IIpoexT
Hapenoa
3a U3MeHeHue U JonbjaHeHne Ha Hapen6a Ne 39 ot 2007 r. 3a npUHIUNKTE U H3UCKBAHHUSATA 32
JoOopaTa nucTpuOYTOPCKA MPAKTUKA
(o6n. [IB, 6p. 77 ot 2007 T., u3M. 1 fo11., 6p. 16 oT 2010 T1.)

§ 1. Cv3nmaBar ce ui. 2a u 20:

»di. 2a. (1) JIunaTta, mosiydmsy paspelieHHe WINM yIOCTOBEpEHHE 3a perucrpauus 3a
THPrOBUSL HAa €APO C JIEKAPCTBEHU NMPOIYKTU OCBIIECTBABAT JE€HHOCTTA NpU crna3BaHe Ha JoOpara
TUCTpHOYTOpCKa MPAKTUKA IPU THPTrOBHATA C JIEKAPCTBEHH MPOAYKTH 32 XyMaHHa yroTpeoa.

(2) HpunnunuTe 1 u3uckBaHusATa 3a JloOpa qucTpudyTopcka mpakThKa Py ThProBUATA C
JIeKapCTBEHU MNPOJYKTU 3a XyMaHHa ynorpeba ce ompenensT B PwvkoBoicrBo Ha EBpomneiickara
KOMMCHS 3a 100pa AUCTpUOyTOpCKa MPAaKTUKA IPU ThProBUATA C JIEKApCTBEHU IIPOJYKTH 32 XyMaHHA
ynoTpeba, myOoJIuKyBaHO Ha HHTEpHET cTpaHuIlaTta Ha EBponelickara koMucusi.

Yn. 26. (1) Jluuara, mosyywsv pa3pelieHHe WM YJIOCTOBEPEHHE 3a perucrpanus 3a
THProBUsl Ha €ApO C AKTUBHM BELIECTBA OCBHIIECTBSABAT JAEWHOCTTa IpH cna3BaHe Ha JloOpata
TUCTpUOYTOpPCKA MPAKTUKA 33 AKTUBHHU BEILIECTBA.

(2) Npunuunure u uszuckBanusta 3a JloOpa auCTpUOYTOpCKa MpakTUKA 3a AKTHBHH
BEIIeCTBA ce onpenesaT B PrkoBoacTBO Ha EBponelickara KOMUCUSI OTHOCHO IPUHIMIIUTE HA 100pa
TUCTpHOYTOpPCKA MPAKTHUKA PH aKTHBHH BEIIECTBA 3a JICKAPCTBEHH MPOTYKTH 32 XyMaHHa yroTpeoa,
nyOIMKyBaHU Ha MHTEPHET cTpaHulaTa Ha EBpornelickara komucus. .

§ 2. Cp3paBa ce ui. 3a:
»di1. 3a. (1) M3nbiHuTenHaTa areHIMs MO JIGKapCcTBaTa yCTAHOBSIBA 4Ype3 MHCICKIMU
CIIa3BAHETO HA:
1. npuHnunuTe U U3KMckBaHusATa 3a Jlo6pa AUCTpUOYTOpPCKA MPAKTHKA MPU ThPrOBUSTA C
JIeKapCTBEHU MPOAYKTH 3a XyMaHHa yrnoTpeoa;
2. TIpUHIUNNTE M M3HMCKBaHMATa 3a JloOpa auCTpHOyTOpCKa MpaKTHKAa 3a aKTUBHHU
BEIIECTBA.

(2) Nncnekuuure no an. 1 ce W3BBPIIBAT CHIVIACHO NpaBuiara, MocodyeHu B ,,COOpHUK
nporeaypu Ha EBporneiickus ¢bio3 3a HHCIeKIMU 1 0OMeH Ha uHpopmanus* (Compilation of Union
Procedures on Inspections and Exchange of information) — Tom 4 Ha ,,IlpaBunara va EBponeiickus
ChI03 32 JICKApCTBEHM MPOIYKTH , MyOJIMKyBaHU HAa MHTEPHET CTpaHHIaTa Ha EBporieiickaTa KoMucusl.

(3) B pesynrar Ha usBbpineHa uacnekis mo an. 1 MAJI usgasa ceprudukar mo wi. 26906,
an. 1 ot 3JIIIXM uim u3aBa CTaHOBUIIE 3a HECHOTBETCTBHE 110 4. 2690, an. 2 ot 3JIIIXM.

(4) Pa3xomute 3a U3BBPIIBAHE HA MHCIICKIIMUTE 110 aJl. 1 ca 3a CMETKa Ha 3asBUTEIS.”.

