JUPEKTUBA HA KOMUCUSATA
ot 23 10.11 1991 roguna

3a ompe/eJisHe HA MPUHIMUIINTE U HACOKHUTE 32 100pa NPOU3BO/JACTBEHA MPAKTHKA
NpY BeTePUHAPHOMEANLIMHCKHUTE MPOAYKTH

(91/412/EHO)
KOMUCHSATA HA EBPOIIEMCKUTE OBIHOCTH,
KaTo B3¢ npeasu] Jlorosopa 3a cp3gaBaHe Ha EBpornelickara nKOHOMHUYECKa OOLTHOCT,

karo B3e npeaua upektuBa 81/851/EMO na CwBera ot 28 centemBpu 1981 r. 3a
cONMMXKaBaHETO  HAa  3aKOHOJATEJCTBAaTa  HAa  JIbP)KaBUTE-WIEHKU  OTHOCHO
BETEPHHAPHOMEIUIMHCKATE MPOAYKTH ( © ), MOCHEAHO WH3MeHeHa ¢ JIMpeKTHBa
90/676/EVIO (%), 1 no-crienuanHo wien 27a,

karo B3¢ npensun JdupektuBa 90/677/EMMO na CwBera ot 13 aexemBpum 1990 1. 3a
pasmmpsiBane Ha oOxBara Ha JupektmBa 81/851/EMO 3a cOmmkaBaHeTo Ha
3aKOHOJIATEJICTBATa HA JIbPXKABUTE-WICHKH OTHOCHO BETCPHHAPHOMEIUITMHCKUTE
NPOAYKTH W 32 YCTAaHOBSIBAHE HA JOMBIHUTEIHU pa3nopeady 3a HWMYHOJOTHYHHTE
BETEPUHAPHOMETUIIUHCKU MTPOIYKTH (3),

KaTO MMa npeaBua, 4€ BCUYKH BCTCPUHAPHOMCIUIWHCKU IMPOAYKTH, IPOU3BCACHU HJIN
BHCCCHU B O6I_I_IHOCTTa, BKIIFOYUTCIIHO MCOAULUHCKUTC MNPOAYKTHU, NPCAHAZHAYUCHU 34
HU3HOC, CJICABa Ja 6T)IIaT MMPOU3BCACHHU B CHOTBCTCTBUC C NMPHUHOHUIIMTC W HACOKHUTC 3a
z[o6pa MIPOU3BOJACTBCHA IIPAKTHKA,

KaTo MMa IpPEIBUJ, Y€ B CbOTBETCTBUE C HAIMOHAIHOTO 3aKOHOJATEJICTBO IbpPKAaBUTE-
YJICHKH MOTaT Ja M3MCKBAT ChOOpa3sBaHEe C TE3M MPHUHLUIHM 3a J100pa MPOU3BOICTBEHA
MpPAaKTHKa MpU IPOU3BOJCTBOTO HA MPOIYKTH, NMPEABHUICHU 3a yroTpeda npu KIMHUYHU
OIIUTH;

KaTo MMa MpPEaBUA, 4Ye IMOAPOOHHTE HACOKH, MOCOYeHHM B wieH 27a ot [lupexTuBa
81/851/EMO, cnex koHcynTanmus ¢ (apMaleBTUYHUTE WHCHEKIMOHHM CIYyXOM Ha
IbpXKaBUTE-WICHKH, ca MyOsinkyBaHu or Komucusra noa ¢opmara Ha ,,PbKOBOACTBO 32
n00pa NpOU3BOJICTBEHA PAKTUKA IPU METUIIMHCKUTE MPOJYKTH ;

