HAPEJBA 3A UIBMEHEHUME U JOITbJIHEHUE HA HAPE/IBA Ne
34 0T 2005T. 3A PEJIA 3A 3AIVIALIAHE OT
PEITYBJIMKAHCKHUSA BIOUKET HA JIEUEHUETO HA
BBJI'APCKUTE I'PAYKIAHU 3A 3ABOJISIBAHUSA, U3BBH
OBXBATA HA SAABJJ/KUTEJHOTO 3IPABHO OCUT'YPABAHE
(OBH., IB, BP. 95 0T 2005 T.; U3M. U J1OIl., bP.16,48 1 95 OT
2006 T'., BP. 31 1 69 OT 2008T'.)

H30a0ena om Munucmepcmeo na 30paseona3saremo
O6wn. /IB. 6p.89 om 14 Oxmomepu 2008e.

81. B um 2, an. 1 ce cp3naBa T. 6:
"6. NCUXMYHU M TIOBEJCHYCCKH pa3CTPOMCTBA, IBJDKAIIM CE Ha yrnoTpeda Ha
onuounau."

8§ 2. Cu3maBa ce wi. 2a:

"Un. 2a. (1) 3a sedyenuero Ha 3a0oisBaHus mo wi. 2, an. 1, T. 6 ce ocurypsia
methadone hydrochloride or MuHHCTEPCTBOTO Ha 3/paBEONa3BaHETO ChC CPEIACTBA OT
pernyOIMKaHCKUS OFOJDKET M ce MPEJI0CTaBs Ha JIeYeOHH 3aBEICHHS, TIOJTYYHIN Pa3pelieHue 3a
OCBILECTBSIBAHE HA CYOCTUTYUPAIIH H TOIIbPKAIIN ITporpamu 1o pena va Hapenda Ne 24 ot
2000 r. 3a ycloBHATa M pela 3a OCBHIIECTBSIBAHE HAa CYOCTUTYHpAIld W TOJIBPIKAIN
nporpamMu 3a HaMaJsIBAaHE Ha 3J[PaBHHTE IIETH 3a JIMIA, 3aBUCUMH OT HAPKOTHYHU BEIECTBA
(o6n., IB, 6p. 91 ot 2000 r.; u3m., 6p. 70 ot 2007 1.).

(2) JlexapcTBenusaT nmpoaykt mo ai. 1 ce mpeanmucea u oTiycka mo peaa Ha Hapenoa
Ne 24 ot 2000 1. 3a ycioBHATa U pe/ia 3a OCHIIECTBSIBAHE HA CYOCTUTYHPAIIHU U MO IbPKAIIN
nporpamMu 3a HaMaJsIBAaHE Ha 3J[PaBHHTE IIECTH 3a JIMIA, 3aBUCUMH OT HAPKOTHYHHU BEIECTBA

(o6m., IB, 6p. 91 ot 2000 r.; u3m., 6p. 70 ot 2007 1.).

8 3. B wi. 5T. 2 ce u3aMens Taka:

"2. MEXIYyHapOJHOTO HEMAaTeHTHO HAaWMEHOBAHME, KbM KOETO MPUHAIICHKH
JIEKapCTBEHUSAT MPOJYKT, € BKIIOYEHO B JIEKAPCTBEHATA JIUCTA, IOKPUBAHA OT OOIIECTBEHUTE
dboHIOBE Ha TTOHE TPH OT claeAHHUTE AbpxkaBu: Pymbrus, Yexus, Ecronus, ['spuus, YHrapus,
JlutBa, [lopryranus u Ucnanus;".

8 4. B . 7 ce mpaBAT CIICAHATE H3MCHECHUS:

1. Anunes 1 ce u3mens Taka:

"Un. 7. (1) MakcuManHata CTOHHOCT 3a €IMHHIA JIEKAPCTBEHO BEMIECTBO IIO
MEXIyHapOJHO HEMaTeHTHO HAaMMEHOBAaHHWE 3a JIeKapcTBeHaTa opmMa, KOSTO ce 3aIuiama oT
penyOIrKaHCKUs OI0DKET, Ce ONpeesisl B JIEBOBE, KaTO CE B3eMa MO-HUCKATa CTOWHOCT MEXTY
CTOMHOCTTAa 3a eJWHWIA JICKAPCTBEHO BEHIECTBO IO MEXIYHApOIHO HEMAaTeHTHO
HAaMMEHOBAHUE 3a JICKApCTBEHATa (hopMa OT MPEAXOTHOTO JOTOBAPSIHE U Hal-HUCKATa IIeHA 3a
CBIIUS JICKAPCTBEH MPOAYKT, 3aIljIallaH OT 00mecTBeHUTe (POHIOBE HA CTPAHUTE, IIOCOYCHH B



. 5, . 2."

