PEMTMOHAIJIEH BOPA NO OBLWA MEOAULMHA
KbM PK HA BIIC-BYPTAC

PELUEHWE Ne 2/27.08.2025r. 93 [ 02709 A5t

Ot Bugeo-yar e-sacepnaHme Ha PBOM-Byprac ogobpeHo

€AMHOAYLLUHO NpeanoXeHe 3a UBMEHEHWE U [OoNbliIHEHWE Ha
HP[] 26-28r.

B yn.8 ce cb3nasa an.1(a) (Yn.1. e docnosHo om 330)

B un.

He ce pasrnexgar no cbuiecTtso xanbu Ha 301, ako B TaX
nunceaT ocHoBaHuATa, n3bpoerHn B an.(1) kakTo u xanbu, Kouto
NpoTMBOpEeYaT Ha ObLNrapckoTo 3aKoHOA4ATENCTBO, Npasunara 3a
nobpa MeguUUHCKa NpakTuka, CTaHa4apTUTe No CreunanHocTu U
KnaysuTe B To3u PamkoB gorosop. B To3u cnyyain H30K otroBaps
Ha 30J1, ye xanbata My e HenonycTuma U He MoXe a ce
NPUABUXKN.

8 ce cb3naea an.3(a)

. [lpu HecnasBaHe Ha ycTaHOBEHUA pen, neyebHuTe 3aBeaeHUs

MMaT NPaBOo Aa HE OKaXaT MeauLMHCKa NoMoL Ha
3[paBHOOCUTYPEHUTE NULA, C U3KITHYEHUS Ha CbCTOAHUSA,
3acTpaluaBallo XUBoTa UM.

B un.52, an.4 ce npomeHsa Taka:

Honycka 3a neyeHuerto Ha eaHo 30J1 npegnuceaHe ¢ eqHo
E€NEeKTPOHHO npeanucaHue, pecn. ¢ egHa 4acT OT eNeKTPOHHO
npeanucaHue, Ha neKkapcTBeHU NPOAYKTU, MeQUUUHCKN n3nenus u
AWETUYHU XpaHU 3a cneunanHu MequUUHCKA Lenu.

B un.52, an.5 ce npomeHs Taka:

HanbnHo u yactuyHo 3annawanu ot H30K nekapcTBeHn NpoayKTu
Morart Aa ce Npeanucear ¢ e0HO enekTPOHHO NpeanucaHue,
Hes3aBUCKUMO OT nonseaHusa obpased,.
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KbM PK HA BJIC-BYPIAC

B 4.52, an.9 ce npomeHs Taka:

* Ha enHo enexkTpoHHoO NpeanucaHve Morat aa ce npegnucear
HEOorpaHu4eH Opo NekapCTBEHW NPOAYKTY, KaTo 3a eaHO
3abonssane(eanH MKB koa) ce npegnuceat oo TPW NekapcTBeHn

NpoAyKTa , a Ha eOuH NPoToKon — €0uH HEKapCTBeH NPOAYKT B A0 TpuU
A030BU eOuHULM 3a efHo 3abonsaBaHe.

B un.55, an. 1 ce npomeHns Taka:

e MeauuuHckuTe Uagenus n gueTuYHUTe XpaHu 3a crneuunanHu
MEAULMHCKM Lienu 3a JoMaLLHO fieYeHne Ha TEPUTOPUATAE Ha
CTpaHata MmoraTt Aa ce NpeanucsaTt enekTPOHHO B eQHO
ENEKTPOHHO NpeAnucaHne 3aeQHO C NEeKapcTBEHUTE NPOAYKTY,
3annailaHu HanbnaHoO unu YactuyHo ot H30K 3a gomaluHo
nedeHue no 4n.50 an.(1) 1.1, npu cnaseaHe Ha U3NCKBAHUSTA,
MOCO4EHU B cNUCkKa No 4n. 41, an. 1 unu B cnuckka no yn. 42, an.
1, KaKTo 1 B yKa3aHWsTa No TAXHOTO Npunaraxe.

B un.78 an.(2) ce nobassa uspeyeHune BTOPO:

e B 1031 cnyyait nekapsaT ot neyebHo 3aseaeHne ot CUMIT Hama
npaso Aa spbiya 30J1 3a MH Ne3 3a KoHcynTauus u CbBMECTHO
nevyeHue.

B un.135, an.4 ce nobassaT cnegHute n3peveHus:

* B 1031 criyyait usbopsT Ha 30J1 ce oTpassiBa B UHOpPMaLMOHHaTa
cuctema Ha H3OK ypes nogasaHe Ha xml oTyeT/unu B H3UC/ B
Kpasi Ha paboTHUA feH 3a BCUYKM HOBO3anMCaHu NauueHTw. Cnen
nogasaHe Ha ¢panna kbM P30OK, 3011 He moraT aa ce npesanuwar
kbm Apyr OlJ1 B nepnoaa Ha npeusbop Ha nekap.

B un.135, an.5 ce 3anuuasa

B un.146 an.1 ce no6ass uspeyeHve nero:
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e B 1031 cnyvain paspabortumunte Ha codTyep NPenocTaBaT Ha
3aMEeCTHULMTE Bb3MOXHOCT 3a paboTa CbC NauueHTckaTa nucra
Ha 3amecTBaHuA nekap 4ypes umnoptupaHe Ha 6asa gaHHu B .xml
- UNn anMpekTHa pabota B nnatgopmarta Ha H3UC.

