PEINEHHE 2001/393/EO HA KOMUCHATA
ot 4 maii 2001 roguna

OTHOCHO OMpe/iesisiHe HA BEeTEPHHAPHO- CAHUTAPHUTE YCJIOBUS M BETEPUHAPHOTO

cepruduMpaHe, IPU BHOC HA siiiia CBOOOIHM OT ONpeae/ieHH MAaTOTeHHN areHTH

OT CTPAHH, KOMUTO He €A WIEHKH U 32 oNpe/iesisiHe HA CIUCHK HA CTPAHU, KOUTO He
€a WIEHKH, 0T KOUTO IbP:KABUTe-YJIEHKH pa3peliaBaT BHOCA HA TAKNBA siiila

(romugpuyupamno noo Ne C(2001) 1174)

(Tekct ot 3naueHne 3a EUII)

KOMUCHSTA HA EBPOITEVICKUTE OBIJHOCTH,
kato B3¢ npensua JloroBopa 3a cb3naBane Ha EBpomneiickara oOmHOCT,

karo B3e npeasua Jupexrusa 90/539/EMO na CobBera oT 15 oktoMBpu 1990 1. 0THOCHO
BETEPUHAPHO-CAHUTAPHUTE YCJIOBUSA, PETyJIHpalld THProBUATa B paMKHUTE Ha
OGILIHOCTTA W BHOCA OT TPETH CTPAHH HA NTHIM M Siilla 3a JIONMEHe', IOCISIHO
msmenena ¢ Jlupextisa 1999/90/EO?, i mo-crienmanuo wien 23, wien 24, naparpad 2,
yJieH 26 u wieH 27a oT Hed,

KaToO uMa MpeaBu, 4c,:

1) Sslifnara, cBOOOJHM OT ONpe/eieHH MAaTOreHHU areHTH (SPF) ca sifna 3a mrornexe,
KOUTO C€ M3MO0I3BaT 3a JMArHOCTHMYHU IIpoLeaypu B JiabopaTropuuTe, 3a
IIPOU3BOJCTBOTO M TECTBAHETO HAa BaKCHHM, 3a M3CIECIOBATEICKM LEIH U 34
(apmaleBTUYHU 11€JI1, U KOUTO TPsiOBa J1a ObJaT MapKUpaHH C Neyar.

2) Permament (EMO) Ne 2782/75 na CwBera oT 29 oktomBpu 1975 T. OTHOCHO
IIPOU3BOJICTBOTO U THPrOBUATA C SIMIIA 3a JIIONEHE HA MWICHLA OT NTHIH, OTIVIEKAAHU B
CTONAHCTBA® OMpeeNs W3MCKBAHMATA 33 MAPKHDAHETO HA sHIaTa 3a JIONEHE, a
pernaMeHThT 3a mnpwiarasetro My, Permament (EMO) Nel868/77 na Kommucusita®,
YTOYHSBA YCJIOBUSATA 3a MPUJIAraHEeTO My, MO-CIIENUAIIHO, MAPKUPAHETO HA siIaTa 3a
JIOIEHE.

3) Slitnara (SPF) He ca roHu 3a KOHCYMAIHs OT YOBEKa.

LOB L 303, 31.10.1990 r., ctp. 6.
20B L 300,23.11.1999 r., c1p. 19.
*OB L 282, 1.111.1975 r., ctp. 100.
“OB L 209, 17.8.1977 r., cp. 1.

32001D0393.doc — LIITP — pepakTupax



4) Twit xkaro sinara (SPF) He ca TOYyHO JAeDUHUpAHU KAaTO TaKWBa B
3aKoHOAaTencTBOTO Ha OOIIHOCTTA, Cle/[Ba Ja ce omnpeenu cueupuina AepUHULIHS.

5) Slitnara (SPF) TpssOBa ma ObaaT MpOM3BEACHHM ChIJIAacHO JeiicTBamiara EBporeiicka
5
(dapmakories’, B KOSTO ca ONPeIeTICHN H3UCKBAHUSATA.

