HAPEJIBA 3A U3MEHEHME M JONMbJIHEHUE HA HAPEJIBA Ne 38 OT 2004
I. 3A OMPEJEJSIHE HA CTIMCBHKA HA 3ABOJISIBAHUSITA, 3A YUETO
JJOMAIIIHO JEYEHUE HALIMOHAJTHATA 3JPABHOOCUT'YPUTEJIHA

KACA 3AILUIALIA JIEKAPCTBA, MEAWULIMHCKHY U3IEJUS U JMETUYHA

XPAHM 3A CHELIMAJTHU MEJULIUHCKHU LEJIM HAITBJIHO WIN
YACTHUYHO (IB, BP. 106 OT 2004 T".)

B cuna om 01.01.2011 ..
H3z0a0ena om Munucmepcmeomo Ha 30paseona3samnemo

Oon. /IB. op.100 om 21 Jlekemepu 2010e.

§ 1. B mpuinoxeHneTo KbM WICH CAMHCTBCH CE IPABAT CICTHUTS M3MCHCHUS U
JOITbJTHCHUS:

1. CnegHusT pel ce 3aauJaBa.

Tybepkynosa Ha A15.0 Tybepkynosa Ha 6enute
OnxaTernHuTe opraxu, apoboee, NnoTBbpAEHa
notebpaeHa bakre- BaKTepmnOCKOMNMNYHO C
pPYONOrMYHO ” Hanuyme Unu oTCbCTBME Ha
XUCTONOMMYHO KynTypeneH pacTex

A15.1 TybBepkynosa Ha 6enute
Apobose, NoTBbpAEHA
CcaMo C KynTypeneH pacTex

Al15.2 Tybepkynosa Ha 6enute
apobose, NOTBbpAEHA
XUCTONMOMNYHO

Al15.4 Tybepkynosa Ha
WHTpaTopakanHuTe
NMMAHM BB3NMN,
noTebpAeHa
DaKTepMONOrMyHo n
XUCTOMOTMMYHO

A15.5 Tybepkynosa Ha
napwvHkca, TpaxesTa u
OpoHxuTe, NOTBbPAEHA
6aKTepmnonorM4Ho u
XUCTOMOMNYHO

Al15.6 TybepkynoseH nnespuT,
noTBbpaeH bakrepuono-
MMYHO M XMCTOJOTNYHO

A15.7 MbpBUYHa TybGepkynosa
Ha guxaTesniHuTe opraHu,

noTBbpaeHa
D0aKTEepPUONOrMyHO 1
XUCTOJNOMMYHO
2. Cnen pen:
ExnHoKkoKko3a B67.0 MHBa3unsa Ha yepHusi Apoo,

npegusBmkaHa ot
Echinococcus granulosus
B67.1 MHBa3ns Ha 6enusa apob,



B67.3

B67.5

B67.6

npegu3BmKaHa ot
Echinococcus granulosus
MHBaswns ¢ gpyra
nokanusauus,
npegusBmkaHa ot
Echinococcus granulosus
WHBa3ua ¢ gpyra
nokanusauus,
npegusBmkaHa ot
Echinococcus multilocularis
Hpyra nHeasus,
npegu3BmKaHa ot
Echinococcus multilocularis

ce 100aBsT CIeTHUTE PEOBE:

3noka4yecTBeHun C50 3rnoka4yecTBeHu
HoBoObpa3syBaHus HoBOOOpa3yBaHuA Ha
Ha MneyHaTa MrnevyHaTa xnesa
Xrnesa
3noka4yecTBeHun Ch4.1 3rnokayecTBeHu
HoBoObpa3syBaHus HoBoOOpa3yBaHuA Ha
Ha eHOoMeTpuyma eHaoMeTpuyma
3noka4yecTBeHu co61l 3roKkayecTBeHun
HOBOOOpasyBaHus HoBOOGpa3yBaHusi Ha
Ha npocrtartaTa npocrarara
3nokayecTBeHu Co64 3rokayecTBeHun
HOBOOOpasyBaHus HoBOOGpa3yBaHusi Ha
Ha 6bbpek ¢ O1bOpek ¢ n3KNYeHne Ha
U3KMoYeHne Ha O61b0OpeYHo nereHyve
OB6peYHOo nereHye

mn

3. Cnen pen:
YKenssoHegommbyHa D50.0 >KenasoHegoMmMbyHa aHeMuUs,
aHemus BTOpPMYHA, NPUYNHEHA OT

3aryba Ha KpbB
(XpOHWMYHa)

ce 100aBsT CIETHUTE PEIOBE:

Tanacemus D 56.1 Beta Tanacemus
(Tanacemusi mariop)

