IIpoexkT

Hapen0a 3a nonb/jiHeHHE HA
Hapen6a Ne 10 ot 2009 r. 3a ycji0BUsITa, pea, MeXaHU3MA U KpUTepPUUTe 32 3allaliaHe
ot HanmoHnajHaTa 31paBHOOCUTYPHUTEJIHA KACAa HA JIeKAPCTBEHU NPOAYKTH,
MEeIUIMHCKHU H3/1eJIUsl U HA IMeTHYHM XPAHHU 3a CIIelHaTHI MeAMIMHCKH LeJH M Ha
TIOMOIIIHYU CPeCTBA, IPHCIOCO0IeHHS, ChOPbKEHHUS] H MeJULIMHCKH H3eJHs 32 XopaTa
€ YBpesKIaHusl, 10roBapsiHe HA OTCTBHIIKUA U Bb3CTAHOBSIBAHE HA NPEBHIIEHHUTE CPEICTBA
NPH NPUJIAraHe HA MeXaHU3bM, FTAPAHTHPALL NPeJIBUIUMOCT H YCTOHYMBOCT HA
oromxera Ha H30K

(oOH., /1B, Op. 24 ot 2009 r.; u3M. u jor., o6p. 34, 38 u 40 ot 2009 r., 6p. 9 o1 2010
r.,0p. 67 or 2011 1., 6p. 49 01 2012 1., 6p. 48 0T 2014 1., 6p. 30 1 62 OT 2015 T., Op. 44 OT 2016
r.,0p.8901201771.,6p. 95012018 1.,0p. 17147 012019 1., 6p. 19 01 2020 T.; M3M. C Permenne
No 9042 ot 8.07.2020 r. na BAC na Penyonuka bwirapus - 6p. 104 ot 2020 r.; u3m. u zom.,
op. 106 or 2020 ., 6p. 73 u 109 ot 2021 1., Op. 26 1 49 o1 2022 r. 1 6p. 100 oT 2023 1.)

§1. B un. 10x ce cp3nasar an. la— 1

»(la) Ha Bcekum wu3mbpiHuTEn Ha OOJHMYHA MEIUIIMHCKA IIOMOII C€ 3aralar
oTYeTeHHTE U 0,100peHH 3a 3arutamane or H30K B cboTBETCTBHE C HOPMAaTUBHO YCTAHOBEHUTE
M3MCKBAHUS 3a MpPEAINNCBaHe, OTIYCKaHE M 3aIulallaHe JIEKApCTBEHU MPOAYKTH 1o an. 1. 3a
Bceku JsiekapcTBeH npoaykT H3OK 3amumamia Haii-HHCKaTa CTOMHOCT 3a €IUHUIIA AKTUBHO
BEUIECTBO OT JIEKAPCTBEHUS NPOAYKT OT BCHUYKH JIOTOBOPEHUM CTOMHOCTH B PaMKOBUTE
CIIOpa3yMeHHMsl, CKIIOYEHHM OT MHHHCTHPA Ha 3ApaBeOlNa3BaHETO B KAayeCTBOTO MY Ha
enTtpanen oprau 3a MOKYIKH B CEKTOP ,,37paBeoria3Bane’’, U CTOMHOCTTA 3a €AMHUIIA AKTUBHO
BEIIECTBO OT JIEKAPCTBEHUSI IPOAYKT, HAa KOATO MPOAYKTHT € JOCTABEH Ha M3MbIHUTEINUTE Ha
OOJIHMYHA MEIHMIMHCKA TIOMOII, HE3aBHCHMO Jald T€ Ca BB3JIOKUTENM 1O 3aKkoHa 3a
OO0I1IeCTBEHUTE OPBUKHU.

(106) JlexapcTBeH mpoIyKT 1O ai. 1 He MOXe Ja ce 3araiia Ha CTOMHOCT, KOSTO € T0-
BHCOKa OT MaKCUMaJIHaTa cToMHOCT 1o 4. 45, ai. 30 ot 330.

(18) B 14-nHeBeH cpoK OT CKJIIOYBAHETO HAa PaMKOBUTE CIOpa3yMeHHs Io ai. la,
MUHUCTBPBHT Ha 3/ipaBeorna3BaHeTo YyBeroMmsaBa ympaButTens Ha H3OK u myOnukyBa B
EnexTpoHHara cucreMa 3a 3aKylyBaHE Ha JIEKapCTBEHHUTE NMpoaAyKTu B PenyOnuka bearapus,
uHpopManusg B eIeKTpoHEH (opMaT 3a TMOCTUTHATAaTa Hal-HUCKA CTOMHOCT 3a €IMHMIIA
aKTUBHO BEILIECTBO OT JIEKAPCTBEH MPOAYKT B PAMKOBUTE CIIOPa3yMEHHUSI.

