HAPEJIBA 3A YCJIIOBUSATA, IIPABUJIATA U PEJIA 3A
PET'YJIMPAHE U PETUCTPUPAHE HA HEHUTE HA
JEKAPCTBEHUTE ITIPOAYKTH

B cuna om 30.04.2013 2.
Ilpuema c IIMC Ne 97 om 19.04.2013 2.

Oo6nu. J[B. 6p.40 om 30 anpun 2013e., usm. u oon. JB. 6p.66 om 8 ascycm
2014z., usm. u oon. /[B. 6p.92 om 7 noemspu 2014e., uszm. /[B. 6p.107 om 24 oexemspu
2014e2., uzm. u oon. /[B. 6p.92 om 27 noemspu 2015¢., oon. /[B. 6p.3 om 12 snyapu 2016e.,
usm. /[B. 6p.14 om 19 gespyapu 2016¢., usm. /[B. 6p.32 om 22 anpun 2016e., usm. u oon.
JIB. 6p.62 om 9 aseycm 2016e., usm. /[B. op.74 om 20 cenmemepu 2016e., usm. /IB. 6p.2
om 6 aunyapu 2017e., usm. u oon. /[B. 6p.8 om 24 anyapu 2017e., usm. u oon. /[B. 6p.102
om 22 oexemspu 2017e., usm. /[B. 6p.94 om 13 noemepu 20182., usm. u oon. /{B. 6p.26 om
29 mapm 2019e., usm. [B. 6p.58 om 23 rwau 20192., usm. u oon. /[B. 6p.62 om 6 aseycm
20192., oon. JIB. op.19 om 6 mapm 2020ez., uzm. u oon. /IB. 6p.28 om 6 anpun 20212., usm.
u oon. /[B. 6p.66 om 12 aseycm 20252., usm. u oon. /[B. 6p.12 om 30 anyapu 2026e.

I'naBa nbpBa.
ObIIA MOJIOKEHUSA

Un. 1. C mapenbara ce onpenensT:

1. ycnoBusTa M IpaBujaTa 3a peryjiupaHe Ha IIEHUTE Ha JIEKapCTBEHUTE
IPOAYKTH, OTIIYCKaHH 110 JIEKApCKO MpenrcaHne, BKIYBaHu B [103UTUBHMS TeKkapCTBEH
cnucek (IJIC) u 3amnamanu ¢ myOauMyHU CpesiCTBa;

2. ycioBusTa M TpaBUiaTa 3a peryjlMpaHe Ha TMpeAeTHUTE LEHU Ha
JIEKapCTBEHUTE MPOAYKTH, OTIYCKAHHM I10 JIEKAPCKO NPEAINNCaHUE, KOUTO HE Ca BKIFOYEHU
B IIJIC, npu npopak6ara uM Ha 1peOHO;

3. ycnoBusTa M peAbT 3a PETUCTpPUpAaHE Ha ILIEHUTE Ha JIEKAPCTBEHUTE
HPOAYKTH, OTITyCKaHU 0€3 JIEKapCKO MpeANCaHne;

4. ycnoBusATa, IpaBWJiaTa U KPUTEPUUTE 3a BKJIKOYBAHE, NMPOMEHU W/MIU
M3KJIIOYBAHE Ha JIeKapcTBeHU npoayktu ot I1JIC;

5. (noBa - /IB, Op. 92 ot 2015 r.) ycnoBusra, nmpaBujiaTa U KpUTEPUUTE 3a
HOJIbpKaHe Ha peUMOYpPCHHUSI CTaTyC Ha JIEKAPCTBEHUTE NMPOJYKTH, BKItoueHu B I1JIC;

6. (moBa - JIB, Op. 92 ot 2015 r., usm. - JIB, 6p. 26 ot 2019 r., B cuia ot
01.04.2019 r.) penbT 3a MOCTHIIBAHE HA JIOTOBOPUTE 3a MPEIOCTABSIHE HA OTCTHIIKM 3a
JIeKapCTBEHUTE NMPOAYKTH 1o ui. 45, an. 10, 13 u 21 ot 3akoHa 3a 3[paBHOTO OCUTypsIBaHE
(330) u Ha cnopazymeHusTa 1o wi. 262, an. 12 ot 3akoHa 3a JIEKapCTBEHUTE MPOAYKTH B
xyMaHHaTa menuuuHa (3JIIIXM);

7. (mpeaumHa T. 5 - JIB, 6p. 92 o1 2015 1., oM. - IB, 6p. 26 o1 2019 1., B cuna
ot 01.04.2019 r.) ycnmoBusaTa U peapT, N0 KOWTO MUHHUCTEPCTBOTO Ha 3/IpaBEONAa3BaHETO
(M3) u Hanumonannara 3apaBHoocuryputenHa kaca (H3OK) morat pa mpaBsT
npeioxkeHus 10 HaruoHanHus CbBET MO LEHW W peuMOypcUpaHe Ha JIeKapCTBEHUTE
NPOAYKTH, HapuyaH mo-HataTbk "CubBera", 3a mpepasliekJaHe Ha BKIIOYEHU



nekapctBenu npoayktu B [1JIC, kakTo 1 MOTUBHPAHO /12 MOUCKAT U3BBPILIBAHE HA OLIEHKA
Ha 3/IpaBHUTE TEXHOJIOTUU Ha BKIIFOYEHH JieKapcTBeHu npoayktu B [1JIC;

8. (mpemumHa T. 6 - JIB, 6p. 92 o1 2015 1., M3M. - JIB, Op. 26 oT 2019 1., B crita
ot 01.04.2019 r.) ycioBusiTa ¥ pebT 3a OIICHKA Ha 3J[PAaBHUTE TEXHOJIOTHH;

9. (moma - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) ycioBusita, peabT u
KPUTEPHUTE, TI0 KOUTO CE OMPEAETAT JIEKAPCTBEHUTE MPOJYKTH, 32 KOUTO C€ MPOCIIeAsiBa
e(eKTHT OT TepaIusaTa, CPOKHT U JICUCOHUTE 3aBe/ICHUS, B KOUTO CEe U3BBPIIBA;

10. (noBa - /1B, 6p. 28 ot 2021 1.) penspT, MO0 KOWTO ce reHepupa U BIIMCBA B
peructbpa mo wi. 7, ai. 1, T. 4 HanuoOHaJeH HOMep 3a HACHTU(UKAIMS HA BCEKU
JIEKapCTBEH MPOIYKT;

11. (HoBa - JIB, 6p. 28 o1 2021 r.) peasbT, 1o KoiTO M3mbIHUTETHATA areHIINS
o siekapctBata (MAJID) npenocrasst Ha ChBeTa MHGOpPMAITUS 32 pa3pelIeHUTE 3a yrnorpeda
U PErUCTpUpAHUTE JIEKAPCTBEHU NMPOAYKTHU Ha Tepuropusta Ha Pemybnuka bbarapus u
pazpenieHuTe 3a ynorpeba Mo IEHTpaTu3upaHa Mpoleaypa JeKapCTBEHH MPOIYKTH TI0
pena Ha Pernmament (EO) Ne 726/2004 na EBponeiickus napnamenT u Ha CpBera oT 31
MapT 2004 r. 3a yctaHOBsiBaHe Ha mpolieypu Ha OOIIHOCTTA 32 pa3pelniaBaHe U KOHTPOJI
Ha JICKQpCTBEHU MPOJIYKTH 3a XyMaHHAa W BeTEepHHAapHaA ymoTpeba M 3a ch3/laBaHE Ha
EBponeiicka areHius 1o JekapcTsara;