KaTo MMa MpeIBHJ, Y€ € HEOOXOJUMO BCHUYKHM MPOM3BOIAMUTENIN Ja OCBIIECTBSBSIBAT
e(EeKTUBHO YyIpaBJIeHUE Ha KAYeCTBOTO HA TEXHUTE MPOM3BOJCTBEHM ONEpallMU U Ye
TOBAa M3UCKBA BHEJPSBAHETO HAa CHUCTEMa 3a OCUTypsiBaHE Ha KadyecTBOTO Ha
(dapMalieBTUYHHUTE TPOTYKTH;
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KaTo MMa MpEeABH], Y€ JTBbKHOCTHHUTE JIMLA, MPEACTABIISABAIIM KOMIETCHTHUTE OpPraHHu,
cilefiBa Jja JOKJIQABAT JAj MPOU3BOAUTEINAT ce ChoOpa3siBa ¢ JoOpaTa MPOU3BOACTBEHA
IpaKTHKa ¥ 4€ Te3U JOKJIaau TpsAOBa Aa ObJaT MPEeAOCTaBEHHU cie] 000CHOBAHO MCKAaHE
Ha KOMIIETEHTHUTE OPraHu Ha Jpyra JbprKaBa-wICHKa;

KaTO MMa NOpeABUA, YC NPUHOUIIUTC WU HACOKHUTC 3a ;[06pa MMPOU3BOACTBCHA IMPAKTHUKA
clI€aBa Ja C€ OTHacCiAT TIJIaBHO 3a II€pCOHa/lIa, IIOMCIICHHATA U O60py,I[BaHCTO,
JOKYMCHTaluATa, IMIPOU3BOACTBOTO, KOHTpPOJIa Ha Ka4Y€CTBOTO, BLHIIHOTO AOTOBApPsHE,
JKaJIOUTE U M33eMaHeTo Ha IMPOAYKIMS, KAKTO U 3a BTPCIIHUA KOHTPOII;

KaTo MMa IMPEABUJI, Y€ MPUHIMIIUTE U HACOKUTE, NIPEIBUICHU C HACTOSIIATA TUPEKTUBA,
ca cpboOpazeHH cbC craHoBulleTo Ha Komurera 3a ajganTUpaHe KbM TEXHUYECKHUS
IIPOrpec Ha JTUPEKTUBUTE 32 OTCTPAHSBAHE Ha TEXHUUYECKUTE IIPEUKU IIPE]l THPIOBUSA C
BETEPUHAPHOMEIUIIMHCKU MTPOYKTH, Ch3/1ajieH ¢ wieH 20 ot Jupektuna 81/852/EVO ot
28 centemBpu 1981 r. 3a cOnmKaBaHETO HA 3aKOHOAATEJICTBATAa HA JIbP)KaBUTE-UJICHKU
OTHOCHO AaHANUTHUYHUTE, (HapMalleBTUUHO-TEXHOJOTUYHH M KIMHUYHU CTaHAAPTH U
IPOTOKOJIH 110 OTHOLICHHE HA W3MHTBAHETO HA BETEPHHAPHOMEIHIMHCKH mpoaykTH (%),
nocleaHo u3MeteHa ¢ Jupexrusa 87/20/ENO (),

[TPUE HACTOAIIATA JUPEKTHUBA:
['JIABA I
OBIIU PA3SIIOPEABU
Ynen 1

Hacrosiata aupexTrBa ycTaHOBsSIBa MPUHLMIIUTE M HACOKUTE 3a 100pa MPOU3BOJICTBEHA
MpakTUKa MpPU BETEPUHAPHOMEIUIIMHCKUTE MPOAYKTH, YMETO MPOU3BOACTBO H3UCKBA
paspelnienuero, mocodeHo B uwieH 24 ot Jupektuna 81/851/ENO.

Ynen 2

Ilo cmuchbia Ha HAcTOSIIATa JUPEKTHBA C€ IPUJIara ONpPENeICHHETO 33 MEIUIMHCKU
NPOAYKTH, afeHo B wieH 1, maparpad 2 ot HupektuBa 65/65/EMIO Ha ChBera ©), n
OTIPENIEeICHUETO 32 BETEPUHAPHOMEIUIIMHCKH MPOAYKTH, AaJeHO B wieH 1, maparpad 2
ot upextuna 8§1/851/ENO.

