucusita (OB L 265, 18.10.1996 r., ctp. 15).
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8.5.

8.6.

8.7.

1) aKo € HeoOXOoaMMO, OTOENIA3BaHE Ha JaTara, 0 KOATO H3JETHETO
WIH 4YacT OT HEro clieBa Ja ce WH3I0J3Ba Oe3omacHo, 0Oe3
MOHIDKABAHE HA EKCIUIOATAIIMOHHUTE My KAuecTBa, H3Pa3eHO
Karo TroJWHA, MECEl] U KBbAETO € MOAXOMAIO0, IEH, B TO3HU
MOPAIBK;

€) B ciyyail Ha WU3[eNus 3a OIEHKAa Ha eKCIUIOATAHOHHUTE
Ka4yecTBa, JyMUTE ,CaMO 3a OICHKA Ha EKCIUIOATAl[MOHHHUTE
KavecTBa™;

’K) KBAETO € IOAXOJSII0, CTAHOBHWINE, MOKa3Bamo yrorpebaTta in
Vitro Ha U3JICIHNETO;

3) BCSIKAKBU OCOOCHHU YCJIOBUA HAa CbXpaHsIBaHE /WM Ha TPETHUPAHE,

I/I) KBACTO € NPUIOKHNMO, BCAKaKBUA 0COOCHH pa60THI/I YKa3zaHus;

=
N—

TIOJXO/SIIY TIPEIYIPEKACHHUS H/WIN TpEeNIa3Hu MEpPKH, KOUTO €
HEOOXOAMMO J]a ce MpeAnpHEMar;

K) aKo M3JEJIHETO € IPEIBUICHO 3a CAMOTECTBaHe, To3H (akT TpsOBa
SICHO Jla OBJe yKa3aH.

Ako NpeABUICHOTO MNpEAHAa3HA4YCHUE Ha H3ACIHUETO HE € SICHO 3a
HOTpC6I/ITCJI$I, TIPpOU3BOAUTECIIAT Tp}I6Ba SICHO Ja II0COo4YH
MPpEABUACHOTO NPEAHA3HAYCHUEC B YKa3aHHATaA 3a yHOTpeﬁa Hu aKo €
IIOAXOMAII0, BbPXY CTHKETA.

Kbmero e mpuemMimBO W MPakTHYECKH BB3MOXKHO, H3JENUATA U
OTHETHUTE KOMIIOHEHTH Tps0Ba ma ce WIACHTHUIUpPAT, IIpU
MOAXOAANI CIydai, KaTo MapTHIH, 33 Ja MOXE Ja ce IpearpueMe
MOIXOMANIO JEHCTBHE 32 OTKpHUBaHE Ha MOTEHIMAICH PHCK,
TMPEXBBPJICH BBPXY H3ACIHETO WIM HETOBH OTACISIIN  Cce
KOMITOHCHTH,

Kbaero e moaxomsiiio, yka3aHusTa 3a yrnotpeba TpsOBa 1a ChIbpiKaT
CJIEIHUTE TOAPOOHOCTH:

a) moApoOHOCTHTE, yNMOMEHAaTH B pasien 8.4, ¢ H3KIOUYCHHE Ha
OyKkBH T) U N);

6) cbcTaBa Ha MPOAYKTa OT PEAKTHBA MO E€CTECTBO M KOIWYECTBO
WIA KOHICHTpAalus Ha aKTHBHATa ChCTaBKa/U HAa pEaKTHBA/UTE
nni Habopa, KakTO WM CTAHOBUINE, KOTaTo € IOAXOMAII0, dUe
W3IETMETO ChABPXKA APYTH CHCTABKH, KOUTO MOXE Ja TOBIHAAT
BBPXY M3MEPBAHUATA,

B) YCIOBHATA Ha CHhXpaHABAaHE M MEPHOJ HAa TOJHOCT IPHU CKJIAJOBO
ChXpaHABaHE CJeJ MbPBOTO OTBapsHE HA OCHOBHMSA KOHTEHHE,
3a€HO C YCIOBUSTa HAa CbHXpaHABaHE M CTaOMIHOCT Ha
paboTenuTe peaKkTUBH;

T

~

CKCIUIOATAHUOHHUTE Ka4€CTBa, JAAC€HU B pa3acit 3 Ha vact A;

) WHAWKAIMS 32 BCAKO  HM3HCKBAaHO  CICHHUATHO  H3JEIHE,
BKJIIOUUTEIIHO HMH(pOpMaIusi, HEoOXoquMa 3a ONpeAe/SIHETO Ha
TOBA CHELHAIHO 000pyIBaHe na paboTH MPaBHJIHO;

e) Tuna Ha mpoOaTa, KOSATO IIE C€ W3IMO0J3Ba, BCHUKH CHECIUATHA
yclIoBUsL Ha chbOMpaHe, INpeABapHTeNHa 00paboTka U, IIpU
HEOOXOIMMOCT, YCIOBHMATa 3a CBbXpaHEHHE M YyKa3aHusI 3a
MOJrOTOBKA Ha MALMEHTA;

’K) MOAPOOHO ONMHMCaHHe Ha MPOIeaypaTa, KOSTO TpsiOBa 1a ce cieBa
MIpY M3MOI3BAHE HA M3JEIHETO;

3) mpoueaypa 3a H3MEpBaHE, KOATO TpsgOBa fga ce ciexBa IpH
M3I0J3BaHE HAa M3JIENUETO, BKIIOYBAMKU 1O 11eNIeChoOpa3HOCT:

— OPpUHLOUII Ha METOoOa,

— crmequGUYHA AHAJUTHYHN XapaKTePUCTHKH Ha EKCIUIOaTall-
HOHHUTE KayecTBa (mampumep 9yBCTBHTEIHOCT,
Crenu)UIHOCT, TOYHOCT, MOBTOPSIEMOCT, BB3IPOU3BOINMOCT,
[PaHALM Ha JCTeKUWs W JWala3oH Ha H3MEpBaHe,
BKIIFOYHTENHO HMH(OpMaImsi, HeoOXoauMa 3a KOHTPON Ha
CHOTBETHH IIO3HATH HHTEPQEPEHINH), OrpaHHYCHUATA Ha
Merona W HMH(OpMAIWMs 3a H3MOJ3BAaHE TO HA HAIMYHHTE
pebepeHTHH TpoUeaypd W Marephaid 3a H3MEpBaHE OT
MOTPEOUTEISL.
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— MoApoOHOCTH 3a BCSKaKBa IO-HATAThUIHA MpPOLEAypa HIH
00paboTka, HEOOXOAMMH MpeAM H3MOJA3BaHE TO Ha
u3enueTo (Hampumep, MPeCTPYKTYpHpaHe, OTIIeKIaHe Ha
MHKPOOPTaHU3MH, pPa3pekiaHe, MPOBEPKM HA HHCTPYMEHTA
1 T.H.);

— or0ens3BaHe Jald € HeoOXOOUMO HSKAKBO  CIIELIMAIIHO
oOyueHue;

MaTEMaTU4ICCKUA IIOAX0O, IIO KOWTO ce U3BBPIIBA U3YUCIIABAHETO
Ha aHaJIMTUYHUA PE3YJITAT,

MEpKUTE, KOWTO CIe[Ba Ja Ce MpeAlnpueMaT IpPH HPOMEHH B
AQHATUTHYHOTO (YHKIHOHMPAHE HA M3JEIHETO;

moaxo/siia uHpopMaIus 3a MOTPEOUTENUTE OTHOCHO:

— BBTPEIIHMA  KOHTPOJ ~ Ha  KauyecTBOTO,  BKIIOYBAWKH
cretMGUIHE TPOLEIYPH 32 YTBbPIKIaBaHe,

— TPOCIEeIEeMOCT Ha KaTHOPHPAHETO HA M3IEIHETO;

pedepeHTHUTE MHTEpBaIM 3a OIpPEIENseMUTe KOJIHMYECTBa,
BKJIOUBAMKM W ONHCAaHHE Ha MOAXOAAIIO HACEleHHEe 3a
CpaBHSBAHE;

aKo M3[ENHeTo TPsiOBa [a Ce M3I0JI3Ba B KOMOMHALHS MM [a Ce
HHCTAJIMpa WIA Oa CE NPUCHEOWHSBA KbM IPYTH MEIHLMHCKH
u3zenusi win obopynBaHe, 3a Ja pabOTH, CIopel W3MCKBaHHUSATA
Ha MPEABHACHOTO My MpeAHa3HaueHHWe, TpsOBa 1ga ce najar
JIOCTaThYHO MOJPOOHOCTH OT HETOBHTE XapaKTCPHCTHKH, 33 1a
ce ONpEneNsIT TOYHHUTE H3ICNIHS HIM 00OpyABaHE, KOMTO 1a Ce
M3II0JI3BAT, 3 /Ia C¢ IOTy4YH Oe30macHa U IpaBHIHA KOMOWHALNS,

sulata MHQopMalys, HeoOXoaMMma 3a Ja ce TOTBBPAM Jaiu
U3/ICNIHETO € MPABUIIHO MOHTHPAHO W MOXE Ja padOTH TOYHO U
0e30MacHO, KaKTO M MOAPOOHOCTH 3a XapaKkrepa M 4YecToTaTa Ha
MOAJPHKKATA W HACTPOMKATa, HEOOXOAMMH 3a TapaHTHpaHe
npaBuiHaTa U Oe3omacHa paboTa Ha M3JENUeTO; HHpOpMAIUs 3a
Oe3omacHO 00e3BpeXlaHe Ha OTIAIBINTE;

MOAPOOHOCTH 32 BCSAKO II0-HATaTBIIHO 00paboTBaHE WIIH
o0cCiyKBaHe, HEOOXOAMMH MpEIH H3/CHETO Ja 3alovHe Ja ce
H3II0JI3Ba (Hampumep CTepUIIH3UpaHe, OKOHYATEJIHO
KOMIUIEKTOBAHE T.H.);

HEOOXOIUMHUTE YKa3zaHus B cnyqai/'l Ha mnoBp€da Ha Ipeana-
3Ballata OIlaKOBKa H l'IOI[pOGHOCTI/I 3a MoAXoAAlurTe METOAU 3a
IIOBTOpHA CTEpUIIM3alvs HIIA o6e33apa35{BaHe;

aKo W3JIeNIMeTO € 3a MHOrOKpaTHa ynorpeba, umHdopmanus 3a
MOAXOJIIMTE MPOLECH, II03BOJSBAIM IOBTOPHA YHOTpeOa,
BKJIIOYBAHKH ITOYHCTBAHE, NE3MH(EKIHsA, ONaKoBKa H INOBTOPHA
cTepuiIM3alus Wik 00e33apassBaHe, KaKTO U BCSIKO OIpaHMYaBaHE
Ha Oposi Ha MOBTOPHUTE YHOTPeOU;

npeamnasiu MEpKH, KOUTO a €€ IpeanpueMar 1o OTHOIICHUE Ha
u3jnaraHe€ro, Ipu MNOPUEMIIMBH W NOPEABUIUMHU YCIOBUSA Ha
OKOJIHaTa cpe€lla, Ha MArHuTHU II0JI€Ta, BBHIIHU CJICKTPUICCKU
BJIMSHUSA, CJICKTPOCTATHYHU paspsay, HaAJAraHe MM W3MCHCHUS
B HAJIATaHETO, YCKOPEHHUE, U3TOYHUIMK 3a TECPMUYHO 3allajiBaHE
u T.H.