12. (moBa - JIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) nmpaBaTta u
3aabibkeHusATa Ha CpBera Kato wieH Ha KoopauHannoHHaTta rpyna u HOATrpYyIH 1O Wi. 3
ot Pernmament (EC) 2021/2282 na EBponeiickus napiaament u Ha ChBeTa oT 15 nekemBpu
2021 ronrHa OTHOCHO OLIEHKATa Ha 3[JpaBHUTE TEXHOJIOIMH U 32 U3MEHEHHEe Ha J[upekTuBa
2011/24/EC (OB, L 458 ot 22 nexkemBpu 2021 r.), Hapuuan o HataThK "Perimament (EC)
Ne 2021/2282".

Un. 2. (1) (U3m. - IB, 6p. 12 ot 2026 1., B cuna ot 01.01.2026 r.) Llena Ha
JIeKapcTBEeH MpoaykT, BkiatouBaH B [1JIC u 3amnaman ¢ myOJIuMdHU CpeCcTBa, € IieHaTa B
€Bpo, yTBbpeHa oT ChbBeTa.

(2) Lenata mo an. 1 e u mpenenHa 1eHa Ha JEKapCTBEHUTE MPOIYKTH MPH
npojax0aTa UM Ha ApeOHO.

(3) (M3m. - AB, Op. 12 o1 2026 1., B cunia ot 01.01.2026 1.) IIpenennara mena
Ha JIEKapCTBEH NPOAYKT, OTITYCKaH MO JEKApCKO MpEANCcaHne, KOMTO HE € BKIIOUEH B
[TIC, e uenata B eBpo, yTBbpAcHa OT CbBeTa, KOSTO € MAaKCUMAIHO JONMyCTUMa MpHU
npojaxxoaTa My Ha JpeOHO.

(4) (M3m. - [IB, 6p. 12 ot 2026 r., B cuna ot 01.01.2026 r.) Llenata Ha
JIEKapCTBEH MPOIYKT, OTITYCKaH 0e3 JIEKapCKO MpeNrucanne, € MaKCHMaTHaTa IpoaaKHa
1eHa Ha JpeOHO B €Bpo, 3asiB€Ha OT MpUTEXKATeNs Ha pa3pelieHueTo 3a ymorpeda u
peructpupana ot CbBera.

(5) (Jom. - /1B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) 3a nekapcTBeHUTE
NPOAYKTH, 32 KOWTO € TOJYYCHO pa3pelleHHe 3a MapajielieH BHOC/yBEIOMIICHHE 3a
napaneiHa JUCTPUOYIHUS, ce YTBBPXKIaBa/perucTpupa lieHa 1o pena Ha Hapeadarta.

Un. 3. Koraro B pasperieHueTo 3a ynorpeda Ha JIEKapCTBEH MPOAYKT €
MOCOYEH pPEXUM Ha MpelanucBaHe 'Mo JeKapcKo NpeanucaHre u 0e3 JeKapcKo
npeanucanue’, eHaTa Ha JeKapCTBEHHsI TPOAYKT ce 00pa3yBa Mo peja Ha IjaBa TpeTa.



Ui 4. (Hdom. - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) JlekapcTtBeH
IPOAYKT MOXKE J1a C€ MPOaBa Ha TEPUTOPUATA HA CTpaHATA CaMo CJie]l BIM3aHETO B CHJIa
Ha pemeHrero Ha CbBeTa 3a YIBbPK/IaBaHE Ha LI€HA/TIpeesTHa [IeHA WM PEruCTpHpaHe
Ha 1I6Ha, C U3KJIIOYEHHUE Ha JIEKapCTBEHUTE MPOAYKTH 10 Wi. 9 u 266a ot 3JIIIXM.

Un. 5. (1) (U3m. - [IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., u3m. - [IB,
Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) JIekapcTBeH NpOAYKT MOKE JIa Ce IpoJiaBa Ha
1IeHa, HE MTO-BUCOKA OT YTBbpJEHATA IIeHa 1o Wi. 2, ail. 1 u 5, OT mpenenHara 1eHa mo 4J.
2, al. 3 1 5 WK OT perucTpyupaHara mneHa mno wi. 2, ain. 4 u 5.

(2) Beceku ThproBer Ha ApeOHO € JUThKEH Ja MOCOYH MPOJIaXKHATA IIEHA BEPXY
OTaKoOBKaTa Ha JICKapCTBEHHS ITPOYKT HAa 0003HAUEHO OT MPOU3BOIUTENS MSICTO.

(3) BxurouBaHuTE LIEHM Ha JIEKAPCTBEHUTE IPOIYKTH B CTOMHOCTTA Ha
OKa3aHaTa OT JICUeOHHUTE 3aBEICHUS MEIUIIMHCKA IIOMOIIl HEe MOTaT Ja ObJaT IMO-BUCOKH
OT IIeHAaTa, Ha KOSTO JIEYEOHOTO 3aBEJEHUE € 3aKYIUJIO JIEKAPCTBEHUS MPOAYKT OT
THPTOBeIa Ha epo.

(4) (Homa - JIB, 6p. 26 ot 2019 1., B cmita ot 01.04.2019 r., ot™. - 1B, Op. 62
ot 2019 1., B cuna ot 06.08.2019 1.)

(5) (Homa - JIB, Op. 62 ot 2019 1., B cuna ot 01.11.2019 r.) JlekapctBeH
OPOJYKT HE MOXKE Ja ce MpojaBa Ha JedyeOHUTE 3aBeleHUs Mo 4Yi. 5 OT 3akoHa 3a
JIe4eOHUTE 3aBEACHHS M HA JICUCOHUTE 3aBEACHMS C IBPYKABHO /MM OOLIMHCKO y9acThe
mo wi. 9 u 10 ot 3akoHa 3a Je4eOHUTE 3aBEICHUS HA IICHA, IT0-BUCOKA OT CTOMHOCTTA,
ompeneseHa o peaa Ha 4i. 55.

(6) (Homa - 1B, 6p. 92 ot 2015 r., B cuia ot 01.01.2017 r., ©3M. OTHOCHO
BIIM3aHeTo B cuia - [IB, 6p. 3 012016 1., B custa ot 01.12.2015 1., U3M. OTHOCHO BJIIM3aHETO
B cuia - JIB, 6p. 14 ot 2016 1., B cuna ot 16.02.2016 r., u3M. OTHOCHO BJIM3aHETO B CHJIA
- IB, 6p. 74 ot 2016 1., B cruta ot 01.09.2016 1., ot™. - JIB, 6p. 2 or 2017 r., B cuiia ot
01.01.2017 r., oM., mpenumiHa an. 4, usm. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019
r., mpeaumHa ain. 5 - JIB, 6p. 62 ot 2019 ., B cuna ot 01.11.2019 1.) 3a nekapcTBeHUTE
npoaykTu, BkitoueHu B I1JIC no uin. 262, an. 6, 1. 1 ot 3JIIIXM c HuBo Ha 3amnamane 100
Ha CTO, HE C€ HA4YKCIIABa Ha/10aBKa 3a ThProBell Ha APeOHO MPHU OTITYCKAHETO UM B arTeka.