B nonbnnenue

,,JIPOM3BOJIUTEN € BCEKM THUTYJSIp Ha pa3pelIeHHueTo, MOCOYEeHO B ujieH 24 oT
Hupextusa 81/851/ENO,

- ,.KBaM(UIIMPaAHO JHIIE™ € TUIETO, TocodeHo B wieH 29 ot Jupextusa 81/851/EHO,
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,,OCUTYpSIBaHE Ha KauyeCTBOTO Ha (hapMaleBTHUYHUTE MPOAYKTH € CHBKYIHOCTTA OT
MEPKHUTE, MPEAIPUETH C LIEI a C€ TapaHTUpa, Y€ BETEPUHAPHOMEIULIMHCKUTE IIPOAYKTH
NPUTEKABAT KAYEeCTBO, HEOOXOIUMO 32 TAXHOTO MpeJHa3HAUCHHE,

- ,,z[o6pa ITPOU3BOACTBECHA HpaKTI/IKa“ € Ta3n 4acT OT OCUT'YpsIBAaHEC Ha Ka4YC€CTBOTO, KOATO
rapaHTvupa, 4€ MPOAYKTUTC Ca IMOCTOAHHO IIPOU3BCIKAAHW W KOHTPOJHPAHU CIIPAMO
CBOTBCTCTBAIUTC HA TAXHOTO IIPCAHA3ZHAYCHUC CTAHAAPTH.

Ynen 3

[TocpencTBOM MHOTOKpaTHUTE IPOBEPKH, MNOCOYEeHH B wWieH 34 ot [lupektuBa
81/851/EUO, nbpxaBUTE-4JICHKH OCUTYPSIBAT CIIa3BaHE OT CTPaHa HA MPOU3BOIUTEIUTE
HAa YCTaHOBEHUTE C HACTOsIIAaTa JUPEKTUBAa MPUHIMIKM U HACOKM 3a J100pa
IIPOM3BO/ICTBEHA ITPAKTHUKA.

3a THIKYBAaHETO Ha TE3M MPUHIUIMN M HACOKU 3a JoOpa MPOM3BOACTBEHA IPAKTHKA
NPOM3BOIUTEIUTE M TPEACTABUTEIUTE HA KOMIIETCHTHHUTE OpraHH Ce I030BaBaT Ha
MOJIPOOHUTE HACOKH, MocoueHH B wieH 27a ot Jupextuna 81/851/ENO. Te3u noapoOuu
Hacoku ca nyonukyBanu oT Komucusara B ,,PbKoBOACTBO 3a 100pa MpOW3BOJCTBEHA
NpaKTHKa TPUH MEAUIMHCKKA MPOAYKTH W B HeroBure mnpuioxenus (Ciyxba 3a
opunmanau myonukanuu Ha EBponeiickure oduiHocth, [IpaBuia 3a pernmameHTupane Ha
MEIUIMHCKUTE TPOoayKTH B EBponeiickara obmHocT, Tom [V).

Ynen 4

[IpousBoguTeNUTE OCHUTYpsIBAT M3BBPIIBAHE HA MPOU3BOJICTBEHUTE OIEpalud B
CBHOTBETCTBUE C A00OpaTa NPOU3BOJCTBEHA MPAKTUKA U C Pa3pEIIEHUETO 3a IPOU3BOACTBO.

[Ipu BeTepuHAPHOMEAMIIMHCKUTE MPOAYKTH, BHACSAHU OT TPETHU CTPAHU, BHOCHUTEINST
OCHTYpsiBa TE3M TNPOAYKTH Jla ca TMPOM3BEACHH OT HAUIGKHO OTOPU3HPAHU
MIPOU3BOIUTENN U ChOOPA3HO TaKMBa CTaHAJAPTH HA M00Opa MPOU3BOJACTBEHA MPAKTHKA,
KOUTO Ca Hall-MaJIKOTO €EKBUBAJICHTHHU Ha T€3U, yCTaHOBEHH OT OOIIHOCTTA.

