MUHUCTEPCTBO HA 3IPABEOITIA3BAHETO
HAPE/JIBA Ne 2 ot 29 ros1m 2016 .
3a peJa 3a MOJyYaBaHe H 3aIlJIalllaHe HA JIeKAPCTBEHU NPOJAYKTH HA BOCHHOUHBAJIMINTE U
BOCHHOIIOCTPAJAIUTe

Pazmen |
OO0 MoJI0KeHUS

Yua. 1.C Tta3u Hapenba ce ypexaa peabT 3a IoJydyaBaHE M 3alulalllaHe Ha JIEKapCTBEHU
IIPOJYKTH Ha BOCHHOMHBAJIUIUTE U BOCHHOIIOCTPAIAIUTE.

Y. 2. (1) BoennounBanuaure ¢ 50 u Hax 50 Ha cTo HaManeHa padoOTOCIIOCOOHOCT UMAT MIPaBO
Ha JICKapCTBEHM MPOAYKTH, OTIIYCKAaHU MO JIEKAPCKO MpEANHCaHUE, MO CIHCHK, YTBBPIAEH OT
MUHHCTBPa Ha 3]paBEONa3BaHETO, KOHTO ce MyOJMKyBa Ha WHTEpHET CTpaHMLATa Ha
MUHHUCTEPCTBOTO Ha 37paBEONa3BaHETO.

(2) CpencrBata 3a JIeKapCTBEHUTE MPOAYKTH 1O al. 1 ca 3a cMeTKa Ha Ibp>KaBHUS OIOJDKET.

(3) BoennonnBanuaute ¢ HamanaeHa paboTocrnocoOHOCT 10 50 Ha CTO U BOCHHONOCTPAIauTe
mo wi. 4, T. 1 u 4 or 3akoHa 3a BOGHHOMHBAJIUAUTE U BOCHHOIIOCTPAJAIUTE MMAT IIPaBO Ha
JIEKapCTBEHU MPOAYKTH, OTIYCKAHU MO JIEKApCKO MpeANcaHue OT CIUChKa 1Mo Wi. 2, af. 1.

(4) Jluunata mo an. 3 3amnamar 50 Ha CTO OT CTOMHOCTTAa Ha JIEKAPCTBEHMS NPOIYKT, a
octrananute 50 HA CTO OT CTOWHOCTTA MY ca 32 CMETKa Ha IbP>KaBHUS OIODKET.

(5) B cayuaute, xoraro Apyr MpaBeH PEXKUM MPEIBIKIA IMO-TOJEMHU OOJIEKUYCHHS MpU
3aIIaliaHeTo Ha JeKapCTBEHU MPOIYKTH, JHIaTa o aji. 1 u 3 ce mon3Bar oT Hero.

(6) B cimyuaunTe, koraro Harmonannara 3apaBanoocuryputenna kaca (H30K) e 3agpmkena 3a gact
OT I[IeHaTa Ha JIEKApCTBEHUTE MPOAYKTH OT CHOUCHbKa MO ai. |, BOCHHOMHBAIUAWTE U
BOEHHONOCTPAAAIMUTE 10 ajl. 3 3aIulaliaT CbOTBETHUS IPOLIEHT OT pa3jivKara J0 MpoAakHaTa LeHa
Ha ipe6Ho. OcTaHanuTe CPEeCTBA ca 32 CMETKa Ha JbpKaBHUS OIOKET.

(7) CpencrtBara 1o an. 2, 4 u 6, KOUTO ca 3a CMETKa Ha Ibp>KaBHUS OIOKET, C€ M3IUIAIAT OT
Arennusta 3a conpanto noamnomarane (ACII) upez H30K.

(8) ArennusTa 3a couuanHo noarnoMarane npesexna Ha H30K HeoOxomumute cpencraa 3a
3aIUlalllaHe Ha 3asBEHUTE CyMH OT anTekute, ckirounnu porosop ¢ H30K, 3a mpenocraBenu
JIEKapCTBEHM MPOJYKTH Ha BOEHHOUHBAIUAUTE U BOCHHONIOCTPAIaJIUTE.

(9) MuHucrepcTBOTO Ha OTOpaHaTa MNpefocTaBs A0 IOCIETHO YHCIO Ha BCEKH Mecell
nnpopmanug Ha H30K 3a nunaTta, nManiy kauecTBOTO BOCHHOWHBAIN U BOGHHOIIOCTPAAAI.