Un. 6. (1) B [lo3utuBHUA JIEKapCTBEH CINHUCHK CE€ BKIIOUBAT pa3pelIeHH 3a
ynotpeba mno pena Ha 3JIIIXM nekapcTBeHM NPOAYKTH, KiIacu(UUUpPaHU IO
dbapMakoIOTHYHM TPYMU CBHITACHO KoJa MO AaHAaTOMO-TEparneBTHYHO-XUMUYHATA
knacudukanus (ATC).

(2) T1o3UTHBHUSAT JIEKAPCTBEH CIUCHK C€ CHCTOM OT UETHUPH MPUIOKECHHS U
BKJTFOYBA!

1. (u3m. - [IB, 6p. 92 ot 2015 r.) nexapcTBEeHU NPOAYKTH, NPEAHA3HAYECHHU 3a
JIeYeHHE Ha 3a00JIIBaHMs, KOUTO C€ 3aruiamar 1o peaa Ha 330;

2. IeKapCcTBEHU MPOIYKTH, 3allJIalllaHy OT OI0JKeTa Ha JiedeOHUTE 3aBeICHUS
0 WI. 5 oT 3aKoHa 3a JIEYEOHHUTE 3aBEJEHUSI U OT OIOJKEeTa Ha JIeueOHUTE 3aBENCHUS C
JIBPXKABHO W/UITU OOMIMHCKO y4yacTre 1o 4wi. 9 u 10 oT 3akoHa 3a JiedeOHUTE 3aBE/ICHUS;

3. JeKkapCTBEHHM NpPOAYKTH, TpeaHazHaueHu 3a Jjedenue Ha CIIMH, na
nH(DEKIIMO3HU 3a00IBaHus, Ha 3a00JsIBaHus U3BBH 00xBarta Ha 330, 3aruialanu mo peaa
Ha wi. 82, an. 1, T. 8§ or 3akoHa 3a 3/IpaBeTO, KAKTO W BAKCHHM 3a 3aIbJKUTEIIHU
UMYHU3AINA U PEUMYHHU3allMU, BaKCHHH TI0 CIICUATHHU TOKa3aHUS U MPH U3BBbHPEIHU



o0cTosITeNncTBa, CeU(GUIHA CEPYMH, UMYHOTJIO0YJIUHY, OTIpEiesIeH ¢ HapeaDaTa 1o 4il.
58, ai. 2 ot 3akoHa 3a 3/1paBeTo;

4. mpenenHa 1I€Ha Ha JIEKAPCTBEHUTE MPOYKTH I10 4JiI. 2, ajl. 2 10 €JIEeMEHTH.

(3) (U3m. - [IB, 6p. 92 ot 2015 r., u3m. - IB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r., mom. - JIB, 6p. 28 ot 2021 1.) B mpunoxenusara na I1JIC mo an. 2, T. 1 - 3 ce
nocousat: ATC ko, MexxayHapoHO HenareHTHO HaumeHoBaHue (INN), HaumeHoBaHue
Ha JICKapCTBEHUS MPOJAYKT, JieKapcTBeHaTa (opMa M KOJIMYECTBOTO HAa AKTUBHOTO
JIEKapCTBEHO BEIIECTBO, OKOHYATEJIHA OIAKOBKA, IMPUTEXKATEI HA pa3peleHUETO 3a
ynotpe6a, JI/I/l/TepaneBTyueH Kypc/KOHIIEHTpalus/o0em, menara mo wi. 261a, ain. 1 ot
3JIIIXM, pedepeHTHa CTOHHOCT, CTOWHOCT 3a OIAKOBKA, HM3YMCIeHAa Ha 0Oa3zata Ha
pedepeHTHa CTOMHOCT, HUBO Ha 3aIulalljaHe Ha JIEKapCTBEHUS MPOAYKT, TepareBTHYHU
NoKa3aHusg H 3a00JsIBaHUS 1O MEXIyHapoAeH koja Ha 3abomsBanusta (MKB),
MIPOU3BOIUTEI/TIPOU3BOIUTENN, HHPOpPMAIMS 3a OrpaHHuYEHHUsATa B HayMHA Ha
NpEINUCBaHe MPH PA3MYHA WHIUKAIMH, HAMOHAJICH HOMEp 3a HMIASHTU(UKaus Ha
JIEKapCTBEHUSI MPOJIYKT U JOMBIHUTENHA HHPOPMAITHS.

(4) (U3m. - [IB, 6p. 26 ot 2019 ., B cuna ot 01.04.2019 r.) 3a nexapcTBeHuTe
NPOAYKTHU pedepeHTHaTa CTOMHOCT ce ompeness Ha 06a3aTa Ha ompeneieHa AeuHUpaHa
JTHEBHA /1032 WIM TEPANEBTUYEH KYpC, UM KOHIIEHTpALUs, U 00eM.

(5) (HoBa - IB, 6p. 28 ot 2021 1.) [I03UTUBHUSAT JIEKAPCTBEH CIIMUCHK ChIBPKA
uH(pOpMals OTHOCHO BMJIa Ha JIEKAPCTBEHUS MPOIYKT, ONpPEAEICH B MpOLeaypara 1o
pazpemiaBaHeTo My 3a ynorpeba. Mudopmanusta 3a Buaa Ha J€KapCTBEHUS MPOAYKT Ce
npencrass oT MAJI B 7-1HEBEH cpok OT OCTHIIBAHETO HA 3alIUTBAHE OT cTpaHa Ha CbBeTa
3a BCEKH KOHKPETEH JIEKAPCTBEH MPOIYKT.

Un. 7. (1) CbpBeThT MOAIBPKA U aKTYAIU3UPA MyOIMYHUTE PETUCTPH Ha!

1. neHuTe Ha JEKapCTBEHUTE MPOAYKTHU O Wi 2, al. 1;

2. IEHUTE Ha JEKapCTBEHUTE MIPOAYKTH 110 4. 2, aj. 3;

3. ICHUTE HA JIEKAPCTBEHUTE MPOAYKTHU IO WI. 2, aj. 4;

4. (oBa - JIB, Op. 28 ot 2021 r.) HallMOHATHUTE HOMEPA 32 UACHTUPUKAIISL
Ha JIEKAPCTBEHUTE MPOTYKTH.

(2) CoBeThT MoAIBpIKa U akTyanu3upa [103UTUBHUS TE€KapCTBEH CITUCHK.

(3) Peructpute mo an. 1 u IIJIC ce o0sBABaT Ha MHTEPHET CTpaHMIIATA HA
CoBera.

