HAPE/IBA 3a usmenenue u fonbjaHenue Ha Hapenoa Ne
10 ot 2009 r. 32 ycoroBusiTa M pejia 3a 3anjialiaHe HA
JIEKAPCTBEHHU MPOAYKTH O Wi. 262, aj1. 5, 1. 1 or 3akona 3a
JIEKAPCTBEHUTE MPOJAYKTH B XyMAHHATA MeAMINHA, HA
MeTUIMHCKY M3/1eJIMsl M HA JTMeTUYHU XPAHM 3a CTIeNNATHA
MeIMIUHCKH Heau (00H., JIB, op. 24 ot 2009 r.; u3m. u goi.,
op. 34,38 u 40 ot 2009 r., 6p. 9 o1 2010 r. 1 Op. 67 o1 2011 1.)

N3nanena oT MEHHCTHPA Ha 3[paBeoria3BaneTo, ooH., JIB, 6p. 49 ot 29.06.2012 1.
§ 1. B un. 4a ce npaBsT cnegHUTE U3MEHEHUS:
1. Anunes 1 ce oTmeHs.

2. B an. 2 gymure "mpumeceunu nepuoou" ce 3ameHST C "wecmmeceunu nepuoou', a
nymute "mpemus mecey' ce 3aMeHST ¢ "wecmus mecey' .

§ 2. B umn. 6, an. 2 nymure "mpemus mecey" ce 3aMeHST ¢ "wecmus mecey'.
§ 3. B un. 6a, an. 1 nymara "mpumeceunus" ce 3amens ¢ "wecmmeceunus".

§ 4. B un. 66, an. 1 u3paswT "3a koumo He e nodadeno 3asenreHue 8 cpoxka no ui. 4a, an.
1" ce 3asin4aBa.

§ 5. Bun. 7, an. 3 gymute "un. 45, an. 10" ce 3amenst ¢ "un. 45, an. 11".

§ 6. B un. 8, an. 1 gymwure "ur. 20 om Hapeobama 3a ycrosusma, npaguiama u
Kpumepuume 3a 6KIIOYGAHe, NPOMEHU U/UlU USKIIOYBAHE HA JIeKaApCMEeHU NpOoOyKmu om
llozumuenus nexapcmeen cnucvk u ycrosusma 3a peoa 3a padboma na Komucusma no
Tlo3umuenus nekapcmeen cnucwvk, npuema c IIMC Ne 311 om 2007 2. (o6H., /IB, 6p. 110 om 2007
2., usm., op. 19 om 2009 2.)" ce 3amensat c¢ "uix. 50 om Hapeobama 3a pecynupame u
peaucmpupane HA Yewume HA JeKApCMEeHume NpPOOYKmMu, YCI08UAMA, HNpasuiama u
Kpumepuume 3a 6KIIOY8AHE, NPOMEHU U/UlU U3KII0Y6aAHe HA JleKapCmeeHume NpoOYKmu om
To3umusnus nexapcmeer CRUCHK U YCI08uAmMa u peoa 3a paboma na Komucusma no yenu u
peumbypcupane, npuema c IIMC Ne 340 om 2011 2. ([IB, 6p. 100 om 2011 2.)".

§ 7. B un. 10, an. 3 gymure "un. 20 om Hapeobama 3a ycrosusma, npasuiama u
Kpumepuume 3a 6KIIOY6AHE, NPOMEHU U/UIU USKII0U6AHEe HA JeKapCmeeHu NpooyKmu om
Illo3umuenus nexapcmeen cnucvk u ycrosusma 3a peoa 3a paboma na Komucusma no
THo3umuenus nexapcmeen cnucwvk" ce 3ameHsaT ¢ "uir. 50 om Hapeobama 3a pecynupane u
peaucmpupane HA yewume HA JeKAPCMEEHUmMe NpoOYKmuU, YCI08UAMA, Nnpasuiama u
Kpumepuume 3d 6KIIOY8AHE, NPOMEHU U/Ulu U3KII0Y8aHe HA JeKapCmeeHume NpoOyKmu om



To3umusnus nexapcmeen CRUCHK U YCa08uAma u peoa 3a paboma na Komucusma no yenu u
peumbypcupane".