Pazpen II
IMosryyaBaHe u 3alJIaIaHE HA JIEeKAPCTBEHHU NMPOAYKTH

Y. 3. IIpaBo ga mpeanucBaT JeKapCTBEHHU MPOAYKTH IO pea Ha Ta3u Hapeada UMaT BCUYKH
JeKapu M JeKapu M0 JeHTaJlHa MeauluHa, ckmoumnn jgoroop ¢ H3O0K 3a oka3Bane Ha
M3BBbHOOJIHUYHA U JICHTAJIHA [TOMOIIL.

Y. 4. (1) [IpeanucanuTe JeKapcTBEHU MPOJYKTH OT CHUCHKA MO wi. 2, ajl. 1 ce BNHUCBAT B
pelenTypHa KHI)KKa 33 BOGHHOMHBAJIU/BOEHHONOCTpaAall o oopaszel — npuinoxenue Ne 1.

(2) PeuentypHara KHMXKa TO ai. 1 ce wu3maBa OT MUHHUCTEPCTBOTO Ha OTOpaHarta
€IHOBPEMEHHO C M3JaBaHEeTO Ha KHIKKA 32 BOCHHOMHBAJIN/] MJIM BOEHHOIIOCTPAAAI.

(3) Usrybena, yHUIIOXKEHA WM MPHUKIIOYEHA PEleNTypHa KHI)KKA Ce 3aMEHsSI C HOBa Clie]
MoiaBaHe Ha 3asBJICHUE O MUHUCThpa Ha OTOpaHara.

Ya. 5. (1) JlekapcTBeHHTE MPOAYKTH ce MpeanucBar Ha perentypHa 6ganka (M3 — H30OK Ne
5b) mo obpasernr chriracHo mpuioxenue Ne 2.

(2) HenomrbsinenuTe nosera B pelienTypHara 6JaHKa 1o aji. 1 ce aHynupar ¢be 3HaK ,,Z°.



(3) Penenirypuara 6manka o an. 1 ce u3aaBa B JBa €K3EMILISPA.

(4) JIuuara mo un. 3 morat jaa pasnedarBar oOpasela Ha perentypHa OnaHka mo ai. 1, karo
CBIUIMAT CHIBPXKA 3aIBJKUTEITHO BCHUKU PEKBU3UTH.

Ya. 6. (1) Jluuata, mpeanucBamy JIEKapCTBEHU MPOAYKTH MO 4. 2, aj. 1, BmMcBar B
aMOyJIaTOpHHUSI JIUCT, KOMUTO CE ChXPaHsABA B JICUEOHOTO 3aBEJECHHUE 32 OTUETHOCT U KOHTPOJI, WIH
B simuHata amOynaTopHa kapta (JIAK) cnennure nanam ot perientute: kox Ha H30K, MKB kon
Ha 3a00JI1BaHETO, CHUTHATYpa, MPEINUCAHO KOJMYECTBO M JHHUTE, 32 KOWUTO € JOCTaThYHO
MIPENUCAaHOTO KOJINYECTBO.

(2) Harata Ha u3gaBaHe Ha pelenrTara cjielBa Ja CbBOajJa C JlaraTa Ha H3/aBaHE Ha
amOynaropuus ymct/JIAK.

Yn. 7. (1) B eqna penenra ce npeAnucBar 10 3 JeKapCTBEHU MPOAYKTa OT CIUCHKA IO WL 2,
an. 1.

(2) KonmnuecTBOTO HAa M3MCAHUTE JIEKAPCTBEHU MTPOAYKTH IIPU JIEUEHUE HA OCTPUTE 3200 IsIBAaHUS
e 3a He moBeye oT 10 1Hu, a 32 XpoHUYHHTE — 32 He oBeue oT 30 nuu. [Ipu xpoHnyHurte 3a00sIBaHUS
cpoxbT oT 30 M MOXe Ja ObJe MPEBUILIEH, aKO U3MCKBAHETO 3a HEHapylllaBaHe Ha LIEI0CTTa Ha
OIaKOBKaTa U OIpeJieieHaTa JHEBHA 1032 He MO3BOJISBAT Ja ObJie CIIa3eH.

(3) Peuenitute uMaT CpoK Ha BaJMIHOCT 10 15 KaJIeHIAapHU JHH OT JaTaTta Ha M3JaBaHe — 3a
octpute 3abonsBanusi, u 10 30 IHU — 32 XPOHUYHHUTE 3a00JIIBAHHUS.

(4) B pamkuTe Ha eAMH KaJeHAAapeH Mecel] Ha €JUH MalMeHT MOoraT Jja c€ M3/1aBaT HE MOBeYe
OT TPH PEIENTH.