§ 3. B un. 5 nymure ,,permoHansHusi UEHTHP MO 3ApaBeolia3BaHe’ ce€ 3aMEHST ChC
,,ChOTBETHATa PErMOHAIHA 3/[paBHA MHCIICKIIHS .

§ 4. Bun. 9, an. 3 ce ch3maBa Touka 17:

,17. ynpaxHsBaT KOHTPOJI BBPXY JEHHOCTHTE IO MpPOBEpKAa HA IOKA3aTeIUTe 3a
0€30MaCHOCT U JIC3aKTUBUPAHETO HA WHAUBUYATHUS UICHTH(PHUKAIIMOHECH OeJeT Ha JIEKapCTBEHUTE
MIPOJYKTH. .



5. B un. 10, an. 7 JyMmara ,,PI/IOKO3” C€ 3aMCHA CBhC ,,CbOTBETHATA pETrUOHAJIHA 3ApaBHa
5
HHCHEKIINS.

§ 6. Bun. 12, an. 1 ce cp3naBa . 8:

,»8. CIIPAaBKH 3a JBIDKEHHETO Ha BCSAKA MAapTHJA HA JIEKAPCTBEHUTE MPOIYKTH, KOMHUS OT
JOKYMEHTHUTE 32 MIOKYIKHUTE W/HITH MPOAKOUTE HA BCUYKH JICKAPCTBEHH TMPOTYKTH, BKIIFOUUTEITHO U
(hakTypuTe 3a MOKYIKO-TIpo1axoa.”

§ 7. Bun. 13, an. 1 gymute ,,cermacHo Hapen6a Ne 7 ot 1992 r. 3a XUTHEeHHUTE N3UCKBAHUS
3a 37paBHa 3aIluTa Ha cenuiHaTa cpena (o6H., JAB, 6p. 46 ot 1992 r.; u3m. u nom., Op. 46 ot 1994
r., 0p. 89 m 101 ot 1996 1., 6p. 101 oT 1997 1. 1 6p. 20 oT 1999 r.)* ce 3anuuaBar.

§ 8. Bum. 14, an. 1, 1. 4, 6., nymure ,,cbraacHo n3nckBanusaTa Ha Hapemnoa Ne 2 ot 1987
T. 32 POTUBOIIOYKAPHHUTE CTPOUTEITHO-TEXHINUECKH HOpMU (00H., /B, 6p. 58 ot 1987 r.; u3m., 6p. 33
ot 1994 r.)* ce 3anuyaBar.

§ 9. B un. 16, an. 1 gymure ,,ocurypsiBaT MOCTaBSIHETO B TMOMEIICHUITa Ha ypeau ce
3aMEHSIT C ,,JTOCTABST B IOMEIICHUATA YPEAU .

§ 10. Cw3maBa ce Pazgen V ¢ . 17:
»Pasnen V 3aabiokeHus 3a U3BBPIIBAHE HA MPOBEPKA Ha MOKa3aTeNuTe 3a 0€30MacHOCT U
JIe3aKTUBUPAHE HA MHANBHIYATHUS UICHTU(PHUKAIIMOHEH Oesier

Un. 17. IlpuTtexarensT Ha pa3pelieHHe 3a THPrOBUS HA €ApO C JIEKAPCTBEHH MPOAYKTH €
JUIbKEH Jla T[pOBEpU IIOKa3zaTejauTe 3a Oe30lacHOCT W Ja JIe3aKTUBUpa WHJIUBUIYaTHUS
uaeHTU(UKAIIMOHEH OeJIeT Ha JIKapCTBEH MPOAYKT 1o pena Ha Jlenerupan pernament (EC) 2016/161
Ha Komucusata or 2 oxrtomBpu 2015 roauna 3a nombiaBaHe Ha JupextuBa 2001/83/EO Ha
EBponeiickus napnameHT u Ha ChBeTa Upe3 YCTaHOBSIBaHE Ha MOAPOOHH IIPaBUIIA 32 TIOKA3aTENINUTE 3a
0€30MacHOCT, MOCTABEHH BHPXY OMAKOBKATa Ha JIEKapCTBEHHUTE MPOYKTH 3a XyMaHHa ynotpeba (OB,
L 32/1 ot 9 deBpyapu 2016 r.), npeau i1a ro A0CTaBHU Ha:

1. neuebno 3aBenenue cwriacHo wi. 207, an. 1, T. Sa, 0. ,,a* ot 3JIIIXM, ¢ u3zkiIo4YeHue Ha
JeueOHuTE 3aBeaeHus mo wi. 222, ain. 4 ot 3JIIIXM;

2. MEMIMHCKU (pakynTeT win GaxkyiTeT Mo ACHTaJHa MEJUIIMHA Ha BUCIIEC YUMIIUILE [0 4JI.
2a ot 3aKoHa 3a JieueOHHTE 3aBefeHus chriaacHo wi. 207, an. 1, 1. 5a, 6. ,,0” ot 3JIIIXM,;