§ 8. B un. 20 an. 1 ce u3mens taka:

"(1) Ha ocnosanue un. 45, an. 10 330 H30K 0ocosapsi omcmwvnku om cmouHocmma,
KOsSIMo 3anyiawa 3a iekapcmeenu npooykmu, exmouenu ¢ ILJIC no un. 262, an. 5, m. 1 3JIIIXM."

§ 9. Cw3nasa ce ui. 20a:

"Yn. 20a. Hayuonannama 30pasrnoocucypumenta Kaca saniawa Ha auyama no 4i. 7, anr. 1
HamaneHama ¢ 002080PEHAMa OMCMBNKA CMOUHOCH HA JleKapcmeenume npooykmu."

§ 10. Cp3aBa ce wi. 23:

n

Yn. 23. (1) Hayuonanuama 30pasHoocucypumeiHa xaca nyOnuKkyeéa Ha UHMepHem
cmpanuyama cu cvodujeHue, ye e 002080peHA OMCMBAKA OM CMOUHOCMMA HA ONnpeoeseH
Jlexapcmeen npooykm, 6e3 0a noco4ea pasmepa Ha mazu OmcmvnKd.

(2) Bcexu mwpeosey Ha eopo modice 0a nooade Y8eOOMIeHUe upe3 npumedicamens HA
paspeuwenuemo 3a ynompeba 6 H30K, ue ocenae oa paznpocmpansasa iexapcmeenu npooyKmu ¢
002080peHUme OMCMBbIKU.

(3) B mpuonesen cpok om nocmvneane na ygeoomaenuemo no ai. 2 H30K degpunupa koo
Ha mvpeosey Ha eopo."

§ 11. B § 8 ot nmpexonHUTe U 3aKITIOUYUTEITHUTE pa3nopenou aymure "az. 8" ce 3aMeHsT ¢
“an. 9".
§ 12. Hascakbae B Tekcta gymute "Komucusa no [lozumusnus nexapcmeen cnucvk" ce
3ameHsT ¢ "Komucus no yenu u peumobypcupane" .

HPEXO/JHU PA3IIOPE/IBHN

§ 13. (1) 3a cpok eaHa roawHa OT BIM3aHE B CHJIa Ha Hapeadara JIEKapCTBEHUTE
MPOAYKTH 32 JIOMAIIHO JIeUeHHE Ha 3J0Ka4eCTBEHU 3a00JsBaHMs Ce 3aIulaliar 1o peaa u Mmpu
yCIIOBUSITA Ha Ta3M Hapeada Ha CTOMHOCT, HaMaJleHa C JIOTOBOPEHUTE OTCTBIIKM MO peAa Ha
npunoxenue Ne 10 ot Hapenba Ne 40 ot 2004 r. 3a ornpeensHe Ha OCHOBHMS MaKeT OT 37paBHU
JEHHOCTH, TapaHTUpaH oT O0romkera Ha H3OK.

(2) HamanenuTe ¢ OTCTBIIKK CTOMHOCTH Ha JIEKApCTBEHUTE MIPOIYKTH 110 all. | ce 3amiamar
Ha Jiiiara no wi. 7, an. 1 Ha ocHoBaHue Aorosop, ckiroueH mexay H30K u npurexarenure Ha
paspellieHue 3a yrnorpeda i TEXHUTE YII'BIHOMOILEHHU MPECTaBUTEIH.

§ 14. [IppBuAT IIECTMECEUEH NMEPUO O Wi. 4a, an. 2 3a1104YBa /1a Te4e OT BIM3aHE B CHUJIA
Ha Ta3W Hapenoa.