Mpena3Hi MepKH, KOMTO TpsiOBa Ja ce MpeanpueMar Cpeuy
BCSAKAKBH CIICI[MAIHN, HEOOMKHOBEHH pHCKOBE, CBBP3aHH C
M3MOI3BAHETO WM PA3MOJIaraHETO Ha H3JCIHETO, BKIIOYBANKH
CHENHAHA TPEANa3Hu MEpKH; KOraTo W3JCIHETO ChIbpKa
BEILECTBAa OT YOBEIIKM WM JKMBOTHHCKH IPOU3XOA, TpsiOBa ja
ce O0ObpHE BHHMaHHE Ha XapakTepa UM KaTo HH(EKIHO3HO
MOTCHINAJICH;
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y) cneundpmcaunn 3a U3ACnus 3a CaMOTECTyBaHE:

— pes3yJTaTH, HEOOXOJUMH Ja ObJAT M3pa3eHH U MPEICTABECHU
[0 HA4YMH, KOMTO [a € JIECHO pa3dmpaeM OT JIeKAIIO JIHIIC;
TpsiOBa Aa ce mpepoctaBu HMH(MOpPMAIMsS Ha MOTPEOHUTENsS ChC
ChBET 3a JIeiicTBHETO, KOeTO TpsibBa Ja Objae mpeampuero (B
ciy4aii Ha TOJIOKWTENICH, OTPHLATENEH WM MEKIHHEH
pe3yiTar) U 3a BB3MOXHOCTTa OT (hajlllMBH IOJOKUTEICH
WM OTPULATENCH PE3YITar,

— CHCI_II/Iq)I/I'-IHI/ITe 0co0eHOCTH MoraT Ja cc I/I36€FH3T, KaTro c¢€
nMa TIIpeaBuJi, 4e€ ocCTaHajlaTa I/IH(bOpMaI_II/ISI7 IIpeaocTaBeHa
oT IIPOU3BOIUTEIISL (S J0CTaTb4Ha, 3a Ja II03BOJIA
HOTpe6I/ITCJ'I$[T Ja HU310Ji3Ba  H3ACIHETO W Ja pa36€p€
TIOJIYYE€HUTE C HEro pe3yJTaru,

— mpenocTaBeHaTa WH(OpMaIHs TPAOBa J BKIIIOYBA CTaHOBHIIE,
SICHO TTOKa3Ballo, Y€ MOTPEOUTENSAT He TpsiOBa Aa mpearnprueMa
HUKaKBO peIIeHHe OT MEIWIMHCKa TJelHa To4Yka, 0e3 Hai-
HAIpe] /a Ce KOHCYITHpa ChC CBOS JieKap,

— uHdopmanuara TpsAOBa CHIIO Ja ONpenens, 4e Koraro ce
M3MO0JI3Ba YCTPOWCTBO 3a CaMOTECTBAHE Ha CHINECTBYBAIlA
Ooiect, NamMEHTHT TpsiOBa Ja ce TPHCHOCO0SBa KbM
JICYCHHETO CaMO aKO € MOJYy4YWJI MOAXOAAIIO OOydeHHe 3a
TOBA;

¢) marara Ha W3oaBaHE WIM Ha TIOCICIHATA PEBU3MSA HA YKa3aHHUATA
3a ymorpeba.
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IIPUJIOKEHUE 11

CIIMCBbK HA UBJIEJIUATA, YIIOMEHATHU BYIEH 9, TIAPATPA®U 2 U 3

Cnucbk A

— PeakTvBU M TNPOAYKTH OT pEAKTHUBH, BKIIOYUTEIHO CHOTBETHUTE KasuO-
patopu W KOHTPOJIHM MaTepuajd 3a OINpEACisHE Ha CICAHUTE KPbBHU
rpynu: cucrema ABO, pesyc (C, ¢, D, E, e), anti-Kell,

— PEaKTUBM U NPOLYKTH OT PEaKTHUBHU, BKIIOUUTEIHO ChOTBETHUTE KanubpaTopu
U KOHTPOJHHM MAaTepHalld 3a OTKPUBAHE, IOTBBPXKJIABAaHE M KOIMYECTBEHO
oIpeielIsIHE HA YOBEIIKH NMpoOH oT Mapkepu Ha uH(exuuu Ha HIV (HIV 1
u 2), HTLV I u Il u xenatut B, C u D,

— KpPBBHH TECTOBE 3a OTKPHBAHE M TECTOBE 33 AMATHOCTHULHPAHE W TOTBB-
pkaaBaHe Ha BapuaHTta Ha Oosectra Ha Kpoiudena-Sko6 (vCID).

Cnucok b

— PeakTHBH ¥ TPOLYKTH OT PEAKTHBH, BKIFOYUTEIHO CHOTBETHHTE KallHO-
paTopr W KOHTPOJIHH MATepUald 3a ONpEICNIHe Ha CJICAHUTE KPBBHH
rpymnu: anti-Duffy u anti-Kidd,

— PEaKTUBM U NPOLYKTH OT PEAKTHBH, BKIIOYUTEIHO ChOTBETHUTE KannOpaTopu
U KOHTPOIHHM MaTepHald 3a ONpeleliiHe Ha pEeIKd aHTUCPUTPOLUTHU
aHTHUTENa,

— PCaKTHUBU U NPOAYKTHU OT pCAKTUBH, BKIIOUYHUTCIIHO CbOTBETHUTC Kann6paTopI/1
1 KOHTPOJIHU MAaTepUualid 3a OTKPUBAHE U KOJIUYECTBCHO ONPCACIIIHE B HpO6I/I
OT YOBCK Ha CJIEAHUTEC BPOJACHU I/IH(bCKI_II/II/II py660na, TOKCOILIa3MoO3a.

— DEaKTHBU M NPOIYKTH OT PEaKTUBH, BKIOUHTEIHO CHOTBETHUTE KAIHOPAaTOPU
M KOHTPOJIHM MaTepHaIM 3a AWATHOCTHIMPAHE Ha CIIeJHATa HACICICTBCHA
Oosect: (heHUIKETOHYpHS,

— PCaKTUBU U NPOAYKTU OT PEAKTUBU, BKJIFOUUTCIHO CbOTBETHUTE Kann6paTopn
1 KOHTPOJIHU MaTe€puaid 3a ONPEAC/IAHE Ha CJIICAHUTEC YOBCIUKH HH(I)eKLII/H/I:
LHUTOMEraJIOBUPYC, XJIaMUAusl,

— PEaKTUBH U MPOAYKTH OT PEAKTHBH, BKIIOYHUTEIHO CHOTBETHUTE KaINOPAaTOpH
¥ KOHTPOJIHH MAaTepuald 3a ONpeleNssHe Ha ClieAHuTe ThKaHHH rpymu HLA:
DR, A, B,

— PEaKTUBM U NPOLYKTH OT PEAKTHBH, BKIIOYUTEIHO ChOTBETHUTE KanuOpaTopu
U KOHTPOJIHM MaTepualy 3a OlpelelisiHe Ha CIeIHUs TyMopeH Mapkep: PSA,

— PEaKTUBM U NPOLYKTH OT PEaKTUBHU, BKIIOUUTEIHO ChOTBETHUTE KalnubpaTopu
U KOHTPOJIHU MaTepUany U codTyep, CICIHAIHO IPOCKTHPAHH 3a OLECHABAHE
pucka ot tpucomus 21,

— CIETHOTO W3JENHE 3a CaMOTECTYBaHE, BKIIOYUTEIHO CBBP3aHUTE C HEro
KanuOpaTopu ¥ KOHTPOJIHHM MaTepHald: M3ZENHe 32 M3MepBaHe Ha KPbBHATA
3axap.
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IIPUJIOKEHUE 111

EO JEKJIAPAIIMA 3A CHbOTBETCTBHE

EO nexnapanusita 3a CbOTBETCTBHE MPEICTaBIIsABA MPOLEAYPa, TP KOSTO
NPOU3BOIUTENAT WIM HETOB  YIIBJIHOMOIUCH MPEJCTaBUTEN, KOMTO
M3IBJIHSABA  3aJBJDKCHUTA, BB3IOKEHM My C pagend 2—5
JIOIBJIHATENHO, B CIIy4ail Ha W3/IENHs 32 CAMOTECTYBaHE, 33/bJDKCHHATA,
BB3JIOKEHH My C pasien 6, TapaHTHpa W JeKiIapupa, 4e pasriie)KIaHuTe
HNPOAYKTH OTTOBAapsT HA pa3nopenOUTe Ha HACTOAIATA AUPEKTHBA, KOUTO
ce OTHACAT 70 TsX. [Ipom3BoauTensart TpsaOBa aa mocraBu mapkupoBka EO
CBIITaCHO WieH 16.

[IpousBomurensT TpsOBa Ja MOATOTBH TEXHHYECKATa JIOKYMCHTALHS,
omucaHa B pa3lell 3 W Ja TapaHTHpa, Y€ MPOU3BOJCTBEHUAT MPOIEC
clieiBa TPUHLHUIIKATE 32 OCHIYPsSBaHE Ha KavyeCTBOTO, OINpPEICICH B
pazzen 4.

TexHuyeckara JOKyMeHTauus TpsioBa Ja 1MO3BOJIM OLICHSBAHE HAa ChOTBET-
CTBUETO Ha INPOJYKTa C W3HCKBAHHMATA Ha aupektuBata. Ts TpsOBa na
BKJIFOYBA, I0-CIIEIUAIHO:

— o0wo onMcaHue Ha MPOAYKTAa, BKIIOYUTENHO BCHUYKH IUIAHHPAHU
BapUaHTH,

— JOKYMCHTalusATa Ha CUCTEMaTa 3a Ka4yeCTBO,

— uHpopMaLMs 3a MPOEKTa, BKIIOYMTEIHO ONpEIeNsHe Ha XapaKTepH-
CTUKHMTE HAa OCHOBHUTE MaTepHalld, XapaKTePUCTHUKU M OrpaHUYCHUS
BbB (DYHKIIMOHMPAHETO Ha M3JENUATa, METOJM 3a MPOU3BOACTBO U B
cillyyail Ha MHCTPYMEHTH, KOHCTPYKI[MOHHH 4YEPTEKH, CXEMH Ha
KOMIIOHEHTHTE, TPEABAPUTEIHUTE MOHTAXKH M Ha BEPUTHTE M T.H.

— B Cly4ail Ha U3JeNusl, ChAbPKAIl ThKaHU OT YOBEIIKU NPOU3XO MU
BEILIECTBA, MOJY4YCHH OT MOJ00HM ThKaHH, HH(pOpMALHUs 3a IPOU3X0/a
Ha 1ofo0eH MaTepuan M 3a YCIOBHATA, IPU KOUTO € IOJIy4eH,

— ONHCaHUATa M OOSCHEHUsTA, HEOOXOOMMH 3a pa3dupaHe Ha rope-
CIIOMCHATUTE XapaKTEPUCTHUKH, YEPTEKHUTE, CXEMUTEe W padorara Ha
HPOAyKTa,

— PE3YJATATUTE OT aHaJIM3a Ha PHUCKa U KOraTto € IoAXOJAIl0, CIIMCHK Ha
CTaHAapTUTE, YIIOMCHATHU B YJICH 5, IpujlaraHyd U3LsI0 UWin 4aCTUYHO,
KaKTO M OIlMCaHus Ha pelICeHusTa, INPUETH, 3a Ja €S OTrOBOpU Ha
CBIICCTBCHUTC H3UCKBAaHUSI Ha [OUPEKTHUBATa, akKO YIOMCHATUTC B
4jeH 5 CTaHJapTU HE CC€ IPUIJIOKCHHU U3LIIO,

— B cnyqaﬁ Ha CTCPUIIHU MNPOAYKTH WA HNPOAYKTH CBHC CHEHUATIHO
MI/IKPOGI/IOHOFI/I'-IHO CBbCTOSAHUC Ui CBbCTOAHUC Ha YHUCTOTAa,
OIKMCAaHUEC Ha U3IIOJI3BBAHUTE IpoUeaypH,

— pe3ynTaTH OT KOHCTPYKLMOHHHTE M3YUCIEHHS M OT IIPOBEICHUTE
MIPOBEPKH U T.H.,

— aKo M3/eNUEeTO ce KOMOMHHpa C ApPYyro/m u3jenwe/s, 3a na paborw,
KaKTO € MpPEeIBHUICHO, TPsAOBA 1a ce MPEICTaBH J0KAa3aTelICTBO, Y€ TO
OTroBapsi Ha CBIIECTBEHUTEC HM3MUCKBAHUS, KOraTo ce KOMOHMHHpa C
KakBOTO W Ja e/ca Jpyro/m MOJOOHO/M W3JeiHe/s, MPUTEKABaIIO0
XapaKTEPUCTUKHUTE, OMPEICICHA OT MPOU3BOIUTEIS,

— OTYCTHUTEC OT HU3IHUTBAHUATA,

— JaHHK OT OLCHSABAaHETO HAa MOAXOMINIOTO  (DYHKIMOHHpAHE,
eKCIUIOATAIMOHHUTE Ka4yecTBa, NMPEIBIKIAHH OT IMPOU3BOAUTENS M
MOAIBPKAHU OT pedepeHTHa H3MepBaTelHa cucreMa (IpU Haluuue
Ha TakaBa), ¢ nH(popManus 3a peepeHTHHTE METOIH, peepeHTHUTE
MaTepHaly, U3BECTHUTE pe)ePEHTHH CTOWHOCTH, TOYHOCTTA M H3IMOJ-
3BaHUTE M3MEPBATEIHU CAMHUIIM; MOJOOHM NaHHH Cle/Ba 1a HPOH-
3XOKAQT OT W3CJICABAaHMS B KIMHHYHA WM JApyra HOAXOJIIA
oOcTaHOBKAa WM Ja ObJaT pe3yiarar OT ChOTBETHH OuOrpaduIHU
JIaHHWY;

— eTHKETH M yKa3aHus 3a ynorpeba,

— pe3yiTaTH OT NPOYYBaHHUsTA Ha CTAOMIHOCTTA.
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6.1.