6) Te3u ocoOcHM XapaKTEPUCTUKU Cie[Ba Ja IPEJOTBPATAT BBBEKIAHETO B
OO6mHocrTa Ha MHMIyeHIa Mo nTunuTe, Ha Hioksackicka OojecT U HAa BCAKAKBH JAPYTU
0oyleCTH TO [OMAUIHUTE MTHUIM TPU MOJOKEHHE Ye OCTaHAIUTE pas3mnopendu Ha
HACTOSAIIOTO PEIICHNE Ca TPUIIOKECHU.

7) JIbpskaBUTE-WICHKH >KeaasT 1a BHAcAT siina (SPF), mpouM3XOoKAalld OT CTpaHH,
KOHUTO HE ce cYHuTaT 3a cB0OoHU 0T Hioksichicka 6oecT U nH(IIyeHIa Mo NTUIUTE, HO
KOUTO MOraT Ja JajaT JOCTaThbYHU BETEPUHAPHO-CAHUTAPHH TapaHIMK 32 TO3HU
cienu(UYIeH IPOIYKT.

8) Slitnara (SPF) moraT na ObIaT M3MOJI3BAHU CAaMO B ChOPBKCHUS, KBJICTO TE TPSOBA
na ObAaT YHUILOXKEHHU WU MOJUIOKEHHU Ha IpepaboTKa cliel U3I0I3BaHEeTO UM, TaKka ue
1a ce u30erHe BCIKAKbB PUCK OT pa3npocTpaHEeHUE Ha OoyecTTa.

9) CrnenBa &1a ce M3rOTBU BETEPUHAPHO-CAHUTAPEH CepTH(UKAT 3a Ta3M KaTeropus
Aia 1 ChOTBETEH CITUCHK HAa CTPAaHU, KOUTO HE Ca WICHKU M Ha KOMTO C€ pa3peliaBa Ja
M3IIOJI3BAT TO3M CEPTU(HKAT 32 U3HOC Ha TaKWBa sifa kbM OOIIHOCTTA.

10) Mepkure, TpEeNBUACHU B HACTOSIIOTO pEIICHHE, Ca B CBOTBETCTBUE ChC
cTaHOBHILIETO Ha [locTOSIHHMS BETepUHAPEH KOMUTET,

PELIU:
Ynen 1

[To cMuchblia Ha HACTOSAMIOTO pEIlIeHUE ce Mpujara cieaHara aepununus: ,Simara,
HECBHIbPIKaIU onpeeraeHn natorenHu areHtu (sina (SPF)) ca sifia 3a mromene, mo
cMMchia Ha wieH 2, maparpad 2 ot [upexktuBa 90/539/EMMO Ha CbBera, KOUTO
MPOU3XO0XKJIaT OT ,,CTaga NWIeTa, CBOOOJHM OT OIPEJCICHH IAaTOTeHHU AareHTu’,
omucanu B EBpomeiickara ¢apmakomes, ¥ KOUTO ca MpeAHA3HAUYEHU EIWHCTBEHO 3a
JTUArHOCTUYHU W U3CIIEIOBATEIICKU TEJIH WK 3a (papMalieBTH4YHA yroTpeba.”

Ynen 2

1. /IwppxaBuTe-uieHKHU paspeliaBaT BHoca Ha siina (SPF), mpousxoxxaamuy ot cTpaHy,
KOUTO HE Ca WIEHKU WM OT YaCTH OT TaKHBa JIbpXaBH, U30pOEHH B MpuiiokeHue I, npu
yCIIOBUE, Y€ T€ OTrOBapsAT HAa M3MCKBAHUATA B CHOTBETHHUS BETEPUHAPHO-CAHUTAPEH
cepTH(HKAT, MOCOUYEeH B mpuiiokeHue II, m 4e ca mpuapyx eHH OT TaKkbB HaJJIEKHO
MOMBJIHEH U MOANUCAH cepTU(dUKAT.