BpoaeH geduumt Ha D 66 BpoaeH peduumt Ha

dakTop VIII dakTop VIII

BpoaeH gedunumt Ha D 67 BpoaeH gedunumt Ha

dakTop I1X dakTop IX

Opyru HapyweHus Ha D 68.0 bBonect Ha von Willebrand

KPpbBOCHCUMPBAHETO D 68.2 BpoaeH gpeduumt Ha

Apyru cbakTopu Ha
KPbBOCBHCUPBaHETO

4. Pen



XnnepyHKUns Ha E22.0
xunodgumsaTa

Akpomeranuna n xmnodunsapeH
rMMraHTU3bLM

E22.8 Opyrn xunepdyHKLMn Ha
Xxunogmsarta
CC U3MCHJ Taka.
XunepgyHKuma Ha E22.0 Akpomeranunsa n xmnodusapeH
xunodumsaTta rMraHTM3bM
E22.1 XvnepnponakreHemus
E22.8  [Opyru xvnepdyHKUMN Ha
Xunodusata
5. Pen
XvnoyHKUMS 1 E23.2 BesskyceH guabet
Opyrv pascTpomncTea
Ha xunodgumsaTta
CC U3MCHJ TaKa.
XvnoyHKUMS 1 E23.0 Xvnonutyutapusom
Opyrn pascTponcTBa E23.2 BesBkyceH gnabet
Ha xunodwmsara
6. Cnen pen:
Opyrn pascTponcTsa E72.2 PascTtponcTea B meTabo-
Ha obMsaHaTa Ha NUTHUA UUKBN Ha ypesaTa
aMUHOKUCENUHUTE

ce 100aBs CIeIHUSAT Pe/l:

Opyru cduHronunu- E 75.2 Bonect Ha Nowe, Bonect Ha
[o3un ®abpu

7. Pen
PaacTtporictBa Ha E83.3 Pa3scTpoiictBa Ha obMsiHaTa
MUHepanHaTa Ha docdopa
obmsHa

CC U3MCHJ TaKa.



E 83.0
E83.3

PasctpouncTtBa Ha
MUHepanHarta
obMmsiHa

BonecT Ha YuncoH - KoHoBanos
Pa3scTpoiicTBa Ha obMsiHaTa

Ha dpoccopa

U CJIeJ HETO ce J00aBs CISTHUSIT Pe/l:

KnctosHa ¢punbposa E 84 Kuctosna ¢pmbposa

8. Pen
Bbeannoawne npu N97 Besnnogue npu xeHaTta
XeHata

C€ 3aMCH: ChC CICIHUTEC PECOOBE.
PecnupartopeH P 22.0 HeoHaTaneH pecnupartopeH
anctpecy (amcTpec) cuHapom
HOBOPOAEHOTO (XvannHHo-memMbpaHHa

bonecr)

XpOoHW4HM BonecTun P27.1 BpoHxonynmoHanHa
Ha guxaTtenHuTe aucnnasus, Bb3HMUKBaLLA B
opraHu, nepvHaTanHusa nepuoa
Bb3HUKBALUN B
nepuvHaTanHus
nepvoa
Opyrn yTouHeHu Q87.1 CwuHgpowm Ha lNpagep Bunu
CUHAPOMU Ha
BpoAeHuU
aHomanumu,
3acsaralim HsKOMKO
cUCTEMMU
CvHgpom Ha Q 96 CvHapom Ha TbpHBP
TbpHBP

9. Cnen pen:
pwka 3a U3KycTBEHU Z43.2 'pnxa 3a nneoctoma
oTBOPMU Z43.3 ['pwxa 3a kornocToma

Z43.5 pwxka 3a uncTocToma
Z43.6 "pwxa 3a Apyr U3KycTBEH

OTBOP Ha NMUKOYHUTE NbTULLA

ce 100aBs CIACTHUSAT pe:

Hanuune Ha TpaH- 294
CnnaHTupaHu

opraHn N TbKaHu

Hanuuune Ha TpaHCcnNaHTUupaHn
opraHn U TbKaHu




"10. 3a0enexkara ce U3MEHS Taka.

"3a0enexKa:

1. JlexkapcTBeHuTE NPOIYKTH 3a JIOMAIHO JICYCHHE IO Ta3u Hapenda Ipu
3a0oisiBanud ¢ kogoe o MKDB ot A15.0 1o A18.8 BkIro4uTEIHO MOraT Ja c€ U3MUCBAT
cJe/ IeXOCIUTAIM3UpaHe Ha MalueHTa OT JieueOHO 3aBeicHUE 3a OOJTHUYHA TTOMOIII.

2. 3a 3a0omsaBanus ¢ konose mo MKbB C 50, C 54.1, C 61 u C 64 BKIIOYUTEIHO
MOTaT Ja Ce€ M3MUCBAT CaMO JIEKAPCTBEHH MPOMYKTH 3a MO bpiKalla XOPMOHATHA
Tepamnusi.