(4) (Ot™m. - 1B, 6p. 26 ot 2019 1., B cruta ot 01.04.2019 1.)

(5) (M3m. - JIB, 6p. 26 ot 2019 r., B cuma ot 01.04.2019 r.) CwBeThT
nyOJuKyBa Ha WHTEPHET CTpaHHUIaTa CH HMHQOpMaIUsg 3a IbPKaBHUTE WHCTUTYIIUH,
OTTOBOPHU 3a IIEHOOOpa3yBaHETO W PEUMOYpCHpPaHETO, U HOPMATHBHUTE aKTOBE Ha
JIbPKABUTE WICHKH MO wi. 8, an. 1, T. 1, KakTO W MHTEPHET aJgpecuTe, Ha KOUTO CE
MyOIMKYyBAT [IEHUTE Ha JIEKAPCTBEHUTE MPOTYKTH.

(6) (HoBa - 1B, Op. 26 ot 2019 1., B cuna ot 01.04.2019 r.) CeBerhT
nyOIMKyBa HA UHTEPHET CTpAHUIATa CH pPe3lOMeTa Ha JIOKJIaAu 3a OIEHKA Ha 37paBHUTE
TeXHoJoruMu. Jloknmanure 3a OIEHKa Ha 3JpaBHUTE TEXHOJOTMUM Morar Ja Obaar
nyOMMKYBaHHU CaMO CJIe/l IPEIOCTaBeHO MUCMEHO ChIVIAaCHe OT ChOTBETHHUS MPUTEKATEI
Ha pa3pelIeHueTo 3a ynorpeda Ha OLICHSIBaHUs JIEKAPCTBEH MPOIYKT.



Ui. 7a. (Hos - JIB, 6p. 28 ot 2021 1.) (1) (U3M™. - JIB, 6p. 66 ot 2025 ., B cuina
ot 12.08.2025 r.) IIputexaren Ha pa3pemieHHe 3a yHnorpeda WM HErOB YII'BIHOMOIIEH
npezcraBuTen nojasa 10 ChBeTa yBenomieHHe O oOpasel, yrBbpaeH orT ChbBera, 3a
HaMEpeHHe 3a Ioj1aBaHe Ha 3asBieHue 3a BkiaouyBane B [1JIC Ha yiekapcTBEH MPOIYKT,
NPUHAICKAN] KbM HOBO MEXKIYHApOJHO HEMATEHTHO HAaUMCHOBAHHE, 33 KOWTO IIE ce
M3BBPIIN OLICHKA Ha 3/IpaBHUTE TEXHOJOTUU ChI1acHo wi. 30a.

(2) (U3m. - 1B, 6p. 66 ot 2025 1., B cuia ot 12.08.2025 r.) YBeqoMICHHETO
1o ajn. 1 ce moxasa B CpoK He MO-KbCHO OT 10 1HU ciel mojiaBaHe Ha 3asiBIEHUE 110 4. 6
ot Pernament (EO) Ne 726/2004 u cbabprka nHGOpMAIIUATA, TOCOUCHA B IIPUIIOKEeHHE No
1.

(3) CeBerhT MyONMHMKYBa €XKErOJAHO HAa MHTEPHET CTpaHMIIATa CU 000O0IIeHa
uHOpMaLUs 32 JIGKAPCTBEHUTE MTPOAYKTH, 32 KOUTO € MOJIaICHO YBEeIOMIICHHE I10 all. 1.

I'naBa BTOpA.
OBPA3YBAHE HA IEHA HA JIEKAPCTBEH ITPOAYKT, BKJIFOUBAH
B ITO3NTUBHUA JIEKAPCTBEH CIINCBHK U 3AIIJIAIIIAH C
HNYBJINYHU CPEACTBA

Uin. 8. (1) Llenara Ha nexkapcTBeH mpoaykT, BkiatouBaH B [1JIC u 3amnamnian ¢
myOJIMYHU CPENCTBA, ce 00pa3yBa OT CIEIHUTE €JIEMEHTHU:

1. (u3m. - JIB, Op. 26 ot 2019 1., B cuna ot 01.04.2019 r., u3m. - /1B, 6p. 12 ot
2026 r., B cuna ot 01.01.2026 r.) nmeHa Ha MPOU3BOJUTEN, KOATO HE MOXKE Ja ObJe IM0-
BHCOKA OT CTOMHOCTTAa B €BPO Ha Hall-HUCKAaTa II€Ha Ha MPOW3BOJMTEN 3a CBHIIHSI
JeKkapcTBeH npoaykt B benrus, I'spuus, Mcnanus, Uranus, JlatBus, Jlursa, PymbHus,
CrnoBaxusi, Cnoenus u @panuus;

2. (u3m. - 1B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) naxbaBka 3a
THPTOBEII Ha PO B pa3mep 7, 6 1 4 Ha CTO OT 3asiBeHaTa 110 T. 1 11eHa chboOpa3HO KpUTEPHS,
oIpezeseH B ui. 9;

3. (m3m. - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) HagbaBka 3a
Thprosel Ha ApeOHo B pa3mep 20, 18 u 16 Ha cTo OT 3asBeHaTa mo T. 1 1[eHa choOpa3HO
KpUTEpHUs, ONpesiesieH B ul. 9.

(2) Llenara Ha nexkapcTBEeH MpOAyKT, BKiIouBaH B [1JIC, ce uzuucnssa kato
cOop ot eneMeHTUTe 10 . 1, T. 1, 2 U 3 U JaHBK BbPXY J0OaBeHATa CTOWHOCT.

(3) (M3m. u mom. - IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., ot™m. - /1B,
Op. 26 ot 2019 1., B cuna ot 01.04.2019 1.)

(4) (M3m. - [IB, 6p. 92 o1 2014 1., B cuna ot 07.11.2014 r., uzm. - 1B, 6p. 26
ot 2019 r., B cuna ot 01.04.2019 r.) Koraro 3a nekapcTBeH IpOAYKT HE MOXe Ja Oble
HaMepeHa IIeHa Ha MPOW3BOAMUTEN 32 CHIIHS JEKAPCTBEH MPOAYKT B CTPAHUTE, TOCOUYCHU
B ain. 1, T. 1, 3asBeHara 1ieHa HA MPOW3BOJIUTEN HE MOXKE Ja ObJie TO-BUCOKA OT Hai-
HUCKAaTa IIeHa Ha MPOU3BOAUTEN/TIPOU3BOAUTEIM, BIMCAH/BIIMCAHU B Pa3pelIeHUETO 3a
ynotpeba/pemenrneto Ha EBponeiickara komucusi, uzaazaeHo mo peaa Ha Permament (EO)
Ne 726/2004 na Espomneiickuss mapnament u Ha CwBera or 31 mapr 2004 r. 3a
yCTaHOBSIBaHE Ha mporeaypu Ha OOIHOCTTA 3a pa3pelniaBaHe U KOHTPOJI Ha JICKapCTBEHU
MPOJYKTH 32 XyMaHHA U BeTepUHAapHa yroTpeda u 3a ch3aBaHe Ha EBponeiicka areHuus
no sekapcerBara (OB, L 136 ot 30 anpun 2004 r.), Ha JeKapcTBEH NPOAYKT ChC CHIIOTO



MEXIYHapOJAHO HEMaTeHTHO HaMMEHOBaHUE, JieKapcTBeHa ¢opMa, KOJIMYECTBO Ha
AKTHUBHOTO BEILIECTBO B JI030Ba €AMHUIIA B CTpaHUTE 1o aji. 1, T. 1.

