PETJIAMEHT (EUO) Ne 3915/88 HA KOMUCHUSITA
ot 15 nexemBpu 1988 roguna

3a onpe/eJsIHETO HA pa3nopea0u 3a npuwiaranero Ha wied 63B ot Perinament (EUO)
Ne 918/83 na CbBera 3a ycTaHOBsIBaHe Ha pexxnMa Ha OOIIHOCTTA 32 0CBOOO0K/IaBaHe OT
MHUTHHU cOOpoBe

KOMUCHSATA HA EBPOIIEMCKUTE OBI[HOCTH,
KaTo B3e npeasu] Jlorosopa 3a cb3gaBaHe Ha EBporelickara MKOHOMHYECKa OOIIHOCT,

kato B3e mpensua Permament (EMO) Ne 918/83na ChbBeTa 3a yCTaHOBSIBAHE Ha PeXHMMa Ha
OO61HOCTTA 32 0OCBOOOXK1aBaHE OT MUTHU c6op0Bel, u3meHeH ¢ Permament (EMO) Ne 1315/882,
M Io-crienyaiHo wieH 143 ot Hero,

Karo uMa npeasua, 4e wieH 638, Permament (EMO) Ne 918/83 mpenBmkna ocBOOOKIaBaHE OT
BHOCHM MHTHU COOpOBE Ha TMpaTKH, KOUTO ChIBPKAT MOCTPU HA CTAaHJAPTHU BEIICCTBA,
onobpenu ot CreroBHara 3apaBHa opranm3anus (C30), mpenrHa3HauYeHU 3a Ka4eCTBEH KOHTPOI
Ha U3M0JI3BaHUTE MaTEPUAIN B MPOU3BOJACTBOTO HA JICKAPCTBEHHU MPOAYKTH; KaTO UMa MPEIBUI,
(S HOI[O6HI/I MpaTKy CC U3lpamar A0 MoJIydareiii, MOJdy4Yujin OT HAMOHAJIHUTEC CU MUTHUYCCKH
BJIACTH pa3pellieHue J1a Ce MOI3BaT OT MOJ00HO OCBOOOKIaBaHE;

KaTo MMa IPEeNBU, Y€ CIIeABA J]a C€ OMPEIEINsAT TOYHO HEOOXOANMHUTE YCIOBHS 332 IPAaBUITHOTO
mpuilaraHe Ha pasnopendara; KaTo uMa MpPeaBUI, Y€ TE3W YCIOBHUS CIIe/Ba Jla CE yCTAHOBST
choOpa3HO TpeABUICHATA 3a IenTa mnporeaypa B wieH 143, maparpadu 2 u 3 ot Permament
(EMO) Ne 918/83;

KaTO uMa NnpeaBua, 4€ MCPKUTC, MPCABUACHHU B HACTOAIINA PErJIaMCHT, Ca B CbOTBCTCTBHUEC CHC
CTaHOBHIICTO HaA Komurera 1o CIIOpa3yMCHHUITA 3a OCBO60)K,[[aBaHe OT MUTHHU C60pOBe,

I[MPUE HACTOALIMA PETJIAMEHT:
Ynen 1

HacTosiust periaaMeHT Ompeness pasnopefadn OTHOCHO TMpHIaraHeTo Ha wWieH 63B OT
Pernmament (EMO) Ne 918/83.

Ynen 2

OB L 105, 23.4.1983 r., cp. 1.

0B L 123, 17.5.1988 r., ctp. 2.



OcBOOOX1aBaHETO OT BHOCHHM MHUTHHU cOopoBe chriacHo wieH 63B ot Permament (EHO)
Ne 918/83 ce otHacst camo 3a mparku, m3npamadu ot ,,C30 ChBMeCTeH IEHTHP 32 XUMHUYECKU
craugapTHu BemectBa®“ B Crokxonm (IlIBemus) mo mnomyuyaTend, KOUTO ca MOMYYHIH OT
HAIIMOHAJTHUTE CM MUTHUYECKH BJIACTH Pa3pelIeHue J1a ce MOA3BaT OT M0100HO 0CBOOOXK/1aBaHe.

Ynen 3

OcB00O0k/1aBaHETO OT BHOCHM MHUTHH cOOpoBe chriacHo wieH 63B ot Permament (EMO)
Neo 918/83 ce n3BBpIIBa IPU YCIOBUE Y€ BHPXY MAKETUTE, ChABPIKAIIN CTAHIAPTHU BEIIECTBA, CE
BIDKJIAT SICHO:

- IbpBO, Ne4arbT Ha CbBMecTHUS HeHTHP Ha C30, ynomMeHaT B WieH 2 N0-Tope;

- BTOPO, €THUKET, YUITO 00pazell € MOCOUYCH B MPUIIOKEHUETO KbM HACTOSIIUS PETJIAMEHT, BBPXY
KOWTO TOJIETO Ha CHOTBETCTBAIIOTO CTAHIAPTHO XMMHUYECKO BEIECTBO, SICHO € OTOENs3aHO C
ynebeneH mpu@rT.

Ynen 4

OcB00OX1aBaHETO OT BHOCHU MUTHHU COOPOBE C€ OTHACS CHIIO TaKa 32 BCHUKU OMAKOBKH, KOUTO
ca OT CBIICCTBCHO 3HAYCHHME 3a IIPEBO3a HA XMMHYECKUTE CTaHJAAPTHHU BEIICCTBA, KAKTO U 3a
H€06XOI[I/IMI/ITG HpI/IHaIIJIC)KHOCTI/I, KOUTO npaTKaTa MOXE Oa CT)IH)p)Ka.

Ynen 5
Hacrosmust pernamenT Biu3a B cwiia Ha 1 ssuyapu 1989 roguna.

Hacrosmusar PErilaMCHT € 3aABbJDKUTCIICH B CBOsATA LSJIOCT M CC IIpUiiara IpsaKko BbB BCHUYKHU
ABPrKABU-YIICHKU.

Csocrasen B bprokcen Ha 15 nexkemBpu 1989 ronnna
3a Komucuama:

COCKFIELD

3amecmuux-npedcedamen



1IPHJIO’KEHUE

***[Please insert the picture from the original and please replace the following text in English by
its Bulgarian version

Symbol and lettering in black — 3HakbT 1 OyKBHUTE B UEPHO

URGENT — CIIEIILIHO

Light green background — Caetio3zenen ¢hon

Medical products (*) — Jlekapcraenu npogyxti (%)

Chemical reference substances (*) — Xumuunu crannaprau Bemecrsa (4
(*) Tick appropriate box — (*) OrGexnexere B choTBeTHATA rpada.

(Dimensions 62 x 44 mm) — (Pa3mepu 62 x 44 mm)]***