6.2.

6.3.

[IpousBomutensaT TpsOBa na MpeArnpreMe HEOOXOAMMHUTE MEPKH, 3a Oa
rapaHTHpa, dYe IIPOM3BOACTBEHUSAT IIPOLEC Clie[Ba IPHHIMIIUNTE Ha
TapaHTHPAHO KadeCcTBO, KaKBOTO € MOAXOAAIIO 3a IIPOU3BEIKAAHHUTE
MIPOTYKTH.

Cucremara € Hacou€Ha KbM:
— OpraHu3alOHHATa CTPYKTYpa U OTTOBOPHOCTHTE,

— HOPOU3BOACTBCHUTE TIIPOLECHA MW CHCTEMATUYHHUAT KOHTPOJI Ha
Ka4eCTBOTO Ha IIpOAYKUUsATA,

— cpeacTBaTa 3a KOHTPON Ha (hYyHKUMOHMPAHETO HAa CHCTEMaTa 3a
Ka4yeCcTBOTO.

ITpon3BoaUTENAT YCTAHOBSBA U OCHBPEMEHSABA CHCTEMAaTH4HA MPOLENypa
3a IIperiesl Ha IOJIy4eHUsl OMHUT OT M3JENUATa B CIEIANPOU3BOACTBEHATA
(daza ¥ BHeIpsBa IMOAXONAIIM CPEACTBA 3a IPHIAraHe Ha BCSAKAKBH
KOpUrupamu AedcTBUs, KaTo OTYMTa €CTECTBOTO M PUCKOBETE, CBBP3AHH
¢ npoxykra. Toi HOTU(HMIMpA KOMIIETEHTHUTE OpPraHM 3a CIEIHUTE
UHIMJIEHTH, BeJHara ciejl KaTo Haydu 3a TAX:

i) BCSIKA HEM3NPABHOCT, MOBPEAA WM BIOLIABAHE HA XapaKTEPHUCTUKHUTE
n/unn  QyHKIMOHMPAaHETO Ha  M3JEIHEeTO, KakTo M BCSKO
HECHOTBETCTBHE B ETHKCTHUPOBKATA WM B YKa3aHHATa 3a pabora,
KOHMTO, MPSKO WM HEMpPsSKO, MOraT Aa JOBEAaT WM ca JOBEIU [0
CMBpPTTa Ha MAalMEHT, MOTPeOUTEN WM JAPYyro JMIe, WIH [0
CEpHO3HO HapyIIaBaHE Ha TSAXHOTO 3APABOCIOBHO CHCTOSHUE;

il) BCIKO TEXHMYECKM WIA MEAMIMHCKO OCHOBAaHWE, CBBP3aHO C
XapaKTePUCTUKUTE WM C (YHKIMOHHUPAHETO Ha W3JIEIHETO CIIOpeN
JaJeHUTEe B 1) NpPUYMHM, BOJCHIO JO CHUCTEMATHYHO BpBIIAHE Ha
U3/ICNUATA OT ChIUHS THI Ha HPOM3BOJHUTEIIS.

3a m3menus 3a CaMOTECTBaHe, MPOU3BOAMTEILT MOAABa 3asBICHUC MPEX
HOTH(HIMpALI OPraH 3a M3CICABaHEe HA MPOCKTA.

3asBIEHHETO IO3BOJISIBA IPOSKTHT Ha M3JEIUETO na Obae pazdpaH u
MO3BOJISIBA U3BBPILIBAHETO HA OLICHKA HA CHOTBETCTBHETO ChC CBBHP3AHHUTE
C MPOCKTHPAHETO M3HMCKBAHHS Ha AUPEKTHUBATA.

To BriIOUBa:

— OTYETH OT H3NUTBAHUATA, BKIKOYHUTECIHO, IPHU MMOAXOIAI] cnyqaﬁ,
PE3YATATUTE OT NMPOBECACHUTE M3CJICABAHHUA C JIC)KAIIW NMALUCHTH,

— JIaHHHU, TIOKa3Ballu TOIHOCTTa 3a 06CJ'Iy>KBaHC Ha U3ACIUCTO OT
TJIieAHa TOYKa Ha HEroBOTO IPEABHU/ICHO HAa3HAaYCHUE 3a CaMOTCCTBAHCE,

— uHpOPMALHATA, KOATO CE NPEJOCTaBs C M3JCIUETO Ha HETOBHS €TUKET
¥ B HEroBaTa MHCTPYKIHA 3a YIoTpeoOa.

HoTtuduiupammsar opraH npoyusa 3asBICHHETO U aKO IPOEKTUPAHETO
OTroBapsi Ha CHOTBETHHUTE ONpENEICHUS HA Ta3d IAMPEKTUBA, M31aBa Ha
sagButenss EO cepruduxar 3a  wuscienBaHe Ha  IPOEKTHPAHETO.
HoTtuduuupammsar opran Moxe Jia U3HCKa 3asBJIEHUETO Jla Ce JAOIBIHH
C JIONBJIHUTENHM W3MUTAHUS WIM  JIOKa3aTeJCTBa,  I103BOJSIBALIM
OLICHSIBAHE HA CBOTBETCTBHETO C M3UCKBAHUATA HA JMPEKTUBATA 110
OTHOLIEHHE Ha MpoeKkTHpaHeTo. CepTU(HUKATHT ChABbPXKA 3AKIIOUEHUSTA
OT M3CIJICBAHETO, YCJIOBHMATa HA BAIUIHOCT, JAHHHTE, HEOOXOIMMHM 3a
omnpeJesHe Ha OfOOpPEHHs HPOEKT M, KOraro € MOAXOJSIIO, ONHCAHUE
Ha MPEeIBHJCHOTO INpeJHa3HAYeHUE Ha MPOIYKTa.

3asButensat wuHbOpMUpa HOTH(UIUpAIIUS OpraH, Kouto wusmaBa EO
ceprudukara 3a H3CIeIBaHE Ha IPOSKTUPAHETO 3a BCSAKA CHIIECTBEHA
NpoMsiHa, HampaBeHa B onoOpeHHst Hpoekt. IIpomenure B 0moOpeHus
NPOeKT  clienBa  Ja  [OJNydaT — I0-HATaTBIIHO  OJOOpeHHe  OT
HOTH(UIMpaIHs opraH, kKoito u3nasa EO ceprudukata 3a u3cienBaHe
Ha MPOEKTUPAHETO, AN MPOMEHHTE IIIe MOBIHSAT BbPXY CHOTBETCTBHETO
CbC CBHIUICCTBEHUTE W3MCKBAHHS HA JUPEKTHUBAaTa HJIM C YCJIOBHSITA,
Hpeanucany 3a ynorpeda Ha npoaykra. ToBa TOIBIHUTENHO 000psBaHEe
npuema ¢opmara Ha gonbnHeHue KbM EO ceptudukara 3a uscienBaHe Ha
HNPOEKTUPAHETO.
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3.2

1IPUJIO’KEHHUE 1V
EO JEKJIAPAIIUA 3A CbOTBETCTBHE
(IAJIOCTHA CHUCTEMA 3A OCHUI'YPABAHE HA KAYECTBO)

IIponsBomurenaT TpsiOBa Ja rapaHTHpa NpWIAaraHe Ha CHUCTEMaTa 3a
Ka4ecTBOTO, 000peHa 3a MPOEKTHPAHETO, IIPOU3BOJICTBOTO M IOCIEIHATA
IIPOBEPKa Ha PasrJICKAAHUTE M3IENUS, KaKTO € II0COYEHO B paslel 3 |
KaKTO TOAJEXH Ha PEBH3MUs, ONpeeicHa B paszies 3.3 W Ha Hau3op,
ompezeieH B paszgen 5. JlombaHMTENHO, 3a W3AENUs, OOXBaHATH OT
npwioxenue I, cmmcek A, mnpowsBomuTeNnAT TpsAOBa Ja clenBa
IIpOLEAypHUTE, ONpENEeNICHN B pa3nenu 4 u 6.

I[eKnapauH;{Ta 3a CBOTBETCTBUE € Ipoueaypa, 4pe3 KOATO I[POu-
3BOOUTCIIAT, KOWTO M3I'BJIHSIBA 3aAbJDKCHUATA, BB3JIOKEHU MY OT pasjei
1, rapaHTupa W JACKiIapupa, 4€ pasrjiekKIaHUuTe H3ACIHUsl OTroBapsT Ha
pa3n0pe;{6HTe Ha HacTosdAlaTa JUPEKTHUBA, KOUTO C€ MpuiIaraT KbM TAX.

[IpomsBomutensat mocraBs MapkupoBkata EO cerimacHo wieH 16 u
MOATOTBSL JeKJIapalyus 3a ChOTBETCTBHE, OOXBalllallla pas3rIe)KIaHUTE
W3/IeTHS.

Cucrema 3a Ka4ecTBoO

HpOI/I3BOZ[I/ITeJ'I${T TpﬂGBa Ja noJane 3asBJICHUE IIpen HOTI/I(iJI/IL[I/IpaIIII/IH
OpraH 3a OLICHKa Ha CBOsATa CHUCTEMa 3a Kaiy€CTBO.

3asBieHHETO TPsOBa Jja BKIIIOYBA!

— HUMETO H ajpeca Ha MNPOU3BOAUTEIIA U BCAKO APYro AOIIBJIHUTEIHO
IIPOU3BOACTBCHO MISCTO, 00XBaHATO OT CHUCTEMaTa 3a Ka4eCTBoO,

— noaxoasmia I/IHd)OpMaHI/ISI 3a HU3ACIMETO HWIM 3a KaTeropusaTa Ha
U3ACIUCTO, 00XBaHATO OT npoueaypara,

— MHCMEHa JeKiIapanus, 4e MoJ00HO 3asBIICHHE 3a ChINATa CHCTEMa 3a
KauecTBO 3a CBINOTO YCTPOWCTBO HE € OWI0 MOAaBaHO TMpex IPYyT
HOTU(HIpAL] OpTaH,

— JOKYMCHTalusATa Ha CUCTEMaTa 3a Ka4yeCTBO,

— nOpeanprueMaHe Ha JICHCTBUS OT TIPOMU3BOAUTENA 3a HM3NBJIHCHUEC Ha
3aaBJDKCHUATA, HAJIOXKECHU MY C 0}106peHaTa CHUCTEMa 3a Kadye€CTBO,

— HOpeanpueMane Ha Jlei/'ICTBMﬂ OT NPOU3BONUTEINIA 3a 3alla3BaHC Ha
OHOGPCHaTa CHUCTEMA 3a KAa4€CTBO a/JICKBAaTHaA U e(i)mcaCHa,

— TpeInpHeMaHe Ha JACHCTBHUS OT NPOW3BOJWTEINS 32 YCTAaHOBSIBAHE M
OCbBPEMEHSBaHE Ha CHUCTEMaTHYHA MpOLEAypa 3a Iperiea Ha
HOJIy4eHUs! ONUT OT W3/eNHs B CIEINpPOU3BOACTBEHaTa (aza M 3a
MpuiIaraHe Ha IIOAXOMSINM CPEICTBAa 3a M3IMOJ3BAaHE Ha BCSIKO
HEOOXOAMMO KOPEKTUBHO JeHCTBHE ¥ HOTU(HKAIMA, KakKTo €
nocoueHo B npunoxxenue III, paznen 5.

