HAPEJIBA 3A U3MEHEHUE U JOIMMbJIHEHUE HA HAPEJIBA Ne
34 OT 2005T. 3A PEJIA 3A 3AILIALIAHE OT
PENNYBJIUKAHCKHAS BIOJUKET HA JIEYEHUETO HA
BBJTAPCKH T'PAJKIAHM 3A 3ABOJISIBAHUSL, N3BBH
OBXBATA HA 3ATBJKUTEJIHOTO 3JPABHO OCUT'YPSIBAHE
(1B, BP. 95 OT 2005T.)

H30a0ena om Munucmepcmeomo Ha 30paseona3éanemo

O6wn. J[B. 6p.96 om 7 Hoemspu 2008e.

8 1. B wi. 2 an. 2 ce u3MeHsL:

"(2) 3abonsBaHMATa U JEKAPCTBATa, KOMTO CE IPEANUCBAT 3a TIXHOTO JICYCHHUE MO
pena Ha Ta3u Hapenda, KaKTO M JICUCOHUTE 3aBEICHUS M aNTEKUTE, KOMTO T'M OTIYCKaT, ca
nocoudeHu B npuwioxenne Ne 1 u mpunosxenune Ne 1a”.

8§ 2. Cu3maBa ce wi. 5a:

"Un. 5a. 3ammamar ce JiekapcTBaTta mo npuioxenue Ne la, KOUTO OTroBapsT Ha
CIIEIHUTE KPUTEPHH:

1. JeKapCTBEHHUST MPOAYKT, ChIBPKAIIOTO (MTE) Cce B HEro JieKapCTBeHO(H)
BerecTBo(a) U JekapcTBeHaTa ¢popma, B KOSITO Ce Ipejiara, ca BKJIoUeHH B 4acT "A" 1 gact
"B" Ha MO3UTHBHUS JEKAPCTBEH CIMCHK - MPUIOKEHNE KbM 4eH eIMHCTBeH oT Hapenbara 3a
OlpeieNiTHE Ha TIO3UTHUBEH JIeKapcTBeH crnuchK, mpuera ¢ IlocranoBinenune Ne 304 Ha
Munuctepckust cbBer ot 2003 r. (06H., /IB, 6p. 113 or 2003 r.; u3M. u jpor., 6p. 18 ot 2004
r.);

2. HanWIe € ChOTBETCTBHE MEXKAY IOKa3aHWsITa 3a MpUIaraHe Ha JICKapCTBEHHUS
NPOJIYKT, BKJIIOYEHN B Pa3pelIeHHeTo 3a YIoTpeda, U CMCchKa Ha 3a00Js1BaHUATa, IOCOUCH B
npuioxerne Ne 1a."

8 3. B un. 7 ce cp3mana ai. 5:

"(5) 3a ompemensHe Ha MaKCHMalHaTa CTOMHOCT, KOSATO Ce 3amuiama oT
penyOnuKaHCKUs OIOJDKET 3a JICKapCTBEHUTE MPOJIYKTH, MOCOYeHU B mpuiiokenue Ne la, ce
npuiarat ain. 1 u 3."

8 4. B un. 8, ain. 1 cien nymure "npunoxenne Ne 1" ce mo6aBs "u npuitokeHue Ne
la".

8 5. B uin. 13 cien mymute "npuinokerne Ne 1" ce mo6ass "u nputoxkerne Ne 1a”.

8 6. B un. 14, an. 1 ciiex aymure "npuioxenue Ne 1" ce mo0aBs "u npunoxkenue Ne
la".



8§ 7. B ui. 21 ce npaBsT CIEIHUTE TOMbIHCHUS:
1. B an. 1 cnien mymure "npuinoskenue Ne 1" ce mo6asst "u npunoxxenue Ne 1a".
2. B an. 3 cnen nymute "npunoxenue Ne 1" ce no6ass "u npunoxkenue Ne 1a”.

8 8. B un. 23, an. 3 ciien aymure "npuinoxkenne Ne 1" ce mo0aBs "u npunoxkenue Ne

la".
8 9. B . 30 ce mpaBsT CIeHATE TOMBIHCHHUS:
1. B an. 1 cnen nymute "npunoxxenue Ne 1" ce mo6ass "u npunokerne Ne 1a".
2. B an. 3 cnen nymute "npunoxenue Ne 1" ce no6as "u npuiioxenue Ne 1a”.
8 10. B un. 32 cnexn gymure "npusoxkenue Ne 1" ce no6asst "u npmioxenue Ne 1a”.
8 11. B npunoskenune Ne 1 kM it 2, ai. 2, gact "A" T. 12 ce uameHs:
"
1 | 2 | 3 | 4
12. bponxo Jo6BB YHUBEpCUTETCKH  AnTeKaTta Ha
MyJIMOHAJTHA Crneuuduunu  OOJHULIHU, KBM J1e4eOHOTO
JCTLIA3US UMYHOTJIO- KOUTO UMa 3aBeJIcHHE,
OynuHH KJIMHHUKH 110 MOCOYEHO B
HCOHATOJIOT U kosiona Ne 3
T
8 12. Cn3aaBa ce npuiaoxkerue Ne la kbM uit. 2, an. 2:
"TIpunoxxenne Ne la kbpM wi. 2, ai. 2
3abo- XHUMHUKO- JleueOHn Anrexyn,
JsIBaHE Tepares- 3aBeJICHUS, OTIYCKAIIX
THYHA KOHUTO JIeKapCcTBa
HoArpymna UMart MpaBo o pena
Jla M3/1aBat Ha Ta3H
POTOKOIIH Hapenoa
1 B KOUTO
JIEKapuTe
uMarT IpaBo
Jia PEAMUCBaT
JICKapCcTBa
0 pejia Ha
Ta3u Hapea0a
1 2 3 4
Tyb6epky- J04 AB Crieruanusu- AnTekaTa Ha
J103a AHTHOMOTHIIM ~ paHU OOJTHUIIN J1e4eOHOTO
3a JICUCHHE U TUCTIaHCEePHU 3aBeJIcHHE,
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8 13. B mpuioxenne Ne 3 kpM wi. 14, an. 2 cnex aymute "npuiaokenne Ne 1" ce
no6aBs "u npriiokerne Ne 1a".

8 14. B mpunoxenne Ne 10 xpm wi. 23, an. 1 ciaen aymure "npuinokenne Ne 1" ce
no0aBs "u npriokerne Ne 1a".