> Tpero uzganue, cpeera Ha EBpona, 1997 r.
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2. JlppxkaBUTe-4JICHKU pa3peliaBaT BHOC Ha fiina SPF, camMo Korato Te ca MapKupaHu
c meyar, ykaszBail koga ISO Ha cTpaHaTa 1 HoMepa Ha 0100pPEHHUETO Ha MPEATIPHUITHETO,
U KOraTo chUIUTe OOO3HAUEHHUS, SICHO BHJIMMU MU YETIUBH, Ca IMOCOYEHH U BBPXY
OIIAaKOBKaTa M TE€ cCoyaT, Y€ MapTHaaTa ChAbpKa TO3u crenuduyeH npoaykt. OcBeH
TOBa, CJIeJ] MpOBepKaTa IpH BHOCA, MapTupata TpsOBa na Obae TpaHCIOPTHpaHA
JUPEKTHO KbM KPAalHOTO M MECTOHAa3HAauyeHHE. Ta3u MAapKUPOBKA € B CHOTBETCTBHUE C
00IIMTe U3UCKBAHUS 32 ThPTOBUsATA C stiflia mocoueHu B wieH 6 ot Permament (EMO) Neo
2782/75, kakTo mocneaHo e u3MeneH, u B Permament (EMO) Ne 1868/77 3a mpunaranero

My.
Ynen 3

Heusnon3Banute siflia, BCHYKM ONAKOBBYHM MAaTepUaId U BCUUYKU OTMAIbLU OT siIa

WIK JIpyru TpsOBa Aa ObJAT M3rOpeHU WK NpepaboTeHH ciied U3IOJA3BAHETO UM I10

TaKbB HaYMH, Y€ Ja ce U30erHe BCIKAKbB PUCK OT PAa3NpOCTpaHeHHe Ha OoJecTTa.

Ynen 4

Hacrosimoro pemienue ce mpuiara 3a siila, 3a KOUTO € U3JaJieH cepTuduUkar, ue ca
CcBOOO/IHU OT OIPEJIETIEHN TATOT€HHH areHTH, cuutado ot 30 anpuin 2001 r.

Ynen 5
AJlpecaTl Ha HACTOAIIOTO PEIICHHUE Ca IbPIKABUTE-WICHKH.

CncraBeno B bprokcen Ha 4 mait 2001 roauna.

3a Komucusma
David BYRNE
Ynen na Komucuama
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1IPHJIO’KEHUE 1

CrtpanuTe, KOUTO HE Ca WICHKH M Ha KOUTO € MO3BOJICHO Ja M3IOJ3BAT cepTU(UKara,
IocoueH B mpuiiokeHue Il KbM HACTOALIOTO pelIeHHe 3a BHOC Ha siilia cBOOOJHU OT
ompenenenu nartorennn areHTu SPF B EBpomneiickus cpro3, ca u3bpoenu B yacT | Ha
npuinoxxenuero Ha Pemenue 79/542/EVO na CohBera.
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1IPHJIO’KEHUE 11

BETEPUHAPHO-CAHUTAPEH CEPTU®UKAT

3a siia cBOOOHH OT OMpe/ieIeHH NATOreHHN areHTu (SPF) nmpeaHa3HaYeHH 3a
usnpamane B EBponeiickara o0unHoct

Crnen mpoBepkara Ipu BHOCA, Ta3u IpaTka TpsiOBa na ObAe TpaHCIOPTHpPaHA TUPEKTHO

KbM KpaﬁHOTO UM MCCTOHa3Ha4YCHHUC.