(1r) ITpu mpoMsiHa B ycTIOBHSTA H/MIIM 00XBaTa Ha CKIIFOUYEHUTE PAMKOBH CIIOpa3yMEHUs
no ain.la, B T.4. U NpPU U3TUYAHE CPOKA Ha JIEHCTBUETO MM M IPH JIMIICA Ha HOBU PaMKOBU
CHOpa3yMeHHsI B HOPMATHBHO YCTaHOBEHHsI CPOK, MHHHUCTHPBT Ha 3JpaBeONa3BaHETO
yBeaoMmsaBa ympasutenss Ha H3OK B 14-mHeBeH Cpok OT HacThlIBaHE Ha CHOTBETHOTO
00CTOSTENICTBO.

(1n) Ha ocnoBanue umn. 45, an. 29a ot 330, B ciayyauTe, KOraro Hsma JeHCTBaIlO
PaMKOBO CIIOpa3yMEHHE 3a KOHKpeTeH JiekapcTBeH npoaykT, H30OK 3amiama exemeceduno
BCsIKa OTUETEHa U 0/100peHa 3a 3armiamane oT H30K onmakoBka OT JiekapcTBEH MPOIYKT 11O all.
1 Ha mo-HUCKaTa CTOMHOCT M3MEXAY CPEIHO IpeTeryieHaTa CTOMHOCT, 3amiareHa oT H30K
pe3 IpeaxoJHUTe 6 Mecella 3a TO3U JIEKapCTBEH MPOAYKT, 1 CTOMHOCTTA, Ha KOSITO CHILUSAT €
JIOCTaBE€H Ha CHOTBETHHS M3MBIHUTEN HA OOJHUYHA MEIUIIMHCKA TTOMOII, HE3aBHUCUMO Al
TOM € BB3JIOKHUTEI 10 3aKOHA 3a OOIIECTBEHUTE MOPHUYKH, TPH Cra3BaHe Ha ai. 10.

(le) 3a Bceku JexapCTBEH MNPOAYKT MO ajl. | ce HM3uucisiBa CPEeAHO MpeTerjieHa
cToiHocCT, 3amateHa o H30K npe3 npeaxonnute 6 Mecena, B CbOTBETCTBUE € rpymnaTa, KbM
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KOSITO CBHIUAT MPUHAJICKH ChOOPa3HO TPYMHUPAHETO Ha iekapcTBeHuTe mpoayktu B [JIC mo
1. 262, an. 6, T. 2 ot 3JIIIXM, 1o cinegHuTe KpUTEPUU:

1. B CHOTBETCTBUE C pejia 3a OlpeessiHe Ha pepepeHTHATa CTOHHOCT Ha JIEKaPCTBEHUTE
MPOJYKTHU, BCSKA IPyIa C€ CbCTOU OT:

a) JICKApCTBEHHUTE MPOIYKTH, ChIbPIKAIIU €HO U ChIO aKTUBHO BeriecTBO 1m0 INN u
neKkapcTBeHa (popma/TepaneBTUYHO TTOKa3aHUE, HITH

0) JekapcTBEHHTE MNPOAYKTH KbM KOHKpPETHA XHMHYHA MOArpyHa MO aHaTOMO-
TepaneBTHYHO-xuMHIHaTa kinacudukamms (ATC);

2. croiiHOCTTa Ha OOLIOTO KOJUYECTBO OT BCHUYKH JICKAPCTBEHH IMPOAYKTH B
ChOTBETHATA Tpyna Mo T. 1, OTYETEHO OT BCUYKU W3IIBIHUTEIH HA OOJHUYHA MEIUIIMHCKA
momMou; U ox00peHo 3a 3amamane cien mecedeH koHTpod oT H3OK 3a chorBeTHOTO
IECTMECeUHe, ce pa3fens Ha OOIIOTO KOJUYECTBO €AMHUIM aKTUBHO BEILECTBO OT CHIIUTE
MPOJYKTH, OTYETEHO U OJOOPEHO 3a 3aIjalllaHe 3a ChIIMS IMIECTMECEUYEH MEPUOo/; B pe3ysTar
Cce MoJy4aBa CpeHo MPETEryieHa CTOMHOCT 33 MIECTMECEYUETO Ha €IMHUIA AKTUBHO BEIIECTBO
OT JIEKapCTBEHUTE MPOAYKTU OT Irpymara, KOsiToO CTOMHOCT € MEeKIMHHA,