Yn. 8. Ha peuenita, uznazeHa mo pena Ha Ta3u Hapenba, HE Moratr na ObJaT MpearnyuCBaHU
JIEKapCTBEHH MPOJIYKTH U3BBH CIHUCHKA M0 Wi. 2, aj. 1.

Yn. 9. (1) Ha nune, Ha KO€TO ca MpeAnucaHu JEKapCTBEHU MPOAYKTH OT CIIUCHKA 10 Wi 2, ajl.
1 mo pena Ha 3akoHa 3a 3JPaBHOTO OCHUTypsIBaHE, 3a CHIIMS MEPUOJ HE MoraT Ja My ObaaT
MPENICBAHU CHIIUTE JIEKAPCTBEHU MPOIYKTH U 110 pesia Ha Ta3u Hapenoa.

(2) B cmyyaure, KOraro JiekapCcTBEH IPOAYKT, BKIIFOUEH B CIIMCHKA 1O 4Jl. 2, a. 1, ce 3ammaia
ot H30K npu no-6maronpusiTHA yCIIOBHS 32 BOGHHOWHBAININTE U BOCHHOIIOCTPATAIUTE, CHITHST
ce MpenrcBa U OTIYCKa MO pefia, MPEABU/IEH 3a 3aIbJDKUTEIHO 3PaBHOOCUTYPEHUTE JIUIIA.

Y. 10. (1) JlekapcTBeHUTE MPOAYKTH, MPEIMUCAHM TI0 peia Ha Ta3u Hapeada, ce OTIyCKaT OT
anTeKu, OTKPUTH OT MpPUTEkKATeNd Ha pas3pelleHHre 3a THhProBUs Ha APeOHO C JIEKapCTBEHU
MPOAYKTH Mo wi. 222, an. 1 oT 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MEIUIIMHA,
ckmounnu goroBop ¢ H30K 3a oTmyckane Ha nekapCcTBEHU MPOAYKTH HAa BOCHHOWMHBAIMIU U
BOEHHOIIOCTPAalIH.

(2) JlexapcTBeHHMTE MPOAYKTH MO ail. | ce momyyaBaT cpelly NpeACTaBsHE Ha peIenTa,
pelenTypHa KHIKKAa 332 BOCHHOWHBAIH]/BOCHHOIIOCTPANAN, JIMYHA KapTa/TMYEH NaclopT |
KHIDKKA 32 BOGHHOMHBAIU MU BOGHHOIOCTPAia.

(3) IIpu mpuemaHeToO Ha PEIENTUTE MAarUCThP-(hapMalleBTHT Ce 3aIb/KaBa Ja:

1. mpoBepsiBa Aanu ca Clia3eHH W3MCKBAaHUATA HA Ta3u Hapeaoa;

2. BNHCBa B pEIENTypHAaTa KHIDKKA Jara Ha OTIYCKaHE Ha JICKAPCTBEHHUTE NPOAYKTH H
NapTUACH HOMEP Ha JISKapCTBEHUTE MPOIYKTH, KOETO YAOCTOBEPSIBA C MOAIMMC U Meyar.

(4) Ilpennucanusi, KOUTO HE OTTOBAPAT HA M3MCKBAHUATA Ha Ta3u Hapea0a, He Ce M3ITbIHIBAT.

(5) Ilpu BB3HUKHATIO CHMHEHUE OTHOCHO MPEAMUCAHOTO B peIenTaTa MarucTbp-hapMareBTbT
€ JUTbXEH, MpeIu Jla OTIYCHE JIEKAPCTBEHUS MPOJYKT, Ja C€ KOHCYJITHpa C MpeAnucanus
pelernraTa jgekap.

(6) 3a BcekH OTITyCHAT JICKAPCTBEH MPOIYKT (hapMameBTHT MoOmbiaBa KojoHH 8, 9 u 10 Ha
pelenTypHara KHIKKa o npuioxenne Ne 1 u moameyaTsa ¢ neyaTa Ha anTeKaTa.



(7) [TatMeHTHT WM YITBIHOMOIICHO OT HETro JIMLE Ce MOANKCBA 32 MOJIYYSHUTE JEKapCTBEHU
MPOJYKTH.

Yu. 11. (1) Jlunata mo wi. 2, an. 1 moayyaBaT JIEKapCTBEHUTE MPOLYKTH IO pela Ha Tas3u
Hapea0a 0e3rIaTHo.