1. M3npamiay (MMe U IbJIEH aJipec)

2 BETEPUHAPHO-CAHUTAPEH
CEPTU®UKAT
Ne OPUT'MHAJI

3. [onyuaTen (MuMe U ITBJIEH aApec)

4. CtpaHa Ha IPOU3XOJ]

5. KOMIIETEHTEH OPT'AH:
5.1. MuHucTepcTBO
5.2. YupasiieHue

6. MsicTo Ha TOBapeHe

7. U3JABAILl KOMIIETEHTEH OPT'AH
(HA MECTHO HUBO)

8. TpaHCIIOPTHO CPEICTBO

0. Anpec Ha MIPOU3BOJICTBEHOTO
MPEINPUATHE HA IIPOU3XO]T

10.1. IppkaBa-uneHka mojaydaresn
10.2. KpaiiHO MecToHa3HauyeHHE (UME H
II'BJICH aJIpec)

11. Homep(a) Ha pa3pemmMTeTIHOTO HAa
MIPOU3BOJICTBEHOTO(TE)
MpeNNpUATHE/ TIPEANPUATHS HA POU3XO]]

12. Wnentudukanus Ha nparkara
(BKITIOUMTETTHO HOMEpATa Ha TeYaTUTE Ha
KOHTEUHEpUTE)

13. Mapku ¢urypupamm BBpXYy siLaTa
(BKJIIOUMTETHO HOMEpa Ha MPEeANpHUITHETO
u koja ISO Ha cTpaHara Ha IPOU3X0T)

14. KonnuectBo (c OykBU U 1IU(ppH)
14.1. bpotii siiina

14.2. Bpoii onakoBKH

14.3. Hero Terio

3abeneoicku:

a) Otnenen ceprudukar TpsiO6Ba na Obae
MpeCTaBeH 3a BCsKa MpaTka sdma 3a
JIONIEHE, KOUTO Ce TPaHCIIOPTUPAT B €IUH

n ChIl XKCJIC30IIbTCH BaroH, KaMHOH,
CaMoJICT nIn K0p3.6 u KOHUTO ca
CKCIICAUpPaHu KbBM €IHO n ChIIIO
MCECTOHA3HA4YCHUC.

0) OpurnHansT Ha ceptudukara TpsadBa 1a
OpuapykaBa MapTujaata A0 TpaHUYHHSA
WHCIICKIINOHEH BETEPUHAPEH MTyHKT.

B) Toill TpsiOBa na ObJie MOMBIHEH B ACHS
Ha TOBapEHETO M BCHYKM TIOCOUYCHH
CPOKOBE ce M34McisIBaT Ha 0a3ara Ha Tazu
Jara.

¢ TTocodere TPAHCIIOPTHOTO CPEACTBO U CIIOPE/] CIIyydast PEFMCTPALMOHHUTE MAPKH Ml PETMCTPUPAHOTO

HnM¢e.
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15.

Jonynoanucanusit ..., oduuIuaneH BeTEpUHApP, YAOCTOBEPSBaM, CBIJIACHO

pasnopenoute Ha {upexrusa 90/539/ENO:

CaHuTapHu JaHHU

1.

wmn

ye siiata SPF, ommcanm B Hacrosmust cepTudUKaT, MPOU3X0XKAaT OT hepMu 3a
KOKOIIIKH, KOUTO OTTOBAPST Ha CIIETHUTE YCIIOBUS:

a) Te ca 06e3 ompeaeNeHH MAaTOreHHU areHTH ChIVIACHO onucaHueTo B EBpomeiickara
dapmakones’ M BCHYKM HM3MCKBAHH KIMHHYHH TECTOBE M M3CICABAHHS 33 TO3H
Crenu(pUIeH CcTaTyc ca TMOKa3aid OJaronpusTHA pe3ylaTaTH, W IO-CIICIHATHO
OTpHUIIATENIEH PEe3yJATaT 3a TECTOBETE 3a OTKpUBaHE Ha MH(IyeHILa MO NTUIUTE U
Hroksichiicka 6oect KaTo Te3U TECTOBE ca HAPAaBEHU B PAMKUTE Ha TPUMCETTE JTHH,
MpeIIeCTBAIIN EKCIISAUIIUATA.