3. MpU U3YUCISIBAHE HA CPEAHO MpETEerjieHaTa CTOMHOCT MO T. 2 C€ BKIIOYBAT H
OTYETCHHUTE Ha HYJIeBa CTOMHOCT KOJIMYECTBA OT JIEKAPCTBEH MPOAYKT;

4. omipezienia ce JOBEPUTENICH MHTEPBA 3a MEXKJIMHHATA CPEAHOIPETErNIEHa CTOMHOCT
Ha €MHHIIA AaKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE MPOAYKTH OT CHOTBETHATa Tpyma 3a
[IECTMECEYUETO, TMPEJCTABAIl JMUarna3oHa OT CTOMHOCTH, B KOWTO C€ OdYaKBa cChlaTa Ja
MoTMaJiHe B ompejieneH npoueHT Mexay 90 u 99; mpoleHThT 3a onpenesiHe Ha T0BEPUTETHUS
WHTEpBAJl C€ W3YHCIIsABA ChOoOpa3HO crenudukara Ha JAaHHUTE 32 CTOMHOCTUTE, KaTO Hal-
MajikaTa CTOHHOCT B uHTepBaia 90-99, 3a KoATO B JaHHUTE CHIIECTBYBA IMOHE €HA CTOHHOCT
MO-MaJIKa OT MPOU3BEICHUETO 110 T. 5;

5. TpOU3BENEHUETO HAa ONpENeNeHHUs MPOLUEHT Mo T. 4 © MeXJAUHHATa
CpEIHOIpETETIeHa CTOMHOCT Ha €AMHUIA aKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE MPOIYKTH OT
rpymara 3a miectMecednero ¢GopMupa OKOHYATeIHAaTa CPEIHO IPETErjieHa CTOWHOCT Ha
€MHUIA aKTUBHO BEIIECTBO OT JIEKAPCTBEHUTE MPOAYKTH OT IpyIaTa 3a MeCTMECEUHETO;

6. 3a BCEKU JIEKapCTBEH MPOAYKT OT rpymnara 1no T. 1 c¢bc cporBeTHUA My H30K Koz,
ompeneneH no peaa Ha ui. 10e, an. 4, 1. 1, mojgydeHara 1o T. 5 CTOMHOCT Ha €IUHUIIA AaKTUBHO
BEIIECTBO C€ YMHOXKaBa IO Oposi €IUHUIIM aKTHMBHO BEIIECTBO B HEroBaTa OKOHYATEIHA
OMAKOBKAa; B pe3yjlTaT ce€ IoJy4yaBa CPEJHO IMpPEeTerjieHa CTOMHOCT Ha OINAaKOBKa OT
JIeKapCTBEHMs MPOAYKT, 3amnateHa or H30OK 3a mectmeceunero.

(1x) Tlpu u3uncisiBaHe Ha CPEIAHO MPETEryieHaTa CTOMHOCT 10 aJl. 1€ Ha JIeKapCTBEHUS
MPOJYKT, 3a MPEIXOJIHO IMIECTMECEUHUE CE€ CUMTA MEPUOABT OT LIECT MECEea, MIPEeaX0XKaall C
€IMH Mecel] Mecella, 3a KOMTO ce 3aIljallia JeKapCTBEHUs TPOIYKT.

(13) Exemeceuno, B Cpok 70 25-TO YHCIIO HA Mecella, CPEHO MpeTeryieHaTa CTOIHOCT,
sarutatrena ot H30K mpe3 mpeaxomnute 6 mecena 3a JIeKapCTBEH MPOAYKT mo ai. 1, ce
nyOJinKyBa Ha HHTepHeT cTpanuiara Ha H30K.