Ynen 5

HpOI/ISBO)II/ITeﬂﬂT ocurypsiBa 3a BCHUYKH IMPOMU3BOACTBCHU OIICpallMH, MOMAJICKAIIM Ha
pa3pCuiCHuC 3a ThbproBus, Aa C€ U3BBPIIBAT B CbOTBETCTBUEC C I/IH(I)OpMaI_II/IHTa, JaacHa B
3asABJICHUCTO 3a pa3pCICHUC 3a THProBUA, KAKTO € MPUCTO OT KOMIICTCHTHUTEC OPraHu.

HpOI/I3BOI[I/ITCJ'II/ITe PEOOBHO MpaBAT HPCTJICA Ha TEXHUTC IMPOHU3BOACTBCHU MCETOAU B
CBCTJIMHATa Ha HAYy4YHHUS U TCXHHUYCCKU IIPOTpEC. Koraro ¢ HGO6XO)II/IMO HN3MCHCHHUEC B
AOCHUCTO 3a pa3pClICHUC 3a TbPIOBHA, 3asABJICHUCTO 3a HU3MCHCHHC TpﬂGBa Ja C¢€
npeaoCTaBu Ha KOMIICTCHTHHUTC OpraHu.

I'TTABA 11
INPUHIUIIA U HACOKH 3A 1OBPA ITIPOU3BOJICTBEHA TIPAKTUKA
Ynen 6

YnpasjieHue HA Ka4eCTBOTO



[Tpon3BOAUTENAT Ch3/IaBa U BHEAPSABA €PEKTHBHA CUCTEMA 3a OCUTYpSBAaHE KaueCTBOTO
Ha (apMalleBTUYHHUTE MPOJYKTH, BKIIOYBAIA AKTUBHOTO y4acTHe Ha PbKOBOJACTBOTO U
IEPCOHANA HAa Pa3IMYHUTE aHTAXKUPAHU CILYKOH.

Ynen 7
Ilepconan

1. Ha Bceku mnpou3BOACTBEH OOEKT MPOU3BOAUTENAT paslojiara ¢ KOMIIETEHTEH U
HOIXOAAII0 KBaTH(PHUIMPAH U JOCTAThYeH Ha OpOil mepcoHas 3a MOCTUraHe Ha LIEIUTe Ha
OCHUTYpsIBaHE KaYECTBOTO Ha (papMaIieBTUUHUTE IPOAYKTH.

2. 3aagbDKEHUATa Ha PHKOBOJCIIMS M KOHTPOJIMpAL] NEPCOHAN, BKIIOYHUTEIHO U Ha
KBAJTM(PHULKMPAHUTE JIMLA, OTTOBAPSILU 33 OCBIIECTBABAHETO M MPOBEXkKAAHETO Ha 100pa
IIPOU3BOJCTBEHA IIPAKTHKA, CE€ ONPENENAT B JUIBKHOCTHU XAPAKTEPUCTUKU. TexHuTe
HepapXUUecKd BpPB3KM CE OIpEeNessaT B OpraHu3aluoHHa cxema. OpraHu3alMOHHUTE
CXEMH M JUTHXHOCTHHUTE XapaKTEPUCTUKU C€ OF0OpSBAT B CHOTBETCTBHE C BHTPEIIHUTE
IIPOLICAYPH HA IIPOU3BOIUTES.

3. Ha mocouenus B maparpad 2 mnepcoHas ce JaBaT JOCTAThYHO MPABOMOIIUS 32 TOYHO
U3ITBIIHEHUE HA TEXHUTE OTTOBOPHOCTH.

4. IlepcoHanbT mnojdy4yaBa MBbPBOHAYAIHO M HENPEKbCHATO OOYy4YEHHE, BKJIIOYBAIIO
TEOpHsTa M IPUJIAraHeTO Ha KOHILENIUATa 3a OCUTypsBaHE Ha KauecTBO U J100pa
IIPOU3BOJCTBEHA IIPAKTHKA.