3. JlekapcTBeHUTE MPOAYKTH 3a JOMAIIHO JICYEHHWE IO Ta3uW Hapemba mpu
3abomsBanus ¢ kog nmo MKB N 18 morar na ce u3nucBar 3a npeAnanu3eH CTaaui U npu
Jiela ChC CMYIIEHUSI B pacTeka B TEPMUHAJICH CTaiui Ha ObOpeYHa HEeJJOCTAThYHOCT."

IIpexoaHu 1 3aK/II0YHMTEJHU pa3nopeadu

§ 2. B Hapenba Ne 34 ot 2005 r. 3a pena 3a 3aruiamaHe OT PemyOJMKAHCKUS OIOKET Ha
JICYCHUETO Ha OBITapCKUTE TpaXKJIaHU 3a 3a00JABaHUS, M3BBH 00XBaTa Ha 3aTBJDKUTEIHOTO 3PAaBHO
ocurypsiane (00H., JIB, 6p. 95 or 2005 r.; usm., 6p. 16, 48 u 95 ot 2006 r., 6p. 31, 69, 89, 90 u 96 or
2008 1., 6p. 24 or 2009 r. u Op. 7, 21, 63 u 89 or 2010 r.) ce mpaBAT CICTHUTE M3MCHEHUS U
JOI'BJIHEHUSL:

1. Bun 2,an. 1 1.2 u4 ce 3annyasar.

2. (B cuma ot 21.12.2010 r.) B un. 3 cnex nymure "panoaKkTHBHU JISKAPCTBECHU HNPOJYKTH ce
no0aBs "pagunodapmarieBTULN" .

3. (B cuma or 21.12.2010 1.) B wit. 9 ce mpaBsAT ciaeqHUTE H3MEHEHHUS U AOITbIHEHHS:

a) B am 1 cienm naymutre “paJMoOaKTHBHH JICKAPCTBEHH NPOIYKTH ce jobaBs
"panunodapmaneBTuy’;

0) amuHen 2 U 3 ce U3MEHST TaKa:

"(2) Cneundukanusara mo amn. 1 ce HU3rOTBI B PaMKHTE Ha OCHTYpEHHTE B OIOJDKETa Ha
MUHHCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO CPEACTBA.

(3) 3a pammodapmareBTUINTE, PAAUOHYKIUIAHUTE TCHEPATOPH, KUTOBE W PaJAMOHYKIUIHU
NPEeKypcopyu TO Wi. 3, KOUTO TPEACTABISIBAT MEAWIWHCKM H3ICTUS 10 CMHCHhJIa Ha 3aKkoHa 3a
MEIULUHCKUTE U3/IeNUs, C€ U3TOTBs crierudukanms mno pena Ha wi. 10."

4. (B cuna ot 21.12.2010 r.) B 3armaBuero Ha npwiokeHue Ne 2 KbM Wi. 3 clell TyMUTE
"pallnoaKTUBHU JIEKAPCTBEHU NMPOIYKTU" ce 100aBs "paanodapmaneBTuiu.

5. Cp31aBa ce mpexoHa pasnopenaoa:

"IMaparpa¢ enuHctBeH. (1) Komucusra mo ui. 2, an. 2 B IETAHEBEH CPOK OT BIIM3aHE B CHJIa Ha
Hapen0aTa TPUBEXKIA CHUCHKA C KOHKPETHHTE 3a00JsBaHMs, KIacUPHUIMpaHu 1Mo MexayHapoaHaTa
kinacupukanuss Ha Oonectute (MKB), nekapcTBeHHTE MPOAYKTH IO MEXKIYHApOIHO HEMAaTEHTHO
HaMMEHOBAHHE U JIEKapCTBeHa (hopMa 3a JICUEHUETO Ha TEe3W 3a00JSBaHMS W ATOPUTMHUTE Ha JICUCHHE
Ha 3a00JsBaHMATA C JICKAPCTBEHUTE IMPOAYKTH B CHOTBETCTBUE C Ta3W Hapeada MU MHHUCTBHPBT Ha
3[IPaBEOIIa3BaHETO I'O YTBHPIKIABA.

(2) 3a wmeceny sHyapu 2011 1. nekapcTBeHUTE MPOAYKTH To wi. 2, an. 1, T. 2 u 4 u
JIEKApCTBEHHUTE TIPOAYKTH 32 IO IbpIKAIlla XOPMOHAIHA Teparsl ce MPEANICBaT, OTIYCKaT, 3aruiamaT 1
pasnpenensaT Ha JedeOHUTE 3aBeJIeHU - KpaltHU MOJTy4yaTesH, o JOCeTalHus pes.”



§ 3. Hapenbara Bnu3a B cuna ot 1 suyapu 2011 r., ¢ u3kimtoueHue Ha § 2, 1. 2, 3 u 4, KOUTO
BJIM3aT B CHJIA OT JICHsS Ha 0OHApoBaHeTo B "J[bpKaBeH BECTHHK".