3. 3IpaBeH KaOMHET B MHCTUTYIHSA 110 9. 26, an. 1, T. | u 3 or 3aKoHa 3a 3/IpaBeTO CHIIIACHO
1. 207, an. 1, T. 5a, 0. ,,8° ot 3JIIIXM;

4. xopabompuTekares 3a IEeJIUTe Ha OCUTYpsSBaHE Ha JIEKAPCTBEHU MPOJYKTH Ha Oopnaa Ha
Kopabute ceriacHo Kojekca Ha ThproBckoTo kopabormiaBane cbrinacHo wi. 207, an. 1, T. 5a, 6. ,,r or
3JIIIXM;

5. IeKap WM JIeKap 10 JeHTaTHa MeAUIIMHA, TOJIy4YUJI pa3pellieHUe 3a CbXpaHeHue U Mpoaaxoa
Ha JIEKapCTBEHH MPOJIYKTH ChIilacHo ui. 207, an. 1, 1. 6 ot 3JIIIXM;

6. MUHHCTEpPCTBOTO Ha 3/IpaBEOITa3BaHEToO - B cirydanTe 1o wi. 209a, ai. 1, T. 4 ot 3JII[IXM;

7. MuHHCTEpCTBOTO Ha OTOpaHaTa, MUHHCTEPCTBOTO Ha BTPELIHUTE pabOTH Wi JbpkaBHa
areHuus ,,JIpp>kaBeH pe3epB U BOCHHOBPEMEHHHU 3amacu‘- B ciaydaute mo wi. 209a, ain. 1, T. 3 or
3JIIIXM;



8. meueOHO 3aBe/eHNE 3a M3BHHOONHUYHA MOMOII - B ciydaute Ha wi. 209a, an. 1, 1. 5 ot
SJITIXM.“.

§ 11. B 1. 1 or § 1 OT JOMBJIHUTETHUTE pa3MoOpenON Hakpas ce 100aBs ,,uIM C aKTUBHH
BellecTBa’.

3ak/II04YNTeHHA Pa3nopeadu

§ 12. Hapen6a Ne 35 ot 2007 3a ycjioBUsITa, peia M M3UCKBAHUATA KbM JOKYMEHTAIIUATA
3a u3gaBaHe Ha ceprudukKar 3a 0cBo0OKIaBaHe Ha NAPTHAA JIEKAPCTBEH NPOAYKT OT
M3nbaHUTEIHATA areHus mo Jekapcerara (00H., JIB, 6p. 71 or 2007 r.) ce OTMEHS.

§ 13. B Hapenoa Ne 15 ot 2009 r. 3a ycj1oBUsITa M peJia 3a U3J1aBaHe HAa pa3penieHHe 3a
NMPOM3BOACTBO/BHOC M NMPUHIMINTE U U3MCKBAHUATA 32 [[00pa npou3BOACTBEHA MPAKTHKA HA
BCUYKH BUI0BE JIEKAPCTBEHH MPOAYKTH, HA JIEKAPCTBEHH MPOAYKTH 32 KJIMHUYHO U3NUTBaHE U
Ha aKTHUBHH BemecTBa (00H., /IB, 6p. 38 ot 2009 r., u3Mm. u gor., 6p. 35 or 2013 1. u 6p. 48 ot 2018
I.) C€ MPABAT CJACAHUTE U3MECHCHHUS:

1. B HauMeHOBaHUETO Ha HapenOaTa JyMUTE ,,yCIOBUATA U pe/ia 3a U3JaBaHe Ha pa3pelieHHe 3a
MIPOM3BOJICTBO/BHOC U CE 3a/IMYABAT.

2.Bun 1,an. 1, 1. 1 ce ormens.

3. Haumenosanuero Ha paznen Il ce uamens taxa:

»Pazaen Il M3uckBaHus KbM OpraHu3anusara Ha padbora®.

4. Ynen 3 ce oTMeHS.

5. Unenose 5 — 9 ce OTMEHHAT.

6. B § 3 oT npexogHHUTE ¥ 3aKIIFOUUTEITHATE PA3Iope0n JyMUTe ,, 4. 89, am. 2, wi. 152, 4n. 159,
as. 9 mw . 165, an. 2 oT 3aKoHa 3a JIEKApCTBEHUTE MPOAYKTU B XyMaHHAaTa MEIULMHA CE 3aMEHAT C
W 152 muan. 159, an. 10 ot 3akoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHAaTa MEJUIIMHA".

MMPO®. ACEHA CEPBE30BA, 1P

Munucmvp na 30paseonaszeanemo