2. Anunes 2 ce U3MeHs Taka.

"(2) 3a nekapCTBEHUTE MPOAYKTH, MocodeHH B mpuiioxkenue Ne 1, wact "A", T. 5,
MaKCHUMaJIHAaTa CTOMHOCT 3a €IUHUIIA JICKAPCTBEHO BEIIECTBO MO MEXKIYHAPOIHO HETIATEHTHO
HAaMMEHOBAHUE 32 JIeKapcTBeHaTa (popma, KOATO ce 3ariaia OT PermyoIuKaHCKus OIKET, ce
ompejens B JIEBOBE, KAaTO Ce B3eMa Hal-HUCKATa IIeHa 3a CBIIMSA JIGKAPCTBEH NPOAYKT,
3aIuialial OT 00mecTBeHUTE (POHIOBE HA CTPAHUTE, IOCOYCHH B WiI. 5, T. 2."

3. B anunes 3, T. 1 nymara "makcumanHaTa" ce 3aMeHs ¢ "Hal-HHCcKaTta'".

8 5. Cp3naBa ce . 8a:
"Un. 8a. 3a 3akymyBanero Ha methadone hydrochloride ce msrotes cnenndukanms,
KOSITO CBhIBpPHKA:
. KOJI 10 aHATOMOTEPANCBTHYHA KIacu(UKaIKsl Ha JICKApCTBATa,
. MeXKIYHAPOTHH HETIATCHTHU HAUMCHOBAHHUS Ha JICKapCTBATa,
. KOJTMYECTBO JICKAPCTBEHO BEIIECTBO M JIeKapcTBeHa (popMa,;
. MAKCHMAaJTHA CTOWHOCT TI0 4. 7;
. Ko7 Ha 3a00msBaHuATa 10 MexnyHapoaHara kinacudukaius Ha 6oaecture.”

abhwWwNE

8 6. B un. 11 cien nudpara "8" ce modass "8a".

§7. B un. 30 an. 1 ce u3meHs Taka:

"(1) Besiko neueOHO 3aBeieHHE, BKIIOUEHO B mpuiaoxkenne Ne 1, u jeyeOHHTE
3aBelieHHUsI 1Mo wWi. 2a, al. 1 exeromHo a0 15 1o mpemocTaBIT MH(DOpPMAIMS ChIIIACHO
npuioxenre Ne 12 B MUHUCTEPCTBOTO Ha 3JIpaBeoOIa3BaHETO 3a Oposi OOJHU OT ChOTBETHHUTE
3a00JisIBaHMs 3a TPEAXO/JHATa KaJleHJapHa rOoJMHA, O4akBaH Opod OOJHUM M HEOOXOIUMHUTE
KOJINYECTBA JIEKapCTBa 3a clle/Ballara roauHa."

8 8. Cp3naBa ce wi. 33:

"Un. 33. (1) 3a monyuaBaHe Ha HEOOXOAUMUS JICKAPCTBCH MPOAYKT MO wWiI. 2a, aji. 1
nedeOHUTE 3aBEJICHUs U3TOTBSAT 3asIBKU MO 00pasel] ChriacHo mpuiokeHne Ne 14.

(2) BasBkuTe Mo ai. 1 ca 3a cpok JBa Mecella U ce u3npamar B MUHHCTEPCTBOTO Ha
37JpaBEOIa3BAHETO M PETHOHAIHUTE IIEHTPOBE IO 37paBeola3BaHe /10 5-0 YHCIIO Ha Mecela,
NpeaX0Kaalll epruoa, 3a KOWTO ce N3TOTBS 3asBKaTa, Ha €IEKTPOHEH HOCUTEI.

(3) BasBkure Mo am. 1 ce M3rOTBAT OT PBHKOBOJAMTENS Ha CyOCTUTyWpaIliara u
HOAIbpIKAIIa MporpaMa, IMOAMUCBAT Ce OT HEr0 M OT AMPEKTOpa Ha CHOTBETHUS pErHOHAJICH
HCHTBHpP IO 3/paBeola3BaHe WIM YIIBIHOMOIIEHH OT TAX JHIA. 32 JOCTOBEPHOCTTA Ha
3asBKUTE CHIIUTE HOCAT CHOTBETHATA OTTOBOPHOCT.

(4) 3BasBkuTe 3a KoNMMYecTBa JekapcTBa, mo-rojemu or 10 % B cpaBHEHHE C
NpEAXOJHHS IEPUO]], CE APTyMEHTHPAT MUCMEHO 33 BCEKH KOHKPETEH MaIieHT."

8 9. Cp3naBa ce wi. 34
"Un. 34 (1) 3a nody4yeHUTe W HM3Pa3XOJBAHU KOJMYECTBA JICKAPCTBEHH MPOIYKTH
JedyeOHNUTE 3aBEJICHUS 110 WI. 23, all. 1 U3roTBAT 0TUETH MO 00pa3el] ChIIIACHO MpHiIokeHue No

15.