3asMBJICHUETO 3a CHUCTEMaTa 3a KadecTBO Tpﬂ6Ba Ja TrapaHTupa, 4e
usaeiaTa OTroBapsAT Ha pa3n0pez[61/n‘e Ha HacToslaTta AUPEKTHUBa,
KOUTO C€ IpujaraT KbM TSIX Ha BCCKU cTall OT IMPOCKTHPAHETO 10
rocjaeaHara IpoBEepKa. Bceunukn CIICMCHTH, H3HUCKBaHHsA H pa3nopen6n,
IIpUueTu OT MNPOU3BOAUTEIIA 3a HEroBara CHUCTEMa 3a KadecCTBO, Tpﬂ6Ba
Ja Cc€ NOKYMCHTHpAT IO CUCTEMATH4YCH M IOAPEIACH HAYUH BbHB (bopMa
Ha NMUCMCHHU Ha60p1/1 u mpoueaypu Karo nporpamMu 3a Kad€CTBO, IINIAHOBE
3a Ka4yeCTBO, HAPBbYHUIU 3a KAa4YCCTBO U 3aIlUCH 110 Ka4e€CTBOTO.

HO—CHGHI/I&HHO TO BKIIIOYBA aI€KBATHO OIIMCAHHUEC Ha:

a) LCJIATE MO KA4YE€CTBOTO HA MPOU3BOOUTEIIS,
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6) opraHusanusta Ha JIEMHOCTTa U TIO-CIIECIHATHO:

— OpraHu3allMOHHUTE CTPYKTYpH, OTITOBOPHOCTUTC Ha PHKOBOAHUS
TNIEpCOHA MU TEXHHS OPraHU3allMOHCH OpraH, KOUTO Ca CBbP3aHU
C Ka4€CTBOTO Ha IMPOCKTUPAHETO U IPOU3BOACTBOTO HA HU3JCIIUATA,

— METOAUTE Ha KOHTpoJiMpaHe Ha edeKTuBHATa paboTa Ha cHcTeMaTa
3a KayeCTBO M B YACTHOCT, Ha HEHHaTa CIIOCOGHOCT [a MOCTHTHE
JKEJIAHOTO KAa4ecTBO HAa INPOEKTa M Ha MPOAYKTA, BKIKOYBAHKH
KOHTPOJI Ha TMPOAYKTHUTE, KOHUTO HE YyCHgaBaT Ja IM[OCTUIrHAT
CBOTBETCTBHE;

B) HPOLEIYpPUTE 3a KOHTPOJ M TOTBBPXKJICHHE Ha MPOEKTHTE Ha
W3IETHATa U T0-CIICIHAITHO!

— 06LLIO OIKCAaHUEC Ha U3ACIHUCTO, BKIIIOYUTCIHO BCHUYKHU INUIAHUPAHU
BapuaHTH,

— IpUIaTa JOKyMeHTauusi, nocodeHa B npuioxkenue III, pasmen 3,
tupera 3—13,

— B Clly4ail Ha M3JeNus 3a caMOTecTyBaHe, MH(opManusTa, 1ageHa B
npunoxenune 111, pazmen 6.1,

— W3MON3BAaHUTE TEXHWKH 3a KOHTPOI U TOTBBPXKICHHE Ha
NIPOCKTUpPAHE, KAaKTO W TIPOIECUTE M CHUCTEMAaTHYHUTE MEpPKH,
KOMTO M€ C€ WH3MOJI3BaT, KOraTo W3AENMATa ca B Ipolec Ha
MIPOCKTUPAHE;

I) TEeXHUKU 3a IpPOBEPKa U TrapaHTUpPAHE HAa KAaueCTBOTO HA €Tama Ha
MIPOU3BOJCTBO U B 4acCTHOCT:

— MpoIleCUTEe U MPOLEAypUTE, KOUTO 1€ Ce M3IO0J3BaT, Hali-Beue 1o
OTHOIIEHHE Ha Ha CTEPHIM3ALUATA,

— [OpoueaypuTe 1o OTHOLICHHUE Ha 3aKyIlyBaHCTO,

— mpoueaypu 3a HIACHTH(UIMpaHEe HA NPOAYKTa, pa3paboTeHH u
OCBBPEMEHSBAaHM OT 4YEPTeKH, CHeHU(UKAIMKM WIM JApPYTd
CBHOTBETHH JOKYMEHTH Ha BCEKH €Tall Ha IPOU3BOJCTBOTO;

1) MOAXOISIIY M3IHUTBAHUS M OIUTH, KOMTO [a C€ MPOBEXAAT MPEIH, O
BpeME U Cjel INPOU3BOACTBOTO, 4YeCTOTata C KOATO TE IIe Ce
HPOBEKAAT W H3IOJI3BAHOTO O0OpyIBaHE 3a HM3MHWTBAHHS, KaIHOPHU-
paHeTo TpsiOBa na ObJEe BB3MOXHO J1a CE MPOCICIH.

[Ipon3BomUTENAT TPOBEXKIA W3UCKBAHUTE KOHTPOI W HM3MHATBAHHSA
CBIJIACHO TMIOCTEIHUTE IOCTIDKEHHsI Ha TexXHoJorusaTra. KoHTpomsT u
W3NUTBAHMATa OOXBAIllaT [POM3BOJACTBEHHS IPOIEC, BKIIOYBANKH
XapaKkTepu3WpaHe Ha CYpOBHHATAa M OTICIHUTE HPOM3BEICHH HW3ICIHUS
WIH BCSKAa MPOM3BENeHa MapTHAA OT H3EeNus.

[Ipn m3nuTBaHe Ha M3nenUsATa, 00OXBaHATH OT HpmioxeHue II, cucek A,
IIPOM3BOJUTEIAT ce ChoOpa3siBa ¢ Haii-HOBaTa HaIWYHA MH(OpMAI, TI0-
CICIIMATHO 110 OTHOIICHHE Ha OMOJIOTHYecKaTa CIOXKHOCT M BapHaHTHOCT
Ha mpoOuTe, KOUTO e OBJAT M3MHUTBAHU C PA3MIICKIAHUTE W3ICIHS in
vitro.

HotudumupammsaT opran TpsOBa Ja NpoBepH CHCTEMaTa 3a KayecTBO, 3a
Jla onpeseny Jaay T OTroBapsi Ha M3MCKBAaHMATA, JAJCHU B pasaen 3.2.
TpsiOBa 1a ce MPEINoNokKH, Ye CUCTEMUTE 3a KaueCTBO, KOUTO U3IOI3BAT
CBOTBETHU XapMOHHM3MPAHU CTaHAAPTH, OTTOBAPAT HA M3UCKBAHMATA.

OreHABALMAT SKUIT TPpyna TPpsOBa Jja IPUTEKaBa OMUT IIPU OLICHSIBAaHE Ha
pasrnexnaaHara TexHoiorus. Ilporeaypara mo oneHsBaHe TpsiOBa ja
BKJIIOYBA IIPOBEPKA Ha IPOU3BOJACTBEHHUTE IOMEIIEHUsT W TpU a00pe
00OCHOBaHHM Clly4ad, Ha IIOMELICHUSATA HAa JOCTABYMIIUTE HA IPOU-
3BOJMTENS W/MIM HETOBHUTE IIOJUIOCTABUMIM, 33 J]a C€ HPOBEPST IpPOU-
3BOJICTBEHHTE INPOILIECH.

Pemenuero ce HoTHGUIMpa Ha NMpou3BoaUTENS. To TpsAOBa fa ChAbpKA
3aKIIIOUCHNATA OT IIPOBEpPKAaTa M OOOCHOBaHATa OICHKA.
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4.2.

4.3.

44,

4.5.

5.2.

[IponsBomurensaT TpsOBa na MHPpOpMHUpPa HOTH(GUIMPAIINSA OpraH, KOMTO
ono0psiBa cHCTeMara 3a KayeCTBOTO 3a BCEKM IUIaH 3a CHIIECTBEHH
IIPOMEHM B Ta3W CHUCTEMa 3a Ka4deCTBO HA OOXBAaHATUS JHana3oH OT
MIPOJYKTH.

Horudurnmpamusat opran TpsOBa a OLEHH MPEUTOKESHUTE MPOMEHH U 14
MOTBBPIM JAIIK CJIe]] Te3d MPOMEHHU CHCTEMAara 3a KadeCTBO BCE OIIC IIe
OTroBapsi Ha W3UCKBaHWATA, HaneHun B pazmen 3.2. Toit TpsOea ma
HOTH(UIMPAa TPOU3BOAMTENS 3a CBOETO pelieHHe. ToBa pelieHHe
TpsiOBa ChIBPIKA 3AKIFOYEHHSATA OT MPOBEpKaTta U 0OOCHOBaHATAa OICHKA.

H3cnenBane Ha MPOEKTHPAHETO HA MPOAYKTA

3a mpoaykTtH, o0XBaHaTH OT npuioxeHue II, cuchk A, B JONBIHEHUE
KBM 3a/IbJDKCHHATA, HAJIOXKEHH OT pasjein 3, MPOM3BOMUTENAT TPsiOBa na
nojazne 3asBICHHE Ipel HOTH(HULUPAIIUS OpraH 3a H3CJIeABaHE Ha
IIPOEKTAHTCKOTO JOCHE, CBBP3aHO C M3JENIHMETO, KOeTO TOH IulaHupa Aa
NpOU3BEXKIa U KOETO IONaja B KaTeropusra, mocoueHa B pasuen 3.1.

3asBieHHeTO TPAOBa J]a ONUCBA NPOEKTA, IPOU3BOACTBOTO U (DYHKLHOHU-
paHeTO Ha pasmIexJaHoTo u3genue. To TpabBa ja  BKIIOYBA
JIOKYMEHTHUTEe, HEOOXOAMMH 3a OLEHKAa Nald W3/eNIMeTO OTroBapsi Ha
U3MCKBAHMATA Ha HACTOAIATA AUPEKTHBA, IIOCOYEHH B pasgen 3.2,
OykBa B).

HOTI/IqJI/II_[I/IpaIIII/ISIT opraH Tp}I6Ba Ja [Ipoy4u 3asiBJICHUETO U aKO IIPOCKTHT
OTroBapsi Ha CBHOTBECTHUTC pa3n0pe;[6n Ha HacTosmlaTa AUPEKTHUBA, 1a
n3gagac Ha 3aABUTEIA EO CepTI/I(bI/IKaT 3a U3CJICABAHE Ha MPOCKTHUPAHETO.
HOTI/Iq)I/II_[I/IpaIIII/ISIT OpraH MOXE€ Ja W3UCKa 3asBJICHUCTO Aa C€ AOIBbJIHU C
JOIIBJIHUTCIIHU U3IIUTBAHUA WM OJOKA3aTCIICTBA, IIO3BOJIABAIIU OLCHABAHC
Ha CBOTBETCTBUETO C IMPOCKTAHTCKUTE MH3UCKBAHWUA Ha JUPEKTHUBATA.
CepTI/I(bPIKaT'I)T TpH6Ba Ja CbAbpiKa 3aKIOYCHUATA OT HU3CICABAHETO,
ycioBusATa Ha BaJMAHOCT, NaHHHUTE, H806XOZII/IMI/I 3a OIpeaciisiHe Ha
OL[O6peHI/IH MOPOCKT U KOrato € MmoaxoAdamnio, OIMCAaHUE Ha NPEABUACHOTO
IpeaHa3HauYC€HUE Ha HU3OCIIUETO.

[TpomenuTe B 0n00peHMS MPOEKT TPsOBa Ja MOJIydYaT IIO-HATATHIIHO
om00peHne OT HOTHU(UIMpaIIHs OpraH, Koiro m3maBa EO ceprudukara
3a U3CJIeABaHEe Ha MPOEKTA Il MPOMEHUTE I MOBJIHUSAT BbPXY ChOTBET-
CTBHETO CbC CBIIECTBEHUTE MW3UCKBAaHUS HA AUPEKTHUBAaTa MM C
yCJIOBHSATA, TpPENNHMCaHM 3a ynoTpebaTa Ha MPOAYKTA. 3asBUTEIAT
uHdopmupa HoTH(UIMpaIKs opraH, KoiWto m3masa EO ceprudukara 3a
M3CJeABaHe Ha IPOEKTa 3a BCAKA CHIUIECTBEHA MNPOMSHA, HANpaBeHa B
ono0penust mpoekt. ToBa MOMBIHUTENHO OA0OpeHHe TpsAdBa Ja mpueme
dbopmata Ha gomweiHeHme kbM EQO cepTudukara 3a wu3cienBaHe Ha
MpOeKTa.