5. Cp3naBar ce u ce ch0JIr0/1aBaT IporpaMy 3a XUTHEHa, alaliTUPaHl KbM H3BBPIIBAHUTE
nerHocTy. Te3n mporpamu BKIIFOYBAT IPOLEAYPU BBB BPb3Ka ChC 3PABETO, XUTHEHATA U
00JIEKJIOTO Ha IepCOHaA.

Ynen 8
IHomemenust u 06opyaBaHe

1. llomemenusata U NPOU3BOACTBEHOTO OOOpYyJIBaHE c€ pasnoiaraT, HOPOeKTHUpar,
U3TPAXKIAT, afanTUpaT U MOAIBPKAT B CHOTBETCTBHE C TIPEIBUICHUTE OTIEPAIUU.

2. IlnanupoBkaTa, HPOEKTHPAHETO M OIepaluMuTe TpsOBa Aa uUMAT 3a Ll Ja
MUHMMHU3HUpAT PUCKa OT I'PEIIKH U 2 pa3peliaBaT e(eKTUBHO MOYUCTBAHE U MOIPBKKA,
3a Ja ce u30erHe 3aMbpcsiBaHE, BTOPUYHO 3aMbpPCSIBaHE U BCSIKAKBO HEOJIaronpusiTHO
BB3JICHCTBUE BbPXY KaUYECTBOTO HA MPOJIYKTA.

3. Ilomemenusita U 00OOpYyJIBaHETO, MpeIHA3HAYEHH 3a MPOM3BOACTBEHU OIEpalui,
KOUTO Ca OT M3KJIIOYUTEIHO 3HAYEHUE 332 KayeCTBOTO HAa MPOAYKTUTE, C€ MoJjarar Ha
CHOTBETHO OKAUECTBSIBAHE.

Ynen 9
JlokyMeHTHpaHe

1. TlpousBoguTensaT pas3moiara ChC CHUCTEMa Ha JOKyMEHTHpaHe Ha Oas3ara Ha
cnenuuKINY, TPOU3BOACTBEHH (GOPMYIU U MHCTPYKLHUHU 32 00paboTKa M MakeTHpaHe,
IpoLeTypH M JOKYMEHTH, OOXBallally pa3INYHUTE NPOU3BOACTBEHU OINEPALUU, KOUTO



CE U3BBPIIBAT OT MPOU3BOAUTENS. JJOKYMEHTHUTE ca SICHU, 0€3 TPEIIKH U ce TIOIIbPKAT B
aKTyanu3upaH Buj. Hamuie ca mpeaBapuUTEeTHO YCTaHOBEHHM TPOLEAYPH 3a OOUIH
MPOU3BOJICTBEHN OTEpPAllM W YCIOBUS, 3a€IHO CHhC CHCHU(PUYHUA JOKYMEHTH 3a
NPOM3BOJICTBOTO HA BCsKA MapTUAa. T03M KOMIUIGKT JOKYMEHTH J]aBa Bb3MOXKHOCT JIa Ce
MPOCIIEId HUCTOPHUSATA HAa MPOU3BOJICTBOTO Ha BCsAKAa mapTtuiaa. JlokymeHTamusTa Ha
napTUaTa ce ChbXpaHsBa 3a CPOK OT MOHE €/IHA TOJIMHA CIIe/l M3TUYaHEe CPOKA Ha TOAHOCT
Ha MapTHAWUTE, 32 KOUTO CE OTHACS, WIW IOHE IeT TOJWHU clied cepTuduiIupaHero,
nocoueHo B wieH 30, maparpad 2 ot Hdupextusa 81/851/ENO, kolTO 11epro € mo-IbJIbT.