(2) OTtueruTe MO an. 1 ca 3a CpOK JiBa Mecella M ce u3Mpam@aT B MUHUCTEPCTBOTO Ha
3/IpaBeOTNa3BaHETO W PETrHOHATHUTE IIEHTPOBE IO 37paBeolia3BaHe 0 5-0 YHMCIIO Ha MECela,
TIPEIXO0JK/IAlll IIePH0/Ia, 32 KOWTO C€ M3TOTBS 3asBKATa, HA CIICKTPOHEH HOCHUTEI.

(3 Ortuyerute mo an. 1 ce M3rOTBAT OT PHKOBOAUTENS Ha CyOCTHTyHpamiara u
MOJIThprKala MporpamMa, MoJAMKUCBAT ¢€ OT HETO U OT JUPEKTOpPa HAa ChOTBETHHS PETHOHAJICH
HEHTHP IO 3[paBeoNa3BaHe WM YIBIHOMOIIEHHM OT TIX JHIA. 3a JOCTOBEPHOCTTA Ha
3asBKHUTE CHIUTE HOCAT CHOTBETHATa OTTOBOPHOCT."

8§ 10. B 8§ 1 OT JONBIHUTEITHUTE PA3MOPEAON CE MPABSIT CICIHUTE W3MCHCHHS U
JOI'BITHCHUSI:

1. Touka 1 ce u3meHns:

"1. "OO6mectBeH (ouA" € mMyONMYHA MHCTUTYLHS, KOATO C IMYyOJUYHU CpEICTBA
OCUTYpsiBa JOCTBII JO JICYCHUE /WM KOSATO ChOUpa W pasmpenelis 3IPaBHOOCHTYPHUTEIHU
BHOCKU U 3JIPABHOOCUTYPUTEIHH MPEMHUU 32 3IPaBHU JCHHOCTH, YCIYTM W CTOKH, 33 Haii-
roJisiM Opo¥ 3JPaBHOOCUTYPEHH JIMIIA Ha TSPUTOPHATA HA ChOTBETHATA CTpaHa."

2.Cp3maBace T. 3:

"3. "ChIIUAT JEKapPCTBEH MPOAYKT' € JISKAPCTBEH MPOJAYKT B ChIlATa JCKAPCTBEHA H
no3oBa (opMa Ha MPOU3BOJUTEN/POU3BOIUTENHN, BIHMCAH/BIUCAHH B pa3pelIeHHETO 3a
yrotpeba/periennero Ha EBporeiickara komucusi, nu3aaneHo o peaa Ha Permament (EO) Ne
726/2004 na Espomneiickus napiamedT U Ha ChBeTa, B CTpaHUTE 10 4. 5, T. 2."

8 11. B npuoxxenrie Ne 1 kpMm . 2, an. 2, yact "A" B kosiona "3abossiBane”, Ha pel
c mopeacH Homep 8 "3lokayecTBEHW 3a00JIIBaHMS', B KOJIOHA ''XHMHUKO-TEPAICeBTHYHA
noarpymna” B kpas ce n06ass "LO1XE I[Iporenn-kuHa3e HHXHOUTOPH' .

8 12. Cw3naBa ce npwioxenne Ne 14 ko™ . 33, ar. 1.
"Ipunoxxenue Ne 14 kpm wi. 33, an. 1

(nMe Ha MeTaJI0HOBATA IPOTrPaMa)

JIO JIOCTABUHIK +v.vvuvereeseeeneesessesessesessesessensesessesessenessensssensesesens
(ume Ha THproBela Ha eIpo)

JlekapcTBeH bpoii ITspBa Bropa Tpera YerBbpTa
MPOIYKT MalUEHTH ceaAMHUIIA ceaMuIa ceaMuIa ceaMuIa
KBM ...oeonne
No 1 2 3 4 5
methadone
hydrochloride
Hara: PvroBOgMTEN HA MpOrpamara




8 13. Cn3aaBa ce npuiaoxerue Ne 15 kpm wit. 34, an. 1.

"TIpunoxenue Ne 15 kpm wi. 34, an.l

(ume, damuus, neyar)”

Ortuer
3a JIBHYKEHUETO HA METATOH 38 MECEII .vvvrrveerreerrersreessenssensseessennsns rOJI.
Ha
methadone Hammunc
hydrochloride [puxon Pazxon B Kpas F
MeCellE
HAJIMYHOC
T JaJIeHO | TIOJTy4eHo | 0010 pasxon pas3xon 00110
i fpeAxoe npe3 PUXOJT npe3 3a ObjenI | pa3xoj
HAYaJI0TOo H
Ha Mecela| Mecel| Mecera Mecera Mecell
1 2 3 4 5 6 7 8 9

PbroBoMTEN HA IpOrpamara
(ume, pamuus, mevar)”