[pousBomurenst nHpopmupa HezabaBHO HOTH(UIMPALINS OpraH, ako e
nosydms1 MHQpopMauus 3a INPOMEHH B MATOTEHHTE M MapKepuTe 3a
MHEKIHH, KOMTO INEe Ce M3IMTBAT, OCOOCHO KAaTO CIEACTBHE HA
OuosoruyHaTa CIOKHOCT ¥ BAapMaHTHOCT. B Ta3su Bpb3ka, Mpou-
3BOAMTENAT HMHGOPMUpAa HOTUHLHUpANIMS OpraH Jaid Hoao0Ha
nNpoMssHa ¥HMa BEPOATHOCT Ja TIIOBJIMUAC Ha (byHKLlI/IOHI/IpaHeTO Ha
CBOTBETHOTO JAMArHOCTUYHO MEAULMHCKO YCTPOMCTBO in Vitro.

Hapzop

ueJITa Ha HajA3opa € Ja TrapaHThpa, Y€ IPOU3BOAUTCIAT IIPABUIIHO
U3IBJIHABA 3aAbJDKCHUATA, HAJIOKCHHU MY OT 0;[06peHaTa CUCTEMaA 3a
Ka4deCTBO.

[pousBomurensaT TpsOBa ga YIBIHOMONIM HOTH()UIMPAIIXS OpraH aa
MPOBEXJa BCHYKH HEOOXOIMMH TPOBEPKH W Jia TO CHAOAsABa C IsUIaTa
ChOTBETHA WH(OPMAIHS, B YACTHOCT:

— JOKyMCHTalusATa 3a CHCTEMaTa 3a Ka4eCTBO,
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5.4.

6.1.

6.2.

— 06yCHOBCHI/ITe JaHHU B 4aCT OT CHUCTEMaTa 3a Ka4€CTBO, CBHpP3aHU C
IIPOCKTUPAHETO, KAaTO pE3yJITaTH OT aHaJIU3U, U3UYHUCJICHUS U T.H.,

— 0OyCJIOBEeHH JaHHM B 4YacT OT CHCTEMaTa 3a KauecTBO, CBBP3aHH C
MPOM3BOZCTBOTO, KaTO OTYETH OT MPOBEPKH W JaHHH OT HU3MUTBAHMSL,
JaHHK OT KaluOpHpaHeTo, OT4YEeTH 3a KBaluHKaluiTa Ha
y4acTBalIUTEe CIIYKUTCIIU U T.H.

HOTI/I(bI/IHI/IpaHH/ISIT opraH TpH6Ba TNIEpUOJNYIHO Ja IPOBEXKIAA MOAXOISAIIN
IIPpOBEPKU U OLICHKH, 3a Ja 6’LI[C CUT'YPEH, Y€ INPOU3BOAUTECIIAT IIpujiara
OZ[OGpeHaTa CUCTEMaA 3a KadYeCTBO H TpHGBa JAa IpeaaBa Ha IIPOU-
3BOAUTECIIA OTUCTA OT OLICHABAHCTO.

B nombnHeHne, HOTHOUIMPAIIUAT OPTaH MOXKE Ja U3BBPIIBA HEOYaKBAHH
MOCEeNICHNsT Ha TpomsBoguTeNsl. [0 BpemMe Ha TONOOHH MOCEIICHWS,
HOTH(M)HIMPALIUIT OPraH MOXe, IPH HEOOXOAUMOCT, [a MPOBEKIA WIH
I1a MCKa TMPOBEXIAaHE Ha M3MUTBAHMSA, 32 [a CE MPOBEPH Iajld CHCTEeMara
3a KauecTBO pabotu mpaBwiHO. Toi TpsibBa ga mpemocTaBd Ha MPOU-
3BOAUTENS OTYET OT MPOBEPKAaTa M, ako € OWIIO MPOBEICHO H3MHUTBAHE,
OTYET OT M3IHTBAHETO.

IMoTBBbpKAEHHE 32 INpPOM3BeJeHUTE NPOAYKTH, O00XBAaHATH OT
npuioxkenne II, cnucbk A

B cnyuwaii Ha m3genus, obxBaHatH oT mpuiokeHue II, crmesk A, mpou-
3BOJUTEIAT M3Mpalla Ha HOTHGUIMPAIIUS OPraH HEMOCPEICTBEHO CIIET
3aK/II0UEHUATa Ha KOHTPOJIUTE M M3IMTBAHMATA, CHOTBETHUTE OTUYETH 3a
NPOBEJIEHUTE M3IUTaHUA HA NPOM3BEKIAHWUTE W3/ENHA MIM Ha BCAKA
nmaptuia u3genus. [lo-HaTaTBK, NMPOM3BOAUTENAT IHOATOTBA INPOOH OT
u3pabOTBaHUTE U3JENAMS MIM NapTHAM H3JEeNMs 3a IIpeflaBaHe Ha
HOTHQHIMpAUs OpraH, ChIVIACHO IIPEJBApHTENHO CBITACyBaHHUTE
ycJoBuSl.

IIpousBomutenar Moxe Ja IyCHE MH3/eNMATa Ha I1a3apa, OCBEH aKo
HOTU(UIMpAIUAT OpraH He CbOOIIM Ha NPOMU3BOAMTENS B PAMKUTE Ha
ChI7acyBaH MEpHOJ OT BpeMe, HO HE MO-KbcHO oT 30 jHH cien
HoJIy4aBaHe Ha HpOOUTE, HAKAKBO APYro peLIeHHE, BKIIOYUTENIHO MO-
CIELIMAIHO BCSIKAKBO YCIIOBHE 3a BAIUIHOCT HAa IIPEAOCTaBEHHUTE
ceprudukaru.
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4.1.

4.2.

4.3.

44,

IIPUJIOJKEHUE 'V

EO U3CJIEJBAHE HA THUIIA

EO wu3cnenBaHero Ha Tuma € 4acT OT NpOLEAypa, ¢ KOATO HOTU(ULH-
palusT OpraH YCTaHOBSBA M yJOCTOBEpsBa, 4ye IpeJCTaBUTENHA Ipoda
OT NpPEABWKIAHATA NPOJYKLUHUS HM3IBJIHABA CHOTBETHHUTE pasnopendu Ha
HACTOSIIATA JUPEKTHBA.

3asBieHuero Ha EO n3cileBaHe Ha TUlla C€ IoJaBa OT IPOU3BOAUTEIISA
WK OT HETOB YII'BJIHOMOILCH IPEACTABUTCI IIPE HOTPI(bI/II_[I/IpaIIII/IH oprat.

3asABJICHUETO BKJIFOYBA:

— HUMETO W ajapeca Ha TIMPOU3BOAUTEIA HW HMMETO W aJapeca Ha
YIO'BJIHOMOLICHUS NPEACTABUTEI, AKO 3asABJICHHUCTO CE MoJgaBa OT MpEa-
CTaBUTEIIA,

— JIOKyMEHTalMATa, OIKcaHa B pa3aen 3, HeoOXoaMMa 3a OLCHsIBaHE Ha
CBHOTBETCTBHETO Ha TMpeJCTaBHTENHATA Mpoda OT pasriexaaHaTa
MPOAYKUHS, TMO-HATAThK HapWUyYaHa ,,THMA“ C W3UCKBaHHMATA Ha
HACTOsIIIaTa JAUPEKTUBA. 3asgBUTEISAT MpeNocTaBs ,THINA“ Ha
HoTu(uIMpaius oprad. Hotuduimpamusar opraH Moxe Ja TOHCKa
U Apyrd mpoOu mpu HeoOXOIHMOCT,

— MNHCMEHa JeKJIapalys, Y€ 3a CHUIMS THI HE € MOAABAaHO 3asBICHHE
npej Apyr HOTH(HULHMPAIL OpraH.

JlokyMmeHTalusATa TpsOBa 1a IMO3BONH pa30UpaHe Ha IPOEKTa, HPOU3BOJ-
CTBOTO M (DYHKIHOHHUPAHETO HA H3JeIueTO. JJOKyMEHTAIMATA ChAbpiKa
CIICTHUTE €JIEMEHTH, B YaCTHOCT:

— 06]].[0 OIIMCAaHUC Ha THIIA, BKJIIOUBAMKHA BCUYKHU IUTaHUPAHU BapUaHTH,

— IpIaTa JOKyMeHTalus, cromeHara B mnpuiokenue III, pasmen 3,
tupera 3—13,

— B CIlyyail Ha M3aenus 3a caMoTecTyBaHe, WH(OpMalusaTa, JajeHa B
npunoxenne 111, pazmen 6.1.

Horudpumupamusr opras:

M3CIIe/IBa U OLCHSABA JOKyMEHTAIMATA M MOTBBPXKAaBa, Y€ THIIBT € OWi
MPOM3BE/ICH B CHOTBETCTBUE C Ta3W JAOKYMEHTALMs, TOW ChIIO OTOesI3Ba
€JIEMEHTHTE, IPOCKTHPAHU B CHOTBETCTBHE C MPUIIAraHUTE Pa3nopeaOu Ha
CTaH/JapTHTE B YICH 5, a CBILO U EIEMEHTHTE, KOUTO HE ca MPOCKTUPAHH
Ha OCHOBaTa Ha CBHOTBETHUTE OIpEICNCHHS Ha TOPEIOCOYCHUTE
CTaHJapTH;

H3IIBJIHABA MW € HM3INBJIHWUI IOAXOAAIINW H3CICABAHHUA W HU3NMTBAHUA,
HEOOXOAMMHU 3a MOTBbPIKIABAaHE MM pELICHHsTa, MPUETH OT IPOU-
3BOAUTECIISA OTFOBapﬂT Ha CBIICCTBCHUTEC H3UMCKBAHHA Ha HacToAMaTa
JMPEKTHBA, aKO CTaHJApTUTE, JaJeHH B WICH 5 He ca OWIM NpHIIaraHu;
aKo M3AeNMeTo TpsAOBa Ja ce KOMOWMHHpaA C JpYyro/u u3aenue/s, 3a Ja
paboTH, KakTo € MPEJBUACHO, TPAOBA Jia ce MpeIOCTaBH JOKa3aTEeNICTBO,
Y€ TO CHOTBCTCTBA HA CBHIICCTBCHUTC M3HMCKBAHUA, KOraTto CC KOMGI/IHI/Ipa
¢ NOfOOHO/M W3Jene/s, NPUTEKABALIO/U XapaKTEPHUCTUKH, OIpe/eIeHH
OT TPOHM3BOUTEIS;

IIpOBEXKJAa WK IIC TIOMOJIM 3a MOAXOAANIN U3CIICABAHUS U U3ITUTBAaHUS, 3a
JAa c€ MNOTBBPpAU Jajld, aKO I[POU3BOAUTEIIAT € H36pan JAa TIipujiara
CbOTBCTHUTE CTaHAAPTH, TC HAUCTHHA Ca IPUJIOKCHU;

CBIJIaCyBa ChC 3aBUTEIS MACTOTO, KBIETO HCOOXOAUMHUTE M3CICABAHUS U
V3MUTBAHMSA Ie OBIAT MPOBEACHH.

AKO THIDBT CBOTBETCTBA Ha pasnopenOUTe Ha Ta3W AUPEKTHUBA,
HOTH(UIMpPAIMAT OpraH H3aaBa Ha 3asBUTeds ceprudukar 3a EO
n3cienBane Ha tuna. CepTHUKATHT CHABPIKA UMETO U ajpeca Ha MPOU-
3BOAMTENS], 3aKIIOUCHUATA OT M3CIEABAHETO, YyCIOBHUATA HA BATUIHOCT U
JTAaHHUTE, HEOOXOMMMH 3a ompeneisHe Ha onoOpeHus tui. ChOTBETHUTE
YacTH Ha JOKyMEHTalluATa ca MJafeHH KaTro TPHIOKEHHS KbM
ceprudukara, KaTo KOIMHUE OT TAX ILIE Ce Ma3u OT HOTH(HULHUPAILUS OpraH.
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6.1.

