IIpoexT

Hapen6a 3a n3amenenue u nonbjaHenue Ha Hapen6a Ne 28 ot 2008 r. 3a ycrpoiicTBoToO,
pe/ia M OPraHU3anMsATa HA padoTaTa HA aNlTeKUTe H HOMEHKJIaTypaTa Ha
JIEKApPCTBEHHUTE NMPOAYKTH

(oOH., [IB, 6p. 109 ot 2008 r., u3Mm. u joi., 6p. 67 ot 2010 r., 6p. 2 ot 2012 1., 6p. 81 0T 2015
r.,0p. 24 u 79 or 2017 r. u 6p. 95 ot 2018 1.)

§ 1. B un. 9a cnex nymure ,,ui. 5, ce no6ass ,,an. 1, u Hakpas ce 100aBs ,,i ChIIIACHO
1. 8, an. 1, T. 5 ot 3aKoHa 3a CbCIIOBHUTE OPraHU3alMM HA METULIUHCKUTE CECTPH, aKYIIEPKUTE
U aCOIMUPAHUTE MEIULIMHCKH CICIHAINCTH, Ha 3BOOTEXHUIUTE W Ha ITOMOIIHHUK-
dapmanesrure (3COMCAAMCIIID)™.

§ 2. B un. 32 ce mpaBsIT ClIeTHUTE U3MEHEHHUS U TOTTBJIHECHUS:

1. B an. 2 gymute ,,ui. 5, T. 4 oT 3aKoHa 3a ChCJIOBHATA OpPraHU3alUs HA MarucThp-
dapmareBTuTe" Ce 3aMeHAT ¢ ,, 4. 5, ain. 1, T. 4 3COMD;

2. Ce3pnaBa ce ai. 3:

»(3) UneHCcTBOTO Ha MOMOIIHHK-(apMaleBTUTE OT IMepCcoHajla Ha anTekara B
bearapckara aconuanusi Ha MOMOIIHUK-(papMaIeBTUTE c€ YAOCTOBEpsBa MPH MPOBEPKaA Upe3
MpEACTaBsHE Ha YJOCTOBEPEHUE 3a aKTyaJdHO WICHCTBO WJIM 4Ype3 CIIpaBKa B HAlMOHATHUS
€JIEKTPOHEH perucTsp mo ui. 8, an. 1, . 2 3SCOMCAAMCIIID.“

§ 3. B un. 33 cnen nudpara ,,4“ ce nodass ,,3JIMIXM*.

§ 4. B un. 33a grymute ,,ui. 5, T. 3 oT 3aKoHa 3a ChCIOBHATA OPraHU3ALUs HA MAaTUCThP-
dapmarnesture (3COM®D)* ce 3amensT ¢ ,,ui. 5, an. 1, T. 3 3COM® u cbriacHo ui. 8, ai. 1, T.
5 3COMCAAMC3IID*.

§ 5. B un. 33r cnex nymure ,,ui. 5, ce mobass ,,ai. 1,°.

§ 6. B un. 38, an. 1 Hakpas ce mocTaBs 3anerasi ¥ ce 100aBs ,,KAKTO U JUIEH3US MO YJI.
33, an. 1 3KHBII npu cHabasiBaHe ¢ J1eKapCTBEHU MPOIYKTH, KOUTO ChAbPKAT HAPKOTUYHU
BellecTBa’.

§ 7. B un. 39, an. 2 nymara ,,penyOJUKaHCKUS c€ 3aMEHS C ,,AbP>KaBHUSA .

§ 8. Bun. 41, an. 1, 1. 12 cnex abpeBuarypara ,,J IAJI“ ce mocraBst 3ameras, CbIO3bT ,,U"
ce IIpeMaxBa W Hakpas ce 1o0aBs ,,u beiarapckara acoruaius Ha IIOMOITHUK-(hapMaleBTUTE .
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§ 9. B § 3 or [Ipexonuure u 3aKIIOYMTETHU pa3nopendu cien aymute ,,boarapckus
(apMarieBTHUYEH CBI03," ce 100aBs ,,WICHOBETE HA KOMHCUUTE 110 PO EeCHOHATHA €THKA KbM
peruoHaHuTe KoJjiernu Ha beirapckara acomuarus Ha TOMOIIHUK (apMarieBTuTe, .



§ 10. B ITpunoxxenue Ne 1 kpm ui. 1, an. 1, T. 7 ce u3MeHs Taka:

/. Ononmau ot TaaBHa rpyna 1 ,,JlesuHdexkranTu npoayKTOBH TUIOBE 1 M 2 U OT
riaBHa rpyna 3 ,,Kontpos Ha BpeauTenu*, npoaykrosu tumnose 18 u 19 ceriiacHo Ilpunoxxenue
V ot Pernament (EC) Ne 528/2012 na EBporneiickus mapiameHT u Ha CbBeTa ot 22 mai 2012
roJMHa OTHOCHO TPEIOCTAaBSIHETO Ha Ma3apa u ynorpebdara va ouorumau (OB L 167, 27.06.2012
r.)"“
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