(5) (Homa - 1B, 6p. 92 ot 2015 r., B cuna ot 01.01.2018 1., ©3M. OTHOCHO
BnIu3aHeTo B cwia - JIB, Op. 74 or 2016 r., B cuna ot 01.09.2016 r., u3M. OTHOCHO
BIIM3aHeTo B cuia - /B, 6p. 2 or 2017 1., B crita ot 01.01.2017 1., ©3M. OTHOCHO BIIM3aHETO
B cuna - JIB, 6p. 8 or 2017 r., m3m. - 1B, 6p. 94 ot 2018 r., u3m. - IB, 6p. 26 or 2019 1.,
B cuita oT 01.04.2019 r.) KoraTo 3a n1ekapcTBEeH MPOIYKT HE MOXKe J1a ObJIc HAMEepeHa IieHa
Ha MIPOU3BOUTEI 32 ChILUS JIEKAPCTBEH MPOAYKT B CTpaHUTE 1o aj. 1, T. 1, KakTo u 11eHa
Ha MPOU3BOUTEIN CHIJIACHO all. 4, 3asiBEHATa [IeHa Ha MPOU3BOAUTEN HE MOXe J1a Obj1e 1o-
BHCOKAa OT Hal-HHUCKaTa IIeHAa Ha MPOU3BOJUTEN HA JIEKAPCTBEH MPOIYKT ChC CHIIOTO
MEXIYHapOJAHO HEMaTeHTHO HaMMEHOBaHUE, JieKapcTBeHa (opMa, KOJUYECTBO Ha
AKTUBHOTO BEIIECTBO B J030Ba €AMHMIIA, KOWTO Ce CUMTA 32 peepeHTeH Mo CMHCHIA Ha
yi1. 28 ot 3JIIIXM wu e BxiroueH B [1JIC.

(6) (Homa - JIB, 6p. 26 ot 2019 1., B cmta ot 01.04.2019 r., otm. - 1B, Op. 28
ot 2021 r., HoBa - [IB, Op. 66 oT 2025 1., B cuma ot 12.08.2025 r.) Llenara Ha mpou3BOAUTEN
1o ajt. 4 u 5 ce U34UMCIABA 110 METO/IMKa, NpueTa ¢ pewmeHue Ha CbBera, U ce myOIuKyBa
Ha ounMaIHaTa HHTEPHET cTpaHula Ha ChbBeTa.

(7) (Homa - JIB, Op. 26 ot 2019 1., B cuna ot 01.04.2019 r.) llena Ha
MPOU3BOAUTEN B cTpaHuTe 1o aji. 1, 1. 1, an. 4 - 6 e:

1. nenara, oOsiBEHa 3a I[eHA HAa TIPOM3BOJAUTEI U OMOBECTEHA OT ChOTBETHUTE
JIbPYKABHU MHCTUTYIIMH, BKIIFOUNTEIHO HA UHTEPHET aJIPECUTE, HA KOUTO C€ IMyOJIMKYyBaT
[ICHUTE Ha JICKapPCTBEHUTE MPOAYKTH, 1/ B 6a3zata nanau EURIPID Collaboration;

2. (mom. - JIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) nenara, u34ucieHa
Bb3 OCHOBA Ha HOpMaTHBHATa ypeada Ha IbpKaBuTe 1Mo ail. 1, T. 1, B ciyyaute, B KOUTO
JIbPKABHUTE MHCTUTYLIUU Ca OMOBECTHJIM II€Ha Ha THPIrOBEll Ha eIpo/IpeOHO u/miu e
omoBecteHa B 6azara qanaun EURIPID Collaboration.

Un. 8a. (Hos - 1B, 6p. 62 ot 2016 1.) (1) (U3Mm. - IB, 6p. 26 o1 2019 1., B cuiia
ot 01.04.2019 r.) [Ipu mpoBepka Ha 1I€HATa HA MPOU3BOAMUTEN IO WI. § HA JIEKAPCTBEH
npoayKT CHBETHT U3MOJ3BA MYOIMKYBAaHUTE OT AbP)KaBHUTE MHCTUTYLIUHU 1IEHU, KAKTO U
uHpopmanuara ot 6azara ganuu o CropazymeHnuerto 3a cbBmectHa jaetHoct EURIPID
Collaboration (Cnopazymenne 3a CbhbBMECTHa JIEHHOCT MO OTHOIICHHE Ha
11IeH000pa3yBaHETO U peUMOYPCUPAHETO Ha JICKAPCTBEHU MTPOIYKTH ).

(2) IIpu pasmuHaBaHe Ha LIEHUTE, MyOIMKYBaHH OT ChOTBETHATA AbP)KaBa, U
Te3M B 0azara qanuu no Crnopaszymenueto 3a cbBMecTHa feiiHocT EURIPID Collaboration
ce B3eMa Mo-0JIaronpusiTHaTa 3a 3asiBUTENA [[eHa.

(3) (Homa - 1B, 6p. 102 ot 2017 r.) Koraro mpu npoBepkara 1o ai. | 1ena Ha
MPOU3BOJIUTEN 3a JIEKAPCTBEH MPOAYKT/IEKApPCTBEHU MPOIYKTH CE YCTAaHOBH CaMO B
Oazara nmanHu no Cnopasymennetro 3a chBMectHa neiHocT EURIPID Collaboration,
[[eHaTa c€ B3eMa MpEeABUJ Clie[] TMOTBBPKIACHHE OT JbpKaBHaTa MHCTUTYLUS Ha
ChOTBETHATA JbpKaBa.

Y. 9. (1) (U3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., uzm. - /1B,
op. 12 o1 2026 1., B cruta ot 01.01.2026 1.) B ciy4aii ye 3asiBeHarta 1ieHa Ha MPOU3BOIATEN
e 10 5,11 eBpo, pa3MepbT Ha HAI0OABKHUTE 32 THPTOBEIl HAa €pO U 3a ThProBell Ha APEOHO,
KOHUTO ce 100aBsIT KbM Hesl, € choTBeTHO 7 1 20 Ha cTO.

(2) (M3m. - 1B, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., usm. - IB, 6p. 12
ot 2026 r., B cuia ot 01.01.2026 r.) B cnydaii ye 3asiBeHaTa 1eHa Ha TIPOU3BOAMTEI € B



rparuimTe ot 5,12 eBpo a0 15,34 eBpo, pasMepbT Ha HaI0ABKUTE 32 THPrOBEIl HA €IPO U
3a ThpProBell Ha ApeOHO, KOUTO ce J00aBIT KbM Hes, € ChOTBETHO 6 U 18 Ha cTo.