[MpousBourenar nHdopMupa He3abaBHO HOTH(OHULIHUPAIIUS OpPraH, ako €
MOTydds1 WHGpOpPMAmMs 3a HMPOMEHHTE Ha OOJIECTOTBOPHUTE MHKPOO-
praHM3MH M MapKepuTe 3a MH(EKIUH, KOUTO IIEe Ce U3IMUTBAT, 0COOCHO
KaTo CJIEACTBHE Ha OMOJNOTHMYHATA CIOXHOCT M BapHaHTHOCT. B Ta3m
BPB3Ka, MNPOM3BOJUTEIAT HHPOPMUpPA HOTU(GHIMpANHMS OpraH, Jallk
nojo0Ha MPOMsHA BEPOSATHO ILIe MOBIWsE HAa (YHKIMOHHPAHETO Ha
Pa3TIIeXIaHOTO JUATHOCTHYHO MEIWIIMHCKO M3ZENHE in Vitro.

[TpomenuTe Ha 0J0OpEHOTO HM3Ienue TpAOBa 1a MONYYaT AONBIHUTEIHO
o00peHne oT HOTH(UIMpAIIUs OpraH, KOWTO u3aaBa ceptudukar 3a EO
W3C/Ie/IBAHe HA THIA, Tl IPOMEHUTE MOXE Ja IMOBJIHSAAT HA CHOTBET-
CTBHETO CbC CBIIECTBEHUTE MH3UCKBAaHUS HA JAUPEKTHUBATa MM C
yCJIOBHSITA, NPEINUCAHU 3a YHoTpeda Ha M3AeNueTo. 3asBUTENAT Iue
uHpopMUpa HOTU(UUMpALIMS OpraH, KoiTto u3nasa cepruduxar 3a EO
u3cieaBaHe Ha THUIA 32 BCsKa MoA00HA NMPOMsHA, HAlpaBeHa Ha 0700-
penoto m3nenue. ToBa HOBO omoOpeHue mie uMma Gopma Ha JOIBIHEHHE
KbM ceprudukata 3a EO uscnensane Ha Tuma.

AJIMHMHUCTPATHBHH pa3nopendu

Jlpyru HOTHGUIMPAIM OpPraHd MOXeE Ja MOJydyaTr KOIHe OT cepTUHKATH
3a  EO wm3cnenBaHe Ha THNa W/WIM  JONBJIHEHUSTA KBM  THX.
[punoxenusita kbM ceptudukaruTe TpsiOBa Aa OBIAT TOCTHIHU 3a
JIpyrute HOTHU(UUMpamy OpraHd Hpu OOOCHOBAHO 3asiBICHHE, ClIe]
KaTO TMPOU3BOAUTEIAT € OMi MH(GOPMHUpAH.
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2.1.

2.2.

5.2.

IIPUJIOJKEHUE VI

EO INOTBBPKJIEHHUE

EO noTtBbpXAEHHETO IpeJCTaBisBa INPOLEAYpa, 4Ype3 KOSTO IpOou-
3BOJUTENAT MJIM HEroB YIBIHOMOLIEH IPEACTAaBUTE] TapaHTHpa U
JieKIapupa, 4e MPOAYKTUTE, KOMTO ca OMIM IpeaMeT Ha IpoLexypaTa,
omnpeseneHa B paszienl 4, ChOTBETCTBA HAa THIA, ONMKMCAH B cepTH(UKATA
3a EO wu3cnenBaHe Ha THIIA M OTroBaps Ha WU3MCKBAHHMATA Ha Ta3u
JMPEKTHUBA, KOUTO C€ IPUIAraT KbM TAX.

[ponsBomurensaT TpsOBa Ja NMpeANpueMe BCHYKH MEPKH, HEOOXOAMMH 3a
rapaHTHpaHe, dYe IPOM3BOACTBEHUST IIPOLEC IPOU3BEKAA MPOIYKTH,
CHOTBETCTBAIl[M HA THIA, onucaH B ceprudukara 3a EO nscnenBaHe Ha
TUNA W HAa M3UCKBAHUSTA Ha JMPEKTHBATa, KOMTO CE IpHiaraT KbM TiX.
IIpenn 3amouBaHETO HA NPOM3BOACTBOTO, MPOM3BOAUTENAT TpsiOBa Ia
MOJATOTBH  JIOKYMEHTH, OINpPEICSIIM INPOM3BOACTBEHHUsS IIPOLEC, B
YacTHOCT, II0 OTHOIICHWE Ha CTEPWIM3ANMATa M HAJIWYHETO Ha
W3XOIHUTE MATEpPHAIIH, NPU HEOOXOJMMOCT, W OIpeAeNs HeoOXOIUMHUTE
W3NUTATEHU HPOLEAYPH, CBIJIACHO CBBPEMEHHOTO CBCTOSHHE Ha
TEXHOJNOTHATA. BCHYKM  pyTHHHHM,  TpPEIBAapUTEIHO  YCTAaHOBEHHU
pasmopendu TpsiOBa 1a Ce HPHIIOXKAT, 33 Ja CE rapaHTHpa XOMOTCHHO
IIPOM3BOJICTBO M CHOTBETCTBHE HA MPOJYKTHTE C THIIA, OIHKCAaH B
cepru¢ukara 3a EO m3cnenBaHe Ha Tuma M B HM3WCKBAaHUATA HA TasHl
JIUPEKTHBA, KOUTO CE MpUIaraT KbM TsX.

AKO mopajgy HSKOM aCHeKTH, KpaHOTO M3IHTBAaHE, CBHIIACHO paszneln 6.3
HE ¢ MOJIXOMAIIO, ChOTBETHUTE METOIM 3a M3IHMTBAHE Ha Ipoleca, Habl-
I0JICHHE M KOHTPOJN Ie OBJAT YCTAHOBEHO OT IPOU3BOIJHUTENSL C 0100-
peHnero Ha HoTHHIMpamus opraH. Pasmopenbure Ha mpunoxenue IV,
pasmen 5, me ce HpWIaraT ChOTBETHO BBB BPB3KA C TOPEHOCOYCHHTE
0J00peHU IPOLEAYPH.

IIpomsBomurenaT TpsOBa Ja NpEANpPHEME YCTAaHOBSIBAHE W OCHB-
peMeHsiBaHe Ha CHCTeMaTH4YHa IpoLeAypa 3a Iperyiefi Ha IOJIy4eHHs.
ONUT OT W3ZENHSA B CIEAIPO3BOJACTBEHA (ha3a M Ja BHEAPH IMOIXOISIIH
MEpKH 3a T[IpWIaraHe Ha BCHYKA HEOOXOAWMH KOPHTHPAIIA W
HOTH(HKAIMOHHH IEUCTBHS, KaKTO € najneHo B npuioxenue 11, pasngen 5.

Hotudunupamusar opran Tps6Ba Ja mpoBeje MOAXOIALIN NPOYUYBAHUS H
U3NUTBAHUS, MpEeIBUJ pas3jen 2.2, 3a Ja NOTBBPAU ChOTBETCTBUETO Ha
HOpOAyKTa C M3MCKBAaHMATA HA JMUPEKTHBATa WM 4pe3 H3CIe[BaHe U
U3NUTBAaHE HAa BCEKU MPOAYKT, KAKTO € JaJeHO pa3fen 5 WM 4pes3
u3cieBaHe M M3INMTBAaHE HA NPOJLYKTH HAa CTATHCTUYECKA OCHOBA, KAKTO
€ OIpe/IeNIeHO B pasfien 6, KakTo ToBa pelr npousBoautensat. Koraro ce
HOpOBEXkJa CTAaTUCTHMYECKO IIOTBBPXKIAaBaHE, CBIVIACHO pasgen O,
HOTHQHUIMpAIUAT OpraH TpsOBa Ja pelM Jalnd jJa ce IIpuiarar
CTaTUCTHYECKH NPOLEAYypH 3a IpoBEepKa MNapTHAa MO MapTHAA HIH
npoBepka Ha oTienHa napruia. IlomoOHo pemenue TpsOBa na Obue
B3€TO IIPU KOHCYJTALUsl ¢ HPOM3BOJUTEIIS.

IIpy nonoxeHue, ye MPOBEKIAHETO HA HU3CIEABAHUS M HU3IUTAHUS Ha
CTATUCTUYECKA OCHOBA HE € MOAXOJIIO, U3CIEABAHUATA M U3NUTBAHUATA
MOXE Jla Ce NPOBEXJAT Ha CilydaifHa OCHOBa, KaTO ce NPEIBIKAA, 4e
nofobHa Mpoleaypa BbB Bpb3Ka C MEPKHUTE, INPEANPHETH CHITACHO
pasnen 2.2. rapaHTHpaT €KBHBAJICHTHO PAaBHHUILE HA ChOTBETCTBUE.

HOTB'I)I))KII&BaHe ype3 u3cjeABaHe U U3NUTBAHE HA BCEKH NPOAYKT

Bcekn TpoOayKT ce W3CienBa OTAENHO M TMOIAXOMALIMTE H3IHUTBAHMS,
ompefieJieHH B CHOTBETHHUS/TE CTAHAAPT/M, CIOMEHAT/H B WICH 5 WM
eKBMBAJICHTHH M3MUTBaHMsS TPsAOBa Ja Ce TMpOBEXAAT, 3a Ja Ce
MOTBBPM CHOTBETCTBHETO HA MPOJYKTUTE C THIA, ONMWCAH B THIIOBHS
cepTU(UKAT 32 W3CIEABAHE W C W3MCKBAHMATA HAa JUPEKTHUBATA, KOUTO
ce mpuiiaraT KbM TsX.

Hotudummpamust oprad TpsiOBa Oa IIOCTaBH HIM € IOCTaBHJI CBOS
UACHTU(HUKAMOHEH HOMEp Ha BCEKH 0J00peH MpOAYKT U TpsbBa na
M3TOTBH TIHCMEH CEPTU(HUKAT 38 CHOTBETCTBHE, CBBP3aH C MPOBEKIAHHUTE
M3MUTBAHMUSL.
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6.2.

6.3.

6.4.

CraTucTuyecko NMOTBBbPKAABAHE

[TpousBogurensr TpsaOBa ha NPEACTaBsl MPOU3BEACHUTE HPOAYKTH IOA
(dopmara Ha XOMOTCHHH TMApTUIIH.

Enna wnu noseve citydaifiHu npoOH, KakToO € HEOOXOAUMO, Ce B3eMaT OT
Besika maprupa.  Ilpopykrure, KOMTO IIpeAcTaBisBaT Ipobara, ce
M3CIIE/IBAT, KaTO CE M3MOJI3BAT MOIXOJAIM W3IMHWTBAHUSA, ONPEJCICHU B
CBOTBETHUSI/TE CTAHAAPT/H OT WiIEH 5 WIM €KBUBAICHTHU U3IUTAHHUS, 33
NOTBBPK/AaBaHE, KBAETO € MNOAXOAANl0, Ha CBbOTBETCTBUETO Ha
HOpOAYKTUTE C THUIA, onucaH B ceprudukara 3a EO uscienBaHe Ha THIa
U C M3MCKBaHMATA HA JTUPEKTHBATa, KOUTO CE€ MPHIIAraT KbM TAX, 3a Jja Ce
oIpeNieNt Jaly Jia ce INpUeMe WIM OTKaXKe MapTUara.

CTaTHCTHUECKUAT KOHTPOJ HA MPOIYKTUTE IIE C€ OCHOBAaBA HA ONPECHH
CBOWMCTBA W/WJIM MPOMEHIIMBH, BKIFOUBAWKN CXEMH 33 B3eMaHe Ha poOH ¢
pabOTHM  XapakTepUCTUKHM, KOUTO TapaHTHpaT BHCOKO HHUBO Ha
Oe3zomacHoCcT M (yHKIMOHHMPAHE, CIOpPEel ChbBPEMEHHOTO CHCTOSHHE Ha
TexHosorusaTa. Cxemara 3a B3eMaHe Ha MpoOHW mie ObAe YCTaHOBEHA C
XapMOHHM3UPAHUTE CTAHIAPTH, CIIOMEHAaTH B WIEH 5, Karo ce ordere
CreMGUYHUAT XapakTep Ha PasMISKNAHUTE KATErOPHU MPOLYKTH.

Ako napryiata c€ INpueMme, HOTI/I(bI/II_IHpaH_II/IS{T opraH IocTaBsi WIH €
IoCTaBUJI CBOs I/II[CHTI/I(bI/IKaIII/IOHCH HOMEp Ha BCCKU OZ[OGPCH IPOAYKT
U € MH3TOTBHI ITHUCMCH CepTI/I(i)l/IKaT 3a CBOTBETCTBUE, CBBP3aH C
TNIPOBEXKAAHUTE H3IUTAHUSA. Benukn HpO6I/I OT naprujatra morar na ce
IIyCHAaT Ha Ia3apa, € H3KJIYCHHE Ha TE3U OT HpO6I/ITC, KOUTO HEC
CBbOTBETCTBAT.