2. Korato BMeCTO MHMCMEHH JAOKYMEHTH C€ M3IOJI3BAT €NEKTPOHHHU, (poTorpadcKu Wim
IpYTH CUCTEMH 3a 00paboTka Ha MH(OpMAaLKs, TPOU3BOJUTEIAT CJIEBA /1a € Y3aKOHUI
cucTeMara, KaTo € JoKas3all, ue MH(popManusaTa e ce ChbXpaHsBa Mo mojao0aBa] HauYuH
10 BpeMe Ha MpEeABUACHUS NEpUOJ Ha cbxpaHeHue. ChXpaHsaBaHATa Ype3 TE3H CUCTEMHU
uHpoOpMaLus JIECHO ce mpenacTaBs B yernuBa (opma. ChbXpaHsBaHaTa EJIEKTPOHHO
uH(pOopMallKs € 3alliUTeHa cpelly 3aryda uin yBpekJIaHe Ha JaHHU (Hamp. ype3 HampaBa
Ha KOMHE WM apXUBHUPaHE U MPEXBbPIISIHE BbPXY APYyra CUCTEMA 32 ChbXPaHEHUE).

Ynen 10
IIpousBoacTeo

PasnuyHute TpPOM3BOACTBEHM OINEpaliil C€ H3BBHPIIBAT CHOOPA3HO MPEABAPUTEIHO
YCTAaHOBEHU HMHCTPYKIIMHM W TPOLEAYPH U CHOTBETCTBAT Ha Jo0OpaTa MPOU3BOJICTBEHA
MIpaKTHUKa. 3a TEXHOJIOIMYHUS KOHTPOJI ca MPEJOCTABEHU Ha Pa3MOJI0KEHHE MOAXOASAIIN
Y JOCTaThYHU PECYPCH.

B3emar ce moaxonfmM TEXHUYECKHM W OpraHU3allMOHHM MEpKHM 3a H30sArBaHe Ha
BTOPUYHO 3aMbpCSIBAaHE U OOBPKBAHUS.

Besko HOBO MPOM3BOJACTBO HMIIM BaXXHO W3MEHEHHE HAa TPOU3BOACTBEHMS IPOIIEC Ce
y3akoHsBa. OcoOeHo BakHUTE (ha3u Ha MPOU3BOACTBEHHUS TMPOIEC IMEPUOJUYHO Ce
peBaIUIUpAaT.

Ynen 11
KonTtpoa Ha kauyecTBOTO

1. IIpon3BoaUTENAT CHh31aBa U NOIBPKA OTIEN [0 KOHTPOJI Ha Ka4yecTBOTO. To3u oTaen
Cce TOCTaBsd TMOJA PBKOBOJACTBOTO Ha IMIE, KOETO TMpUTEkaBa HEOOXoauMara
KBATH(UKAIKS, U € HE3aBUCUM OT JAPYTUTE OTICIIH.

2. OTnensT MO KOHTPOJ Ha KA4eCTBOTO MMa Ha CBOE pA3IOJIOKEHHE €HA WM MOBeYe
7a00paTOpUX 3a KOHTPOJ Ha Ka4eCTBOTO, KOMTO pa3MojaraT ¢ IMOAXOASAII HEepCoHaT U
o0opy/BaHe 3a U3BBPIIBAHE HA HEOOXOAUMHUTE U3CIIEBAHHUS U TECTBAHUS HA U3XOIHUTE
MaTepHuaii, Ha MaTepUanTe 3a OMaKOBKAa M HAa MEXKIMHHHUTE W TOTOBHTE MPOMYKTH.
Otopusupa ce oOpblIaHe KbM BBHIIHH JIA0OPaTOPUU B CHOTBETCTBHE C WjeH 12 OT
HACTOAIIATa TUPEKTHBA W CIIEA KAaTO € JAJCHO pa3pelleHHeTo, MocodyeHo B wieH 10,
naparpad 2 ot Jupexrusa 81/851/EUO.