(3) (U3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 1., u3m. - JIB, Op. 12
ot 2026 1., B cuna ot 01.01.2026 r.) B cinyuaii e 3asiBeHaTa 1ieHa Ha IPOU3BOAUTEI € HAJ
15,34 eBpo, pa3MepbT Ha HaJOABKUTE 3a THProBEI] Ha €IPO U 3a THProBel Ha ApeOHO,
KOUTO Ce J0OaBAT KbM Hesl, € ChOTBETHO 4 Ha CTO, HO He ToBeue oT 5,11 eBpo, u 16 Ha cTO,
HO He noBeue oT 12,78 eBpo.

I'naBa Tpera.
OBPA3YBAHE HA IIPEJEJIHA IEHA HA JIEKAPCTBEH ITPOAYKT,
OTITYCKAH I10 JIEKAPCKO INPEAIIMCAHME 110 4JI. 2, AJL. 3

Ui 10. (1) [Ipenennara 1ieHa Ha JIeKapCTBEH MPOAYKT, OTITYCKAH I10 JIEKAPCKO
npenanucanue, kouto He e BkitodeH B [IJIC, ce o6pa3yBa OT clieiHUTE €IeMEHTH:

1. (u3m. - JIB, Op. 26 ot 2019 1., B cuna ot 01.04.2019 r., u3m. - /1B, 6p. 12 ot
2026 r., B cuna ot 01.01.2026 r.) neHa Ha TPOU3BOAMUTEN, KOATO HE MOXE J1a OBJIE IM0-
BHCOKA OT CTOMHOCTTAa B €BPO Ha Haill-HUCKATa II€Ha Ha MPOU3BOAMTEN 3a CBHIIHI
JeKkapcTBeH npoaykr B benrus, I'spuus, Mcnanus, Uranus, Jlateus, Jlutea, PymbHuS,
CnoBaxusi, CnoBenus u @panuus;

2. (m3m. - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) manbGaBka 3a
THProBeI] Ha €1po B pa3mep 7, 6 win 4 Ha CTO OT 3asBeHara mo T. 1 meHa cho0pa3Ho
KpUTEpHS, onpeiesieH B Wi. 11;

3. (mwam. - JIB, 6p. 26 ot 2019 1., B cuma ot 01.04.2019 r.) HambaBka 3a
ThproBell Ha ApeOHo B pazmep 20, 18 unu 16 Ha cTo oT 3asBeHara 1o T. 1 1eHa cro0pazHo
KpuUTepus, onpeaesneH B wi. 11.

(2) Ilpenennara 1eHa Ha JEKapCTBEH MPOAYKT C€ U3YHUCIABA KaTo cOOp OT
enemeHTuTe 1o ain. 1, T. 1, 2 u 3 u JaHBK BHPXY H00aBEHATa CTOMHOCT.

(3) (M3m. - [IB, 6p. 92 o1 2014 1., B cuna ot 07.11.2014 r., u3m. - 1B, 6p. 26
ot 2019 1., B cuna ot 01.04.2019 r.) llena Ha nmpou3BoauTeN B cTpanute mo ai. 1, 1. 1 e:

1. menara, oOsiBeHa 3a IieHa HA MTPOU3BOUTEN U OMOBECTEHA OT ChOTBETHUTE
I'bP’KaBHU UHCTUTYIIUH, BKIIOYUTEITHO HA UHTEPHET aJIPECUTE, Ha KOUTO CE€ MyOJIMKYBaT
LICHUTE Ha JeKapCTBeHUTE NPOoayKTH, u/uiu B 6a3ara ganau EURIPID Collaboration;

2. (gom. - JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) ueHara, u3uucieHa
B3 OCHOBA Ha HOpPMAaTHBHATa ypeada Ha AbpkaBUTe 1o al. 1, T. 1, B ciiy4auTte, B KOUTO
IbPKaBHUTE MHCTUTYIIUM Ca OMOBECTHJIM II€HA HAa THPTOBEIl HA €Ipo/IpeOHO W/Uiu €
onoBecteHa B 6azara qanau EURIPID Collaboration.

Un. 11. (1) (U3m. - B, 6p. 26 o1 2019 1., B cuna ot 01.04.2019 r., uzm. - /1B,
op. 12 o1 2026 1., B cruta ot 01.01.2026 1.) B ciiydait ue 3asiBeHara 11eHa Ha MPOU3BOIUTEN
e 110 5,11 eBpo, pa3MepbT Ha HaI0aBKUTE KbM Hesl 3a ThProBell Ha €Apo U 3a ThProBell Ha
npebHo e choTBeTHO 7 1 20 Ha CTO.

(2) (M3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., usm. - IB, 6p. 12
ot 2026 r., B cuia ot 01.01.2026 r.) B cinydaii ye 3asiBeHaTa 1ieHa Ha IPOU3BOAUTEI € B
rpanunure ot 5,12 eBpo a0 15,34 eBpo, pazMepbT Ha HaZi0ABKUTE KbM Hes 32 ThProBell Ha
€Ipo ¥ 3a THPToBell Ha JpeOHO € ChOTBETHO 6 1 18 Ha cTo.



(3) (U3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 1., u3m. - JIB, Op. 12
ot 2026 1., B cuna ot 01.01.2026 r.) B cinyuaii e 3asiBeHaTa 1ieHa Ha IPOU3BOAUTEI € HAJ
15,34 eBpo, pasmepbT Ha HaJ0AaBKUTE KbM HEs 32 ThProBell Ha €ApO U 3a ThpProBell Ha
IpeOHO € ChOTBETHO 4 Ha CTO, HO He ToBeue oT 5,11 eBpo, u 16 Ha CTO, HO HE TIOBEYE OT
12,78 eBpo.

i 12. (1) (U3m. - B, 6p. 26 ot 2019 r., B cuia ot 01.04.2019 r.) IIpu
MPUTOTBSHE HA JIGKAPCTBEH MPOAYKT IO MarucTpayiHa U QapmakomneiiHa perentypa B
afnTeka HE ce HavMcisiBa Hal0aBKa BBPXY CTOWHOCTTA Ha BIIOXKCHUTE JICKAPCTBEHHU
BEIIECTBA, TOMOITHUTE BEIIECTBA M OMAKOBKATA.

(2) LlenuTe Ha JEKApCTBEHHTE MPOAYKTH, NMPUTOTBSIHUA MO MAarucTpaiHa W
(dapmakorneiina penenTypa B anrteka, ce ONMpeaeAT ¢ akT Ha PbKOBOJUTENS Ha anTeKara,
KOMTO ce 00sBsIBa Ha BUJHO MSCTO B 3/IDABHOTO 3aBE/ICHUE.

(3) (U3m. - IB, 6p. 12 o1 2026 1., B cuna ot 01.01.2026 r.) B nienara mno an. 2
Ha BCEKH JICKAPCTBEH MPOAYKT I10 MarucTpaiHa u (hapMakoIeifHa perenTypa ce BKIIoYBa
U cyma B pa3mep 1,28 eBpo 3a Oka3aHaTa OT Thproaeua Ha IpeOHO (papMaleBTUYHA yCIIyra
10 OTITYCKAHE Ha JICKAPCTBEHHUSI TPOIAYKT.