Axo mapTujara ce OTKake, KOMIICTEHTHUIT HOTH(UIMpan opraH TpsOBa
na TpeAnpHeMe MOAXOMSIIM MEpKH, 3a Ja NMPEeJOTBPAaTH INyCKaHETO Ha
maptyjaTa Ha Tmasapa. B ciaydali Ha 4YecTo OTKa3BaHe Ha MapTHIIH,
HOTHGUIMPAIMAT OpPraH MOXeE Ja OTKaXe CTaTHCTHYECKOTO IOTBb-
prKIaBaHe.

[TpousBomuTensaT MOXe, Ha OTTOBOPHOCT Ha HOTH(HIMPAILMS OpraH, Ja
IOCTaBU MICHTU(GUKALMOHHUS HOMEp Ha HOTH(GUUMpAIMS OpraH IO
BpeM€ Ha NPOU3BOJACTBEHMS IPOLIEC.
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3.2.

1IPUJIO’KEHUE VII
EO JEKJIAPAIIUA 3A CbOTBETCTBHE

(TAPAHIIUA 3A KAYECTBOTO HA ITPOAYKLUATA)

[TpousBogurensr TpsOBa 1a rapaHTHpa IpUJIaraHe Ha CHUCTeMara 3a
KauecTBO, OJ0OpeHa 3a TPOM3BOICTBO HA DA3INICKAAHUTE HM3ICIUS Jia
NpoBeXJIa KpaiiHaTa NpOBEpKa, KAaKTO € ONpeneieHo B pasien 3 u e
npeaMeT Ha HaJI30pa, YIOMEHar B paszen 4.

Jlexnmapanusita 3a CbOTBETCTBHE € YacCT OT MPOLEAypa, Ype3 KOATO MpPOHU-
3BOANTENST, KOWTO M3IBIHABA 33aIBIDKCHHATA, BB3IOKEHH My OT pasiel
1, rapanTHpa U AeKnapupa, 4e pasriekaaHuTe MPOTYKTH ChOTBETCTBAT HA
THUMna, onucad B ceprudukara 3a EO uscnensane Ha THIIA U OTTOBapsT Ha
pas3mopenduTe Ha HACTOSIIATAa AUPEKTHBA, KOMTO CE€ MpHIaraT KbM TSX.

[IpousBomuTensaT TpsOBa mga moctaBu MapkupoBkata EO cbhriacHo wieH
16 W [nma TOArOTBM [eKiapamus 3a CHOTBETCTBHE, oOXBalama
pasTIeXIaHuTe U3TEIHSL.

CucremMa 3a Ka4yecTBO

TIpousBoautensr TpsOBa Aa moAaae 3asBICHHE Mpe] HOTU(DHIIUPAIIHS
OpraH 3a OLIEHKa Ha CBOSITa CHCTEMa 3a KauecTBO.

3asiBIeHHETO TPsIOBa /1a BKIIIOYBA:

— msaTa JOKYMEHTAlWs W H3BBPIICHOTO, CIIOMEHATH B IPUIOKCHHE
1V, paszmen 3.1, u

— TEeXHHYecKaTa JOKyMEHTAIMsi Ha OJOOpEHHTE THUIOBE C KOIHE OT
ceprudukarure EO 3a u3cnenBane Ha THIa,

prmaraHeTo Ha CHUCTEMATa 3a Ka4€CTBO TpH6Ba Jla TapaHTHpa CbOTBET-
CTBHUCTO HAa M3ACIUATA C TUIIA, OIIMCAH B CepTI/I(i)I/IKaTa EO 3a HU3CII€ABAHC
Ha THUIA.

Benuku CIIEMCHTHU, U3UCKBAHUS 1 pa3n0pe;[6n, TIpUEeTU OT IIPOU3BOAUTEIISA
3a HEroBara CHCTEMa 3a Kad€CTBO Tpﬂ6Ba JAa c€ JOOKYMCHTHpAT II0
CUCTEMATUYCH U TIOAPENCH HA4YUH BbHB qupMa Ha IMUCMCHH CTAaHOBHILC
3a IOJIMTHKaTa W IIPOLCAYpH. Tazu JOKYMCHTAallUsl Ha CcCUCTEMAaTa 3a
Ka4deCTBO Tp}I6Ba Jla TIO3BOJIM €IHAKBO HHTECPHIPECTUPAHE HA IMOJIMTUKaTa
" Opoueaypure 1o KadyeCTBOTO KaTO MIpOorpaMu 1o Kade€CTBOTO, IIAHOBE,
HapbiYHUIMA U 3aIIUCH.

To TpsbBa &a BKJIIOYBA, B YACTHOCT, ITOJXO/MIO ONMCAHUE HA!
a) LEeIMTe MO KaueCTBOTO Ha IPOU3BOAUTEILS;
0) opraHM3anuATa Ha JEWHOCTTA, U MO-CIICIAAIHO:

— OPraHu3allMOHHUTE CTPYKTYPH, OTTOBOPHOCTHUTE Ha PBHKOBOIAHHA
IEPCOHAT U TCXHUsSI OPraHU3allMOHEH OpraH, KOMUTO Ca CBBbpP3aHU
C KaueCTBOTO Ha IPOU3BOACTBOTO Ha U3ACIIUATA,

— METO/IUTe Ha KOHTpOJIUpaHe Ha eeKTHBHATa paboTa Ha cucreMara
3a Ka4ecTBO M OCOOEHO Ha HelfHaTa CIIOCOOHOCT Ja IOCTHTHE
JKEJIAHOTO Ka4yeCTBO Ha MPOEKTHPAHE W Ha MPOJIYKTa, BKIIOYBAMKH
KOHTpOJ'[ Ha l'lpO}lyKTl/ITe, KOUTO HE yCl'IﬂBaT Jda TIOCTHUIHAT
CBOTBETCTBUE;

B) METOJOMTE 3a NPOBEpKa M TapaHTUPaHE HAa KAa4eCTBOTO Ha eTama Ha
MIPOU3BOJICTBO U MO-CIELHAIHO:

— MpOIecUTe M TPOHEAYpUTe, KOUTO IHe C€ U3MON3BaT 10
OTHOIICHHE Ha CTEPUIN3ANHUATA,

— TPOIEAYpPUTE IO OTHOILICHHE HA 3aKyITyBaHETO,
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3.3.

3.4.

5.1

5.2.

— TpOLEIypH 3a ONpeAensHe Ha MPOAYyKTa, pa3pabOTEeHH M OCHB-
pPEMEHSBaHH OT YEPTEXH, CHEUU(PHUKAIMNA WM JAPYTH CHOTBETHH
JOKyMEHTH Ha BCEKH €Tall Ha IIPOM3BOJICTBOTO;

T) MOAXOIAIIM M3IUTBAHUA M OIUTH, KOMTO 1a C€ HMPOBEXAAT MpPEH, MO
BpeMe U cjeJl NpOU3BOJCTBOTO, 4YecToTara C KOATO Te INe ce
HPOBEXKJIAT M H3IMOJI3BAHOTO OOOpyJBaHE 3a M3IUTBAHMSA; KaIMOpH-
paHeTo cienBa 1a ObIe BB3MOXKHO J]a CE IPOCIEIH.

HotudunupamusaT opran tpsOBa 1a peBU3Mpa cucTeMara 3a KauecTBO, 3a
Jla oIpesieNI Jalu Ts OTroBaps Ha M3UCKBAHUATA, JafeHU B paszen 3.2.
Tpsi6Ba 1a ce MPEINONOkKHU, Ye CUCTEMHUTE 3a KaueCTBO, KOUTO U3IOI3BAT
CHOTBETHUTE XapMOHHM3MPAHU CTaHAAPTH, OTIOBAPAT HA M3UCKBAaHMATA.

OrensBamiata rpyna TpsOBa 1a OpPUTEXaBa OMUT TPH OLCHSIBAaHE Ha
pasriexaaHara TexHomorus. llporeaypara 1o oleHsBaHe TpsOBa [1a
BKJIFOYBA MpPOBEPKAa Ha MPOW3BOJCTBEHUTE IMOMEIICHHS H, TPH J00pe
00OCHOBaHM CIlly4au, Ha [IOMEIICHHUATA HA [OCTABYMIMTE HA IPOU-
3BOAMTENS] W/WIA HETOBHTE MOJMOCTABYMIH, 32 Ja CE IPOBEPSAT MPOHU-
3BOACTBEHHUTE IMPOILECH.

Pewenuero ce HOTI/I(l)I/IIII/Ipa Ha  IPOU3BOAUTEIIA. To ChbAbpKa
3aKJIIOUCHUATA OT IPOBEpKaTa U 000CHOBaHA OIICHKA.

[TpousBogutensT MHGOPMUpPA HOTU(GUIHMpALIMS OpraH, KOHTO 0100psBa
cUCTeMaTa 3a KAa4eCTBOTO 3a BCEKM IUIAH 3a CHIIECTBCHM IPOMCHU B
HEroBaTa CHUCTEMa 3a KadecTBO.

Hotudunupamusar oprad TpsA0Ba Ja OLEHH NPEJJIOKCHATE IPOMEHH U Ja
TOTBBP/IM JAJH CJeJl Te3U NPOMEHM CHCTeMarTa 3a KaueCTBO BCE Olle 1
OTroBapsi Ha M3UCKBaHuWsATa, JajaeHu B paszgen 3.2. Toil HoTHHLMpa
NPOM3BOMUTENS 32 CBOETO pelleHHe. ToBa pelleHHe ChAbpIKA
3aKJII0YEHHATa OT MpoBepKaTa U 0OOCHOBAHA OLIEHKA.

Hapnsop

[punarar ce pasmopenbure Ha npuioxenue [V, pazgen 5.

IoTBbp:kaAeHMe 32 TNPOM3BEACHHUTE MNPOAYKTH, OOXBAaHATH OT
npuioxkenne II, cnucbk A

B cnyuait Ha m3genus, ooxBaHaTH OT mpuiokeHue I, cnmcek A, mpou-
3BOJUTENAT HM3Mpalia Ha HOTHOHUIHMPAIIUS OpraH HEMOCPEICTBEHO CleN
3aKITIOYCHHUSITa HA KOHTPOJUTE M M3IHMTBAHHATA, CHOTBETHUTE OTYETH 3a
NPOBEJCHUTE HM3MUTAHUS HA NPOM3BEKIAHUTE H3JCNHS WIM Ha BCSKA
naptuga u3genus. [lo-HaTtaTbK, MPOM3BOJMTENAT IMOATOTBS HPOOH OT
n3pabOTBaHUTE W3JEIMS WIM HApTHAM U3JeNMs 32 IpefaBaHe Ha
HOTH(UIMpAIHMS OpraH, CbhIJACHO IPEABAPUTEIHO CHITIACYBAHHUTE
yCIIOBHSI.

IIponsBomuTenaT Moxe Ja IIyCHe MH3/elusTa Ha I1a3apa, OCBEH aKo
HOTU(UIMpAIUAT OpraH He CbOOIIM HAa NPOMU3BOAMTENS B PaMKUTE Ha
ChINIACyBaH MEpHOJ OT BpeMe, HO HE MO-KbCHO oT 30 juHu ciex
nojiydaBaHe Ha np0614Te, HAKAaKBO JpPYro peuICHUE, BKIIOYUTEIHO I10-
CNELMATHO BCAKAKBO YCJIOBME 3a BaJMJHOCT Ha IPEJOCTABEHHUTE
ceprudukaru.
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TIPUJIOKEHUE VIII

CTAHOBHMIIE M IMPOUEAYPU OTHOCHO M3JEJIMA 3A OLHEHKA
HA EKCINIOATAIIMOHHUTE KAYECTBA

1. 3a m3menus 3a OLCHKA HAa EKCIUIOATALIMOHHHUTE KAa4eCTBA, MPOM3BOAUTEIAT
WM HETOB YI'BIHOMOIICH IIPEJCTABUTEN H3TOTBS CTAHOBUIIE, CHIABPHKAIIO
nHdopMaIMiATa, MOCOYEHA B pasjen 2 W TapaHTHpAlla, 4Ye ca CIa3eHH
CBOTBCTHUTE Pasnope0H Ha HACTOSIIATA JUPCKTHBA.