(1m) Koraro 3a KOHKpeTeH JeKapCTBEH NPOAYKT HE MoOKe Ja ObAe ompejaeneHa
croitHocT, 3amamana ot H30K, no pena Ha an. 1 — I, H30K ro 3amnaia Ha CTOWHOCTTA,
Ha KOATO € JIOCTaBeH Ha ChOTBETHUS M3ITBIHUTEN HAa OOJHUYHA MEIUIIMHCKA TOMOII, aKO
ChIlIAaTa € MO-HMCKa OT MaKCUMajHaTa cTOMHOCT mo wi. 45, an. 30 or 330. B cayuaii, ue
CTOMHOCTTA, Ha KOSATO JICKAPCTBEHUSAT MPOJYKT € JOCTaBeH Ha CHOTBETHHS H3ITBIHUTEN Ha
OOJHMYHA MEIMIIMHCKA TTOMOII], € MTO-BUCOKA OT MaKCUMaTHAaTa CTOMHOCT 1o wi. 45, an. 30 ot
330, H30K 3amnama nekapcTBeHHUs MPOAYKT MO MOCOYeHATa MAKCUMAJIHA CTOMHOCT.

(1x) B cnyuaii, ye jgekapcTBeH NMpoayKT uma otueteH pasxon B H30K 3a emun wiu
MOBEYE MECELU OT IPEIXOAHOTO IECTMECEUHE, 3a JIEKApCTBEHUS MIPOJIYKT CE ONpeesisi CPEIHO
MIpeTerJieHa CTOWHOCT 3a eUHUIIA aKTHBHO BEUIECTBO OT JIEKAPCTBEH MPOIYKT 32 TO3H/TE3U



MecelH 1o pena Ha ai. 1q— 13.

(lm) Akryanna uHbOpMalus 3a 3aIUIATCHUTE CTOWHOCTH IPE3 MIECTMECEYHETO Ce
nyOsinkyBa Ha uHTepHeT crpanunata Ha H30K, B cpok 1o 25-To uncino Ha Mecena, cieaBall
HIECTMECEUYUETO. .

§ 2. Cw3naBa ce JompiHuTenHA pa3nopenda:
»»JLOITBIIHUTEIHA pa3nopeoa

§ 1. ITo cmuchbia Ha Ta3u Hapeaoa ,,JIOBEPUTEIICH MHTEPBAJl OT CTOMHOCTH € HHTEPBAJI,
B KOWTO CE HAMUPa JECHCTBUTEIHATA CTOMHOCT Ha OLIEHABAHUS [TAPAMETHP ,,CPEAHO ITPETErIIEHA
CTOMHOCT® OT CBBKYIIHOCT OT CTOMHOCTM Ha JICKAPCTBEHUTE MPOAYKTH. J[OBEpUTEITHUSAT
MHTEpBAJI MOXKe J1a Ob/Ie U3pa3eH KaTo AUana3oH OT CTOWHOCTH B ciieHata ¢popma: OneHsBaHe
+ MapskuH Ha rpemikara. O6uure HuBa Ha qoBepue ca 90%, 95% u 99%.“.

§ 3. Hoceramuute § 1 — 6, 6a, 7 U 8 OT NpPEeXOAHUTE U 3aKIIOUYUTEIHU pasnopeadu
CTaBaT ChOTBETHO § 2—7,7a,8 1 9.

IpexoaHu U 3aKJIIOYUTETHH Pa3nopendou

§ 4. B cayuail, ye kpM | romum 2024 r. HAMA CKJIIOYEHH OT MHHMCTHpa Ha
3/IpaBeola3BaHETO B KayecTBOTO My Ha LleHTpasieH opran 3a TOKYIKH B CEKTOp
»3JIpaBeora3BanHe’ M BJE3JM B CHJIa pPAMKOBHU CIOPAa3yMEHHMs, OT Ta3M JlaTa /0 CKIIOYBAHE U
BIIM3aHE B CHJIa HA HOBU PAMKOBH CIIOpa3yMeHus, ce npuiara ui. 10k, an. 1r — 1.

§ 5. [IspBOTO HIECTMECEUHE, 32 KOETO CE€ OMpPEACIIsl CPEAHO MPETEryieHa CTOMHOCT 110
pena Ha wi. 10k, an. le u an. 1k, ooxBama nepuoaa ot 1 nexkempu 2023 1. 1o 31 mait 2024 1.

§ 6. [IppBOTO IIECTMECEUHE, 32 KOETO ce MyOnuKyBa nHpopMarus mo wi. 10k, an. 11,
obxBara nepuoaa ot 1 ronm 2024 r. 1o 31 nexkemBpu 2024 r.

§ 7. HapenOata Biu3a B cuiia OT JIEHS Ha 0OHApOJBAaHETO U B ,,J[bpKaBEH BECTHHUK'.

IMPO®. XPUCTO XUHKOB

Munucmwvp Ha 30paseonassanemo