I'naBa yerBBpTA.
YCJOBUS U PEJl 3A PET'YJIMPAHE HA IIPEJIEJTHUTE HEHU HA
JIEKAPCTBEHUTE ITPOAYKTH 110 YJI. 2, AJL. 3

Un. 13. (1) (M3m. - [AB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r.) 3a
oOpa3yBaHe Ha IpeJeliHa LieHa Mo 4Wi. 2, ajl. 3 NpUTEeXaTeNIAT Ha pa3pelleHHeTo 3a
ynotpe0da UM yI'bJIHOMOIIEH HErOB IPEICTaBUTEN 10/aBa 3asBICHHUE 3a 00pa3yBaHe Ha
npejieNHa lieHa ChIJIacHO oOpasel], yIBbpaeH oT ChbBera.

(2) B zasBinenuero mo an. 1 ce mocouBa ILieHaTa MO €JIEMEHTH ChOOPa3HO
npaBujaTa, Noco4eHu B ui. 10.

Un. 14. (1) KeMm 3asBnenuero mo wi. 13, an. 1 ce npunarar:

1. xomue OT pa3pelieHue 3a ynorpeda Ha JIEKApCTBEHUS! MPOAYKT ChIJIACHO
usuckBanuaTa Ha 3JIIIXM, koraro paspemnieHuero 3a ynorpedba e u3ajeHo Mo peaa Ha
Pernament (EO) Ne 726/2004, Ilpunoxenue I "KpaTka xapakrepucTuka Ha Mpoaykra'",
[Tpunoxxenne II "llpurexaren Ha pa3pelIeHHETO 3a IPOU3BOJACTBO, OTIOBOPEH 3a
0CBOOO’KJaBaHe Ha MapTUAU. Y CJIOBHS Ha pa3pelieHneTo 3a ynorpebda" u Ilpunoxenue 11
"O3HaueHUs] BbpPXY OIAKOBKATa M JHMCTOBKAaTa'; MPUIOKEHUATA CE€ MPEACTaBiAT Ha
€JIEKTPOHEH HOCHUTEIT;

2. nHpopMalrs OTHOCHO eIMHHUS UICHTU()UKAMOHEH KOl Ha APYKECTBOTO
WM KOOTIepalusITa OT ThPrOBCKUS PETUCTHP, a 3a APY>KECTBATa, PETUCTPUPAHH B IbPKaBa
- wieHKa Ha EBpomnelckus Ccbl03, WIM B JIbpkaBa - crpaHa 1o CHopa3yMEHHMETO 3a
EBpomneickoTo HMKOHOMMYECKO MPOCTPAHCTBO - KOIMKE OT JOKYMEHT 3a akTyallHa
perucTpanys Mo HalMOHAJIHOTO 3aKOHOAATEJCTBO, U3JaJ€H OT KOMIIETEHTEH OpraH Ha
ChOTBETHATa AbprKaBa Ha Jumara no wi. 13, ai. 1 He Mo-KbCHO OT 6 Mecena npeau
[10/1aBaHE Ha 3asBJICHUETO;



3. U3pUYHO HOTAPUATHO 3aBEPEHO IMBJIHOMOIIHO, B CIIy4ail 4e 3asBJIEHUETO CEe
nojaBa OT NPEACTABUTENl Ha MPUTEKATENs Ha pa3pelIeHUuEeTo 3a YmoTpebda; Korarto
II'BJIHOMOIITHOTO He € u3/AajeHo B PenmyOnnka bbirapus, 3a chII0TO ce MpeacTaBs MPeBol
Ha OBJTapcKU €3WK, HW3BBPIICH OT MPEeBOJa4, KOWTO HMa CKIIOYEH JOTOBOp C
MuHHCTEpCTBOTO Ha BHHITHUTE pabOTH 3a U3BBPILIBaHE HA O(QUILIMATHY IPEBOJIU;

4. nokaszaTeicTBa OTHOCHO IPEJCTABUTEIIHATA BJIACT HA JIUIETO, MMOJITUCAIO
'BJIHOMOIITHOTO 110 T. 3;

5. (m3m. - /IB, 6p. 92 ot 2014 1., B cuma ot 07.11.2014 1., u3m. - /IB, 6p. 28 ot
2021 r.) nexnaparus-crpaBka 1Mo oopaser, yrBbpieH oT CbBeTa, OTHOCHO IIeHaTa Ha
MIPOU3BOUTEI HA JIEKAPCTBEHUS NMPOAYKT B ChOTBETHATA BaJyTa U €BPO B IBbPKABUTE 110
1. 10, an. 1, 1. 1;

6. (m3m. - 1B, Op. 28 ot 2021 r.) TOKyMEHT 3a IUIaTeHa Abp>KaBHA TaKca.

(2) (U3m. - 1B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) Lienute Ha
MIPOM3BOIUTEIT B ISKJIapalusi-clipaBKara 1mo ai. 1, T. 5 TpsOBa ja ca KbM JaTa B Mecela Ha
M0JIJaBaHe Ha 3asBJICHUETO 1o 4wi. 13, an. 1.

(3) Pazpewenuero no an. 1, T. 1, kakro u npunoxxenus I, II u Il kbm Hero ce
MPEJICTaBAT U B MPEBOJI HA OBJITapCKU €3UK.

(4) (U3wm. - [IB, 6p. 92 o1 2014 1., B cuma ot 07.11.2014 r., uzm. - /1B, 6p. 26
ot 2019 r., B cria ot 01.04.2019 r., usm. u nmon. - JIB, 6p. 66 ot 2025 r., B cuia oT
12.08.2025 r.) 3a nekapcTBEH MPOAYKT, MOJIYUYUII pa3pelieHUe 3a MapajiesieH BHOC WIN
yBEeJIOMJICHHE 3a ITapajesiHa TucTpuOyuus ot EBponeiickaTta areHuus o jgekapcrBara, npu
HAIMYUE HA SIHAKBB WU TOJO00EH JIeKapCTBeH MPOMyKT mo wi. 214 ot 3JIIIXM c
yTBbpeHa oT ChBeTa Mpe/ieiHa 1IeHa UITH [IeHa 10 Wil. 8 ce mpuiiara chIlara Uil Ho-HUCKa
[I€HA, U3YHCIIEHA B CbOTBETCTBHE C KOJIMYECTBOTO aKTUBHO BEIIECTBO B J030Ba AMHUIIA,
cle]l MMo/JaBaHe HAa M3PUYHO MUCMEHO 3asBieHHE MO oOpasel, yrBbpAeH oT ChbBeTa, OT
NPUTEXKATENII HAa Pa3pelICHUETO/yBEIOMIICHHETO 33 TapajielieH BHOC/mapajeiTHa
TUCTPUO YIS

(5) (Homa - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r., oM. ¢ Pemenue
Ne 9346 ot 18.06.2019 r. Ha BAC - JIB, 6p. 58 ot 2019 1., B cuna ot 23.07.2019 1., HOBa
- B, Op. 28 or 2021 r.) Kem 3agBreHuero mno ai. 4 ce mnpuiaratr
pa3pelieHneTo/yBeJOMICHHETO 3a TapajielieH BHOC/mapajenHa JIUCTpUOylnus W
JTOoKymMeHTuTe o ain. 1, 7.2 -4 u 6.