2. CTaHOBHINETO ChABPXKA CleAHATA HH()OPMALIHS:
— JIaHHW, MO3BOJISBAIM MACHTH(UKALNS Ha PasriIekJaHOTO H3JCTIHE,

— IUIaH 3a OLCHKa, ompeacjism, B YacTHOCT, MLe€JITa, Hay4YHUTES,
TEXHUYCCKUTE U MEIUIIMHCKHUTC OCHOBAHHs, HUAIla30HA HA OLICHABAHC U
6p0${ Ha pasrjiexKAaHUuTe U3acinus,

— CHUChK Ha J5aboparopuy WM APYTM HMHCTUTYIWH, YydacTBalld B
OIIEHSBAHETO,

— Ha4vaJlHa JaTa W IpeABUXKJaHaTa NPOABIDKUTCIHOCT HAa OLCHKUTE U, B
cnyqaﬁ Ha u3fenus 3a CaMOTECTyBaHE, MIACTOTO U 6p0$[ Ha BKJIIIOYCHHUTC
JIC)Kaly JIvaa,

— CTAHOBHIIC, Y€ Pa3rICKAAHOTO H3ACINC CHOTBETCTBA HAa HU3HUCKBAHUATA
Ha ITUPEKTUBATa, OCBEH aCIEKTHUTE, 00XBaHATH OT OLCHABAHETO U OCBCH
TE3H, CIICOHUATIHO KHaCI/I(I)I/IHI/IpaHI/I B CTAHOBHMIIETO M Y€ Ca B3CTH
BCAKAKBH TPEAINAa3sHA MEPKH 3a ONa3BaHE 3APAaBETO U 6e30MacHOCTTa Ha
IamueHTa, HOTpC6HT€J’I${ 1 Ha OpYTH JIdna.

3. IIpousBogMTeNST M3TOTBA, 3a 1a MOXKE Ja MPEICTaBU HA KOMIICTEHTHUTE
HALIMOHAIHY BJIACTH, TOKYyMEHTAIWs, ITO3BOJISIBAIlA Pa3OMpaHe Ha MPOCKTH-
paHeTo, TPOM3BOJCTBOTO M EKCIUIOATALIMOHHUTE KadyecTBa Ha IIPOIYKTa,
BKJIIOYBAWKH M TIPEJBIKIAHO (YHKIHOHMpaHE, Taka 4ye Ja MOXe Ja ce
HarpaBU OLICHKa Ha CBOTBETCTBUCTO C M3UCKBAHUATA HA Tasu JUPCKTHUBA.
Tazn pokyMeHTalus ce Hasu 3a Nepuoj, KOHTO oOXBalla Hai-MalKo IeT
TOIMHU CIIEJ Kpas Ha OLEHKAaTa 3a €KCIUIOATALMOHHUTE KayecTBa.

HpOI/ISBOL[I/ITeJ'IHT npeanpueMa BCHYKU HCO6XOL[I/IMI/I MEPKU IpU MIPOU3BOI-
CTBCHHUsSI I[IpoLeC, 3a Ja rapaHThpa, 4Y€ M[NPOU3BEKAAHUTE NPOAYKTU
CbOTBCTCTBAT HAa AOKYMCHTALUATA, CIIOMEHATa B IIbPBUS r[aparpacb.

4. Pasnopen6burte Ha uieH 10, maparpadu 1, 3 u 5 ce npumarar 3a uszgenus,
HPEABHICHU 3a OLICHKA HA CKCIUIOATALIMOHHHUTE Ka4ecTBa.
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IIPUJIO’KEHUE IX

KPUTEPUU 3A ONIPEJEJISIHE HA HOTU®UIIUPALIK OPI'AHHU

Hotuduiupaiusar oprad, HEroBUsT AUPEKTOP U NEPCOHAA 3a OLICHABAHE U
MOTBBPXKAEHNUE He TpAOBa Ja ObJAT MPOEKTaHT, IPOM3BOIAMTEIN, JOCTABYMK,
MOHTQ)XKHCT WIIM IOTpeOMTENI Ha M3JENusATa, KOUTO TE€ IIPOBEPSABAT, HUTO
TaKbB MOXKE Ja ObJle YIBIHOMOILIECHUAT INPEACTABUTE] HA HIKOM OT TE3H
muna. Te Moke 1a He ca BKJIIOYEHHU NPSIKO B IMPOEKTHPAHETO, U3PaOOTBAHETO,
TBPrOBHATA MM IOJJPBAKKATA HA M3JENUATA, HUTO Ja IPEACTaBISABAT
CTpaHMTE, 3a€TU B Te3M AeifHocTH. ToBa N0 HUKAKBB HAYMH HE IPeYd Ha
BBb3MOXKHOCTTa 3a OOMsHA Ha TeXHHMYecka MHQopMaunus Mexay I[pou-
3BOJMUTENS U OpraHa.

Hotuduimpamusar opraH M HETOBHAT NEpCOHaN TpsaOBa [a INPOBEXAAT
JIEHCTBHS MO OLICHSBAHE M NMOTBBPKACHHE C Haif-BHCOKa CTeneH Ha mpode-
CHOHAJIHA M3YEPraTeIHOCT ¥ HEeoOXOoAMMaTa KOMIIETEHTHOCT B obyiacTTa Ha
MEIULMHCKUTE M3IeNUs U TpsAOBa 1a HE 3aBUCAT OT BCSAKAKBB HATHCK H
CTUMYJH, 0COOEHO ()MHAHCOBM, KOMTO MOraT Ja MOBIMSAAT Ha TAXHATa
OLIEHKa WJIM Ha pe3yJNTaTHTe OT IpOBEpKara, OCOOEHO OT CTpaHa Ha
JIMYHOCTH WJIM TPYNU OT JUYHOCTH, MPOSABSABAIIM HHTEPEC OT PE3yJITaTUTE
Ha MOTBBPXKICHUETO.

Axo HOTHULUHMpAIIUAT OpraH CKJIIOYM JONBIHUTENICH JOroBOp  3a
M3IBJIHEHHE HA CHELHalHM 3a/laud, CBBbP3aHH C YCTAHOBSBAHETO U IOTBb-
pknaBaHeTo Ha (akTure, TOW Hal-Hampex TpsOBa Ja rapaHTHpa, 4e IMOJIHU-
3I'BIHUTEIST OTTOBaps Ha pasnopendute Ha aupektuBara. Horuduuumpammusrt
opraH TpsOBa Jla CbXpaHsBAa, HAa Pa3lOJOKEHHE HAa HAI[MOHAJIHUTE OpraHHu,
CbOTBETHUTE JIOKYMEHTH, OLEHABAIM KBaIU(UKALMATA HA IOJU3IBIHUTENS
U IpoBeJeHaTa paboTa OT HEro, ChINIACHO HACTOSINATA JUPEKTHBA.

Hotuduimpamusar opran TpsOBa ja MOXKe Ja M3IIBIHABA BCUYKH 3a]ayM,
BB3IIOKEHU Ha TOAOOHHM opraHu B Hskoe oT mpmiaoxenus [[I—VII u 3a
KOMTO TOH € Ol HOTH(MIMpPaH, HE3aBHCHMO OT TOBA JajM TE3W 3aJa4yd ce
M3IBJIHABAT OT OpraHa WM Ha HEroBa OTTOBOPHOCT. B wacTHOCT, TOM TpsiOBa
a uMa HeoOXOIMMHs IepcoHal M Ja NPHUTEkKaBa MOMOIIHUTE CPEJCTBA,
HEOoOXOJMMH 3a MPABUIIHO TPOBEXAAaHE H TEXHUYECKUTE U a[MUHUCTPATUBHHU
3ajauy, BKJIIOYEHM B OLEHSABAHETO M IOTBbpXKJIeHHETO. ToBa BKIIOUBA
HAQJIMYUETO Ha JOCTaThyeH HaydeH IIepCOHal B OpraHM3alusTa, KOMTO
NpUTEkKaBa IOAXOAAIL ONUT M 3HAHUS, HEOOXOAMMM 3a OLICHSABAHE Ha
OuonornvyHaTa W MEAMIMHCKA (PYHKIMOHATHOCT W (YHKIHOHHpaHE Ha
U3JIeNHs Ta, 32 KOUTO € OMJ HOTU(UIMpAH, 10 OTHOIIEHHE HA W3UCKBAHHUATA
Ha Ta3W JUPEKTHBA M B 4YaCTHOCT, MW3HCKBAHWATA Ha mpuiIoxeHue I.
Horuduippanuar opran chio TpsOBa ga mMMa AOCTHI 10 00OpYyIBaHETO,
HEOOXOMMO 33 W3UCKBAHOTO IOTBBPIKICHHE.

I/IHCHCKTI/IpaHH/ISIT TIepcoHall Tpﬂ6Ba Ja IpuTexaBa:

— nobpo mpodecuoHaaHo o0yueHHe, OOXBAIAO0 BCHYKH [ISHCTBHUSA IO
OIICHSIBAHETO M MOTBBPIKIACHHETO, 32 KOUTO € O Ha3HAYCH OpPraHsbT,

— 3aJI0BOJIUTEJIHO 3HAHME Ha TIpaBWIaTa 3a IPOBEPKHTE, KOWUTO TE
MPOBEX/JIAT U MOJXO/I OIMUT OT MOJOOHU MPOBEPKH,

— HW3HCKBaHATa CIIOCOOHOCT Ja IMOATr0TBA CCpTI/I(i)I/IKaTI/I, 3alMCu U OTYCTH, C
KOUTO Ja IIOKaXXeE, Y€ IIpOoBEpKaTa € U3BLPUICHA.

BesmpuctpacTHocTTa Ha TOpoOBepsBallMs [EpCcOHAN TpsOBa ga  Obae
rapanTupaHa. HeroBoto Bb3HArpakaeHHe HE TpsOBa Ja 3aBHUCH OT Oposi Ha
[POBEJICHUTE MMPOBEPKH, HUTO OT PE3YJITATA HA MPOBEPKHTE.

Opl"aH'bT TpHGBa Jla 1oeMa OCHUrypoOBKa 3a IpaxJaHCkKa OTTOBOPHOCT, OCBE€H
aKO Ta3d OTIOBOPHOCT HE € II0€Ta OT MAbpiKaBaTa, CbIVIACHO MECTHOTO
3aKOHOAATEJICTBO MWJIM caMaTa JbpXKaBa-dJICHKa HE IIpOBEXaAa IIPSAKO
IIPOBEPKUTE.

IlepconanbT Ha MpoBepsABAILUS OPraH € 3abJDKEH Jla cra3Ba npodecnoxanHa
TaliHa 10 OTHOLICHWE Ha IslaTa MH(OpMauus, MojyueHa NpPH U3IIbIHEHUE
Ha HETrOBUTE 3aJb/DKCHHS (C M3KIIOYCHHE Ha KOMIIETEHTHHTE aJIMHUHHCT-
paTHBHM OpPraHW Ha JIbp)KaBaTa, KbJICTO Ce MPOBEXIAT TEXHUTE ACHHOCTH),
CBIJIACHO Ta3W JHMPEKTHBAa WJIM BCsKa pasnopenda Ha HALMOHATHOTO
3aKOHO/IATEJICTBO, BISA3JIO B yrmorpeoda.
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IIPUJIOJKEHUE X

MAPKHUPOBKA 3A CBOTBETCTBHE EO

MapkupoBkara 3a ceotBercTBue EO ce cbcron ot Oyksure ,,CE®“ B cinennus Bun:
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— AKO MapKMpOBKaTa C€ HaMaJld MJIM YrojieMH, TpsiOBa Jla ce Cra3BaTr IpoIIo-
puuHTe, 1afeHu B ropenocodyeHara pasrpadeHa rpaduka,

— pa3NMYHHMTEe KOMIOHEHTH Ha MapkupoBkaTa EO TpsOBa ma mmaT 10 romisma
CTEIeH ChIIHS BEPTHKAJICH pa3Mep, KOWTO He TpsiOBa na ObJe Mmo-ManbK oOT 5
mm. To3n MHHHMaJEH pa3Mep MOXKE Ja HE Ce NpHiara 3a MajlK{ H3/eNus.