3. ITo Bpeme Ha KpallHHS KOHTPOJI Ha TOTOBUTE MPOJAYKTH, IPEIU T Aa ObJaT MyCHATH 3a
npoaax0a Wi TUCTpUOYLHSA, B TOMBIHEHUE KbM aHAJTUTUYHHUTE PE3YNITATH, OTAETBT MO
KOHTPOJI Ha Ka4eCTBOTO OTYUTA Ba)KHA MH(OpMaIHs, KaTo MPOU3BOJICTBEHUTE YCIOBHS,



PE3YIATATUTC OT TCXHOJOTHYHUS KOHTPOJI, TPOBCPKATAa HA IPOU3BOJACTBCHUTC NOKYMCHTHU
U CHOTBETCTBUETO HA MPOAYKTUTE C TEXHUTE crenu(UKaiyy (BKIIOYUTSIHO KPaHHHS
TOTOB TIAKET).

4. [Ipobute oT BCsKa MapTUIA TOTOBH MPOJIYKTH CE€ ChXPaHSBAT MOHE €/IHA TOJANHA CIIE]
JlaTaTa Ha MU3THUYAaHE Ha cpoka. B ciyuail ye B JbprkaBaTa-ujieHKa HA MPOU3BOJUTENS HE
C€ M3HUCKBA MO-IBIBI CPOK, MPOOUTE HA M3IOI3BAHUTE M3XOJHU MaTepuaiu (pa3iuvHH
OT pa3TBOPUTENH, T'a30B€ M BOJIA) C€ ChXpPaHSIBAT IOHE JIBE TOJAMHH CJIe]] MyCKaHE Ha
nponykta 3a npoaaxkOa. To3m mepwon Moke 1a ObJe ChKpaTeH, ako TAXHaTa
YCTOHYHMBOCT, KAaKTO € CIIOMEHATO B CHOTBETHATa CHENU(UKAINS, € MO-KpaTKOTpaiHa.
Bceuuku Te3u mpoOu ce AbprKaT Ha pa3noJIoKeHUE HAa KOMIIETEHTHUTE OpraHHu.

3a OTHENHM BETEPUHAPHOMEIULMHCKA IPOAYKTH, KOUTO ca NMPOU3BEAECHU B €IUHUYHU
OpOMKM MM B MAJIKM KOJIMYECTBA, MJIM KOTaTO TSAXHOTO ChXPaHSIBaHE MOXKE /1a IOPOIU
CIelUaaIHu IpoOIeMH, MOraT Jia ce ONpPEAEIAT APYrH YCIOBHUS 3a B3eMaHe Ha NMpoou M
CbXPaHEHHE B ChIVIACKE C KOMIIETEHTHHSI OpraH.

Ynen 12
Pabora, Bb3j1arana no J0roBop

1. Besika mpou3BoICTBEHA Olepalvs WK ONepalysi, uMaiia Bpb3Ka ¢ MPOU3BOJICTBOTO,
KOSITO C€ OCBIIECTBSIBA MO JIOTOBOP, € MPEAMET Ha MUCMEH JOTOBOP MEXKIY Bb3II0KUTENS
Ha JIOTOBOPA U U3IIBJIHUTENS HAa JOTOBOPA.

2. JIoroBOpbhT SICHO Ompeiaeis OTTOBOPHOCTHTE HA BCSKAa CTpPaHa, M MO-CHCIIMATHO
chOJIIOIaBaHETO Ha jJoOpaTa MPOU3BOACTBEHA IMPAKTUKA OT HW3MBIHUTENSA, KAKTO M
HAYMHA, MO0 KOWTO KBaIU(UIIMPAHOTO IHUIE, OTrOBAPSIIO 3a MYCKAaHETO Ha BCSKa
napTuja, IoeMa CBOSTa IIbJIHA OTTOBOPHOCT.

3. V3OBJIHUTENAT 1O IOTOBOPA HE CKIIFOYBA MOIU3ITBIHUTEIICKU JOTOBOPH 3a KOSITO U Ja
¢ paboTa, TIOBepeHa MY OT BB3JIOKUTEIS Ha JOroBOpa, 0e3 MHCMEHOTO ChIJlacue Ha
BB3JI0XKHTEISI HA JIOTOBOPA.