(2) Jlumata o wit. 2, an. 3, KOUTO MOTy4YaBaT JEKAPCTBEHH MTPOIYKTH IO Pelia Ha Ta3u Hapeaoa,
3aruiamar B antekute 50 Ha CTO OT CTOMHOCTTA UM.

Yn. 12.(1) Hauumonanmnata 3ApaBHOOCHUTYpPUTENIHA Kaca upe3 cbhoTBeTHara PailonHa
3npaBHoocurypurentna kaca (P30K) ckirouBa noroBopu ¢ anteku, GyHKIMOHUPAIIM Ha TAXHATA
TEPUTOPHSL, 32 OTIYCKAaHE HA JIEKAPCTBEHU MPOAYKTH Ha BOGHHOWHBAINN U BOCHHOIIOCTPAIAIH.

(2) YcnoBusaTa v peibT 32 OTYUTAHE OT ATEKUTE U 3aIUIAllaHe Ha JIEKAPCTBEHUTE IPOAYKTHU 1O
U3ITBJIHEHUTE PELENTH Ce YPEeXKIaT B JOTOBOPHUTE 110 ajl. 1.

Y. 13.(1) Yactra OoT CTOHHOCTTAa Ha JIGKAPCTBEHUTE MPOAYKTH, KOSTO € 3a CMETKa Ha
IbpKaBHUS OFO/IKET, ce U3IUIala Ha anTekuTe oT choTBeTHaTa P3OK Ha OCHOBaHME CKITIOUEHUTE
JIOTOBOPH, KaKTO CJIEJIBa:

1. 3a nmuuara o 4wi. 2, an. 1 — 100 Ha cTo OT CTOMHOCTTa Ha OTIYCHATUTE JIEKApPCTBEHU
IPOJYKTH;

2.3anuuata 1o 4i. 2, aji. 3 — 50 Ha CTO OT CTOMHOCTTA Ha OTIIYCHATUTE JIEKAPCTBEHU IIPOTYKTH.

(2) Cymute mo an. 1 ce m3mnamar Ha antekute or cboTBeTHara P3OK cpemry mpencraBenu
OpPUTHMHAIIM HA W3ITBJIHEHUTE PELENTH, €ICKTPOHEH OTYETeH JOKYMEHT, OIUC Ha PELENTHTE ChC
CTOMHOCT U (hakTypa.

Ya. 14. Hagzopausat ceBetr Ha H30K uzgaBa no npeanoxenue Ha ynpasutens Ha H30K
yKa3aHus 0 MPEeNICcBaHe, OTIyCKaHe U 3arlialiaHe Ha JeKapCTBEHUTE MPOAYKTH o 4il. 2, aj. 1
u 3, KOUTO ce MyOJuKyBaT Ha UHTepHET cTpanunara Ha H30K.

Paznen 111
KonTpoa

Y. 15. KoHTporbT 1O cla3BaHe M3MCKBAaHUATA HA Ta3M Hapenda OTHOCHO NPEANUCBAaHE U
OTITYCKaHE Ha JIEKapCTBEHUTE MPOAYKTH 110 WiI. 2, ajl. | ce ochlIecTBsIBa OT OPraHUTE 1O 1i. 72 OT
3aKoHa 3a 3/IpaBHOTO OCUTYpPSIBAHE.

JlonbJIHUTETHA pa3nopenda

§ 1. ITo cmuchna Ha Ta3u Hapenada:

1. ., Ko na H30K* o3nauaBa OykBeHO-IIM(PPOB KO, YUATO MIbpBa OyKBa OTrOBapsl Ha MbPBO
HUBO Ha AHaToMo-TepaneBTHMYHaTa Kkiacu¢ukanus Ha CBeTOBHaTa 37paBHAa OpraHU3allus,
BB3MpueTa B PeryOnuka bearapus.

2. ,BamuaHoct Ha pernenrtara’ 03HauaBa CpPOKbBT, 32 KOUTO TA MOXKeE /a ObJe M3MBJIHECHA B
anTeKaTa.

3ak/04uTeIHM pa3nopendu

§ 2. Hapenbara ce u3naBa Ha ocHOBaHWe Wi. 15, ain. 5 or 3akoHa 3a BOGHHOMHBAJIUAWUTE U
BOEHHOIIOCTPAIaJIUTE.
§ 3. HapenOata Bnu3a B cuiia oT JieHd Ha 0OHapoBaHeTo i B ,,/bpkaBeH BECTHHUK .
Munuctsp: llerbp MockoB