0) ye UM € IpaBeH KJIMHUYEH Iperyie]i MUHUMYM €IUH I'BT CEJIMHUYHO ChIJIACHO
onucaHueTo B EBporelickara (bapMaKOHeﬂg, HE € OTKPUT HUKAKbB KIMHUYECH IIPU3HAK
U OT TOBA HE € M0CJIe/IBAJI0O HUKAKBO CbMHEHHE 3a 3a00JIBaHe;

B) Y€ ca OCTaHAJIM HAJ IIECT CEMHIIM B CICAHOTO(TE) MPEANPHITHS/ TIPSAIPHUITHS,
KOETO/KOWTO ca OQHUIHAIHO 0100peHO(M) CHIIACHO W3MCKBAaHUS, KOUTO ca Haid-

MaJIKOTO €KBUBAJIICHTHHU Ha TE€3H, KOUTO (urypupar B npuioxenue Il kbm Jlupexkruna
90/539/EMO: ...t

- UHCTO pa3pCIIMTECIHO HE € MPEKPATCHO, HUTO OTHCTO,

- KOETO/KOUTO He €/He ca MOJI0KEHO(M) Ha 3/[paBHU OIPaHUYCHUS;

r) 4e mpe3 Mepuoja MocoYeH B TOYKA B) HE Ca MMalld HUKAaKbB KOHTAKT C MTHUIIH,

KOUTO HE OTrOBapsAT Ha YCJIOBHATA OMPEACNICHU B HACTOSIIHUS CepTU(DUKAT, HUTO C

JMBH MTHULIY;

4e ca OMJIM MapKUpPaHU C [IBETHO MAacCTHJIO ChIJIACHO TOoYKa 13 oT cepTudukara;

4e sifl1aTta ca ChbOPaHU OT .....oevennnennn. b1 (0 B (matm);

ye stiIaTa ca TpaHCIIOPTUPAHH B €THOKPATHU OMAKOBKH, U3I0JI3BAHU 32 ITbPBHU ITHT:

a) KOUTO ChABPKAT CaMO STIIa MPOU3XOXKIAIIHN OT €THO U CHILO MPEATNPHUSITHE;

0) KOUTO ca SICHO MapKUPAHU M UMAT CIIeTHUTE 0003HAYCHUS:

- UMETO Ha CTpaHaTa Ha IMPOU3XO0J,

- giina SPF npenHazHadyeHW M3KIIOUMTENHO 3a TUATHOCTUYHH M W3CJIEA0BATEICKHU
IeJTH UK 3a (papMaleBTUYHA yroTpeoa,

- Opos Ha si1IaTa,

" Tpero nsnanue, Cheera Ha Espona, 1997 r.
® Homep(a) Ha paspelInTENHOTO Ha IPeANPHATHETO/PEIPHUATHATA HA IPOU3XOL.
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- HMETO, aJpeca U HoMepa Ha 0I00pEHUETO Ha IPOU3BOACTBEHOTO MPEANPUITHE,
- IbprKaBaTa-uJeHKa MOoJy4aTell;
B) KOMTO Ca 3aTBOPEHH CHITIACHO MHCTPYKIMUTE HA KOMIIETEHTHUTE OpraHu, Taka 4e Jia
ce u30erHe BCSIKakBa BB3MOXKHOCT 3a MOAMSIHA Ha CbIbPKAHUETO, U KOUTO ca
HEMPOMOKAEMHU;
5. ue KOHTEHHEepUTEe U MPEBO3HUTE CPENICTBA, B KOUTO ca TPAHCIOPTHPAHU OMAKOBKUTE,
MMOCOYCHH B TOYKA 4 ca MOYUCTEHU U JC3UH(EKIIUPAHU TIPEIU TOBAPCHETO CHIIIACHO
MHCTPYKLUUTE HA KOMIIETEHTHUTE OpraHHu.

16. Hacrosmusar cepTudukaT € BaJIMJICH MET JHU.

CBCTABEHO B .« eeeeeeeeeee e ) S : IR

(uMeTo ¢ ri1aBHU OYKBU, KBATH(PHUKAIUS U TUTIA)

o IleuarspT 1 MOANHUCHT Ca C PA3JIMYCH IBAT OT TO3U HA NIEYATHUA TCKCT.
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