IIpoexr

HAPEJBA

3a u3MeHeHue u gonbiHeHne Ha Hapen6a Ne 4 ot 2009 r. 3a ycioBusTa 1 pefa 3a
MpEANUCBAHE U OTITYCKaHE Ha JIEKApPCTBEHU MPOYKTH

(o6n., IB, 6p. 21 ot 2009 1., u3Mm. u gom., 6p. 91 ot 2009 1., 6p. 94 ot 2011 1., 6p. 2 oT 2012
r., op. 81 u 104 ot 2013 r., Op. 15, 68 u 95 ot 2014 r., Pemenue Ne 5812 na BwpxoBHus

aIMUHUCTpaTUBEH b Ha PemyOnuka bearapus ot 2016 r. - 6p. 91 ot 2016 1., 6p. 95 o1 2018
r., 6p. 68 1 90 ot 2019 1., 6p. 91 1 107 o1 2020 1. 11 6p. 37, 47 1 94 o1 2021 1.)

§ 1. B un. 49a ce npaBAT cieqHUTE U3MEHEHUSI U JJOTTBITHEHUS

1. loceramHusT TeKCT cTaBa ai. 1.

2. Cp3paBa ce ai. 2:

,»(2) [Ipu mpuemane Ha JIeKapCTBEH JIMCT B €JIEKTPOHHA (JOpPMa MarucTbp-hapmManeBTsT
CHCTaBsl Upe3 ClelraIn3upan cohTyep BTOPH €IEKTPOHEH EK3EMILISP Ha MOAMUCAHUS 110 YL
30a, an. 3 1ekapCTBEH JUCT MO/ ChILK HOMEp ¢ To0aBeHa B Kpas Ha Homepa OykBa ,,A*, KOUTO
HE ChIbprKa MOJNUC HA JIEKYyBalll JIeKap W HayaJHUK Ha OTAesieHue. BTopusT enekTpoHeH
eK3eMILISIp TpsAOBa Jja ChIbpKa BCUUKHU APYTU PEKBU3UTH, MOANNUC Ha MarucTbp-hapmalieBTa,
KAaKTO W Ha JIMIaTa NPEAAIN U IPUENN JIEKapCTBEHUTE POAYKTH. .

§ 2. B un. 50 ce npaBAT cieIHUTE U3MEHEHUS U JOITBIHEHMS:

1. Anunaest 3 ce u3MeHs Taka:

»(3) [Bara ex3emIuisipa Ha JIGKAPCTBEHHUS JIUCT B CHBKYITHOCT, HE3aBHCHUMO Tk Ca
CbCTaBEHM Ha XapTHUEH HOCUTEN W/WIN B eNeKTPOHHA (hopMa, ChCTABISABAT JEKAPCTBEH JHCT
CBIJIACHO IPUJIOKEHHUE 5a.

2. B an. 4 ce cp31aBa u3peyeHne BTOPO:

»IIpH OCUTYpeHa TEXHHYeCKa BB3MOXKHOCT JKypHAIbT MOXKE Ja CE€ CbCTaBs B
eJIeKTpOoHHa (hopMma‘“.

§ 3. B un. 70, an. 1 uspevyeHue BTOpo ce€ OTMEHS.



§ 4. B IIpunoxenne Ne 81 xpM ui. 50, an. 4 kononu ,,bpoit oTBopeHu ¢akoHu 3a
NpUroTBsiHE Ha fo3ara®, ,,0crarbk (mg/meg/IU/MIU/MU)“ u ,,Cpok Ha TOJJHOCT Ha OCTAaThKa“

CC 3ajIn4aBart.

INPEXO/JHU U 3AKIIOYUTEJIHU PA3SIIOPE/IBHN

§ 5. Uznanenute o 1 mait 2022 r. perientypHu OJIaHKH C€ U3IBJIHABAT IO JOCETaITHUS
pen 10 U3THYAHE HAa CPOKA Ha TAXHATA BaJHIHOCT.

§ 6. [Taparpad 3 Bu3a B cwta ot 1 mait 2022 r.
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Munucmvp na 30paseonazearemo