B 4n.233 an.1 ce npaBsT cnegHUTe NPOMeHu:

e Yn. 233. (1) UsnbnHutenute Ha NMUMI npencrassaT exeqHEBHO, B
kpasa Ha paboTHua aeH B P3OK cnucbk, B yTebpaeH ot H30K
dopmar, ¢ HoBousbpanuTe ru 30J1 3a AeHs, aKo UMa Takuea.

e B cpok po 17 v. Ha 3-Tua paboTeH AeH Ha meceua, crneasaly
OTYETHUSA, NPEOOCTABAT U MbPBUTE EKIEMNNAPU OT
peructpaunoHHuTe opmu 3a n3bop Ha HoBO3anucaHuTe
nauueHTn B nauuneHTcka nucta Ha OlJ1 Ha xapTueH HocuTen un B
cnyvauTe, Korato He oTyuTaT AEeWHOCT.

e [lopageHnTe No enekTpoHeH NbT hopMu cbrnacHo un. 132, an. 2
Ce CbXpaHAaBaT B UHopmaumoHHaTa cuctema Ha H30K

B un.322 an.1 1.2 ce no6asaT cnegHute uspevenus cneq ,OMNJ*

® . 1N ce Ka4yBa 3agbmxkutenHo B H3UC B aeHs Ha
Aexocnutanusauus. [latarta Ha kauBaHe Ha enukpusaTa u nararta
Ha Aexocnutanusauus Tpsabea aa cbBnagar, ¢ U3KNYeHue Ha
pasnopenbarta B an.(6).

B npunoxexnue Ne 6 kom HPO:

e 3a MKbB kog ,E78.0" B konoHata ,Koa Ha cneumnanHocT Ha nekap,
HasHavaBal Tepanua Ha 30J1 Hag 18 roguHu” ga ce gobasu 00

» 3a MKbB kop ,148" B konoHaTa ,Kog Ha cneuuanHocT Ha nekap,
HasHavaBal Tepanua Ha 30J1 Hag 18 roguHu” aa ce notasu , 00

e 3a MKE kog ,150.0" B konoHata ,Kog Ha cneunanHocT Ha nekap,
HasHavaBall Tepanua Ha 30J1 Hag 18 roguHu” na ce nobasu ,00.

e 3a MKb kop ,150.1” B konoHaTta ,Kog Ha cneumnanHocT Ha nekap,
HasHavaBaly Tepanua Ha 30J1 Hag 18 roguHn” oa ce pobasun 00"

e 3a MKB koa ,N18.8” B konoHaTta ,Koa Ha cneumnanHocT Ha nekap,
HasHa4yasaLly Tepanusa Ha 30J1 Hag 18 roguHn” ga ce nobasu ,00“.
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B cnucwk JlekapcTBeHn NpoaykTu, npeaHasHavYeHy 3a nevyeHue Ha
3abonsBaHus,-KOUTO Ce 3annallar no peaa Ha 3akoHa 3a 3[paBHOTO
ocurypsiBaHe” B konoHa ,OrpaHuyeHus B npegnuceaHeTo” ga ce
npemMaxHe orpaHu4yeHneTo 3a npeanuceane ot OlMJ1, Ha Teau
NEeKapCTBEHU NPOAYKTU, C KOUTO Ce HasHayasa Tepanus oT
cneunanHocT Ha nekap c kog “00“, no npunoxexue Ne 6 ot HP[,

B cneunanHute usuckeanus no un.40,an.2.74, M or HPL 2023-2025 3a
npeanuceaHe Ha nekapcTBEHU NPOAYKTU , KOUTO HE ce NPeanuceaT C
NpoToKon , Aa ce nobasBu Bb3MOXHOCTTA 33 Ha3HaYyaBaHe Ha
NeKapCTBEHU NPOAYKTU, NpeanucaHn ot cneunanuctu ¢ kog ,00“ B
npunoxexHune Ne6 ot HP/.

[lpeanoxeHus, 3a KOUTO HE MOXa A CE OTKpUE pegakuus B
CcbhllecTByBaLl TekCcT Ha HP

1. Tekywute npoepku oT H3OK/P30K aa ca 3a npeaxogHata
KaneHhapHa roguHa , a He 3a NpeaxoAHus paMkoB gorosop. [a He
ce Jonycka noBTOpHa NpoBepka /Tekylla Unv TemaTudHa / 3a Beve
NpoBEpPEH Nepuoa.

2. [la ce pernameHTupa NpeanucBaHe Ha NekapcTea Ha TPYAHO .
NOABWXHU U nexallo 6onHU KakTo Npu XocnuTanuaupaHo nuue

ToBa pelueHue ce U3roTeu B 2/ABa/eK3eMnnap- eAuH/XapTUeH/3a KHuraTa
Ha npoTokonuTe U peweHnaTa Ha bopaa B ocduca Ha PJIK-Byprac u
€AVH /eneKkTpoHeH/3a e-cTpaHuua Ha PlIK-Byprac.
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