4. VB3opaHUTENSAT TO JOroBOpa Cla3Ba TNPUHIMIIATE W HACOKUTE 3a J00pa
IPOM3BOJICTBEHA MPAKTUKA M MOJJIEKU Ha KOHTPOJIA, OCHIIECTBSIBAH OT KOMIIETEHTHUTE
OpraH, KakTo € npeasuaeHo ¢ wieHd 34 ot Jupextuna 81/851/ENO.

Ynen 13
/Kanou u u3zeMBaHe Ha NPOAYKTH

[Tpon3BouTENAT BHEApsIBA CUCTEMa 3a JOKYMEHTHpaHE W TperiexJaHe Ha kajaourte,
3aeIHO C epeKTHBHA CHCTeMa, MTO3BOJIABAIIA HE3a0aBHO M MO BCAKO BpeMe M33eMaHe Ha
BETEpUHAPHOMEAMIIMHCKUTE TPOAYKTH B JAUCTpUOyTOpckara Mmpexa. Beska xanba
OTHOCHO KadecTBEH Je(eKT ce JOKyMEHTHpa U Tpoy4YBa OT TPOU3BOIUTEIIS.
[TpousBonuTenaT uHGOpMUpPAa KOMIIETEHTHUS OpPraH 3a BCEKHM CBBP3aH C KaueCTBOTO
nedext, KOWTO MOXe da JOBene 10 H33eMaHe MM HeoOWJaifHO OrpaHWYaBaHe Ha
cHaOasBaHeTo. JIOKOJIKOTO TOBa € BB3MOXKHO, IIOCOYBAT C€ U CTpPaHUTE Ha
MECTOHa3HaueHHETO. BCsiko M33eMaHe ce OChIIECTBsABA B ChOTBETCTBHE C M3UCKBAHHATA,
nocoueHu B wieH 42 ot Hupextuna §1/851/ENO.



Ynen 14
BbTpemnieH KOHTPOJI

IIpou3BOaUTENAT U3BBPIIBA MHOTOKPATHU BBTPELIHHU IIPOBEPKU KATO YacT OT CUCTEMAra
3a OCHUTYypsIBaHE HAa KAa4eCTBO, 3a Jia CJICAU OCBIICCTBIBAHETO W CIIa3BaHETO Ha JoOpara
HpOI/I3BOI[CTBeHa HpaKTI/IKa n aga Hpe;[nara BCSIKAaKBU HCO6XOI[I/IMI/I KOpI/II‘I/IpaH_II/I MepKI/I.
JIOKyMEHTUTE OT TE3W BBTPEUIHU MPOBEPKH W OT BCAKO IMO-HATATHITHO KOPUTHPAIIO
JIEUCTBHUE ce 3ama3Bar.

TJIABA 111
3AK/TIOUUTEJIHUA PA3SITIOPE/IBHA
Ynen 15

[bpxaBUTe-uJIe€HKM  BBBEXKIAT B  CHJIa  3aKOHOBHTE,  IOJ3aKOHOBUTE U
aIMUHHCTPATUBHUTE pa3nopeadu, HeoOXOIMMH, 3a Ja ce ChoOpassT ¢ HacTosllara
mupekTuBa, npean 23 o 1993 r.. Te nezabasHo nHpopmupat Komucusra 3a ToBa.

Koraro nppkaBuTe-usieHKH pUEeMaT Te3U pa3nopeou, B TSIX Ce ChbprKa M030BaBaHE Ha
HACTOsANIaTa JAMPEKTHBA WM TO CE H3BBPIIBA NMPHU OPHUIMAIHOTO UM OOHApOJBAHE.
YcnoBusTa M peAbT HA IO30BABAHE CE ONPEAEIAT OT AbPKAaBUTE-UJICHKHU.

Ynen 16
AJpecaTy Ha HACTOSAIIATA IUPEKTHBA Ca IbPKABUTE-WICHKH.
CncraBeno B bprokcen na 23 ronu 1991 roguna.
3a Komucuama:
Martin BANGEMAN

3amecmuux-npedceoamen