(6) (Hosa - /IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., ot™. ¢ Pemenue
No 9346 ot 18.06.2019 r. na BAC - 1B, 6p. 58 ot 2019 r., B cuna ot 23.07.2019 r., HOBa
- 1B, 6p. 28 ot 2021 1., mom. - IB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3asBeHnara
[IeHa Ha JIEKApCTBEHUSI MPOAYKT IO ajl. 4 He MOXKe J1a ObJie MO-BUCOKA OT YTBHP/ICHATA OT
CbBera npejienHa [ieHa WIH [IeHa 10 Wi. 8 Ha €THAKBHSI WIH MTOJ00EH JeKapCTBEH MPOIYKT
o ui. 214 ot 3JIITXM.

(7) (Hosa - IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., ot™. ¢ Pemenue
No 9346 ot 18.06.2019 r. na BAC - JIB, 6p. 58 ot 2019 r., B cuna ot 23.07.2019 r., HOBa
- 1B, 6p. 28 ot 2021 r.) 3a nexkapcTBEHUTE MPOIYKTH 10 al. 4 ce mpujaraT pa3nopeaoure
Ha wiI. 15 - 18.

(8) (Hosa - JIB, 6p. 26 ot 2019 1., B cuiia ot 01.04.2019 r., uzm. - 1B, 6p. 28
ot 2021 r., u3m. - [IB, 6p. 66 ot 2025 r., B cruta ot 12.08.2025 r.) ChBeTHT Ci1y)KeOHO
HaMaJIsgBa Mpe/ieJTHaTa [[eHa Ha JICKApCTBEH MPOAYKT, TIOTYUHII pa3pelleHue 3a apaeieH
BHOC WM YBEJIOMJICHHE 3a TapayeiHa auctpuOynus oT EBpomeiickara areHumsi 1mo
JeKapcTBara, mpu oOpa3yBaHe Ha MO-HUCKA WU HAMaJIABaHE HA MpeJeliHaTa I[eHa WIH



[IeHaTa Mo Wi. 8 Ha €IHAKBHSI WUIM IMOJ00CH JIEKapCTBEH MPOAYKT 1o 4wi. 214 ot 3JITIXM.
CbBeTHT yBEIOMSIBA IPUTEKATENS HA pa3pelIeHUE 32 MapajelieH BHOC WIH YBEIOMIICHUE
3a TMapajellHa JUCTPUOYLHs 3a 3alo4yBaHe Ha aJIMHHHCTPATHUBHOTO IPOM3BOJACTBO 3a
ciy)xeOHO HaMaJsiBaHEe Ha MpejeiHaTa IIeHa.

Ui 15. (1) B 30-1HeBeH cpok OT naTaTa Ha IoJaBaHe Ha 3asBJIeHUETO ChBETHT
pasriex/ia 3asiBJICHUETO U MPUII0KEHUTE KbM HETO IOKYMEHTH U B3€Ma PEIlICHUE, C KOETO
YTBBPIKJIaBa WM OTKa3Ba Jia YTBBPAM MPE/ISITHA [IEHA Ha JICKAPCTBEHUTE MPOAYKTH I10 YJI.
2, ai. 3.

(2) B ciy4aii e moaaieHOTO 3asBJICHHE 32 00pa3yBaHe Ha MpeJeIHa IieHa Ha
JIEKapCTBEH MPOAYKT HE OTroBaps Ha M3MCKBaHUATA Ha 4. 14, CpBeThT UMa IpaBo Aa
W3UCKAa OT 3asBHUTENII OTCTPaHSABAaHE HA HEMBJIHOTUTE W HEIOCTAaTBIUTE B
JIOKYMEHTAIUATa, KAKTO U JOIBJIHUTEIHA nHpopManus. B To3u cimy4ail cpokbT mo an. 1
crigpa Ja Teue A0 JaraTa Ha OTCTpaHsBaHE Ha HEMBJIHOTUTE W HEAOCTATHIUTE B
JIOKYMEHTAIUSATA.

(3) B cayuaii ye B cpok g0 30 AHM OT JaTaTa Ha yBEIOMSIBAaHETO MO aj. 2
3asBUTEIISAT HE OTCTPaHU KOHCTaTUpaHuTe OT ChBeTa HEMBJIHOTH WJIM HEIOCTATHIU WU
HE MpeCTaBU AOMBIHUTENHA HH(OPMaLIKs, IPOIIelypaTa 1o YTBbpKIaBaHe Ha IpeesIHa
[IeHa Ha JICKaPCTBEH MPOJIYKT, OTIIYCKaH MO JIEKAPCKO MPEANICaHue, Ce MpeKpaTsBa.

(4) CoBerbT yBemoMsiBa MHCMEHO 3asBUTENS 3a IHPEKpaTABAHETO Ha
nporeaypara mo ai. 3.

Ui 16. (1) 3a BcAKO MOCTHIIUIIO 3asBJICHUE 32 0O0Opa3yBaHe Ha IMpeeiHa [IeHa
Ha JICKQPCTBEH MPOAYKT CE M3TOTBS IOPUANYCCKA M NKOHOMHUYECKA OLEHKA OT €KCIIEPTH
OT JUPEKIHS B ClIeMaIN3upanara aiMuaucTpamnus Ha CrBera.

(2) (U3m. - JIB, Op. 92 or 2014 r., B cuia ot 07.11.2014 r.) Exkcneprure
U3BBPINBAT TPEABAPUTEIICH TMperiie]l Ha 3asdBICHHUATA HW MNpUApPYKaBam@ara TH
JOKYMEHTAIUsl ¥ M3TOTBST MO BCAKO 3asBIIEHUE CTAHOBHINE MO OOpasel], yITBbPAECH OT
CsuBera. [I6pBO ce M3BBpIIBA FOPUINICCKA OIIEHKA, a CJIE/I TOBA - UKOHOMHUYECKA OIICHKA.

(3) (U3m. u gom. - JIB, Op. 92 ot 2014 r., B cuma or 07.11.2014 r.)
OrnpenenieHusIT OT TIpeiceaTeNs 3a JoKIaauuK wieH Ha CbBeTa 0000111aBa eKCIIEPTHUTE
CTaHOBHIIA U U3TOTBS €KCIIEPTEH OKIIA] [0 o0pasell, yTBbp/ieH oT ChBeTa B CeIeMIHEBEH
CPOK OT ITOJTy4aBaHe Ha CTAHOBHIIATA 32 BCAKO 3asBIICHHE.

Un. 17. (1) Pemennero na ChbBeTa 3a yTBbpXKIaBaHE HA MpeJeHa 1eHa Ha
JIeKapCTBEHMS MIPOAYKT ChIbpiKa:

1. (ot™. - IB, 6p. 26 ot 2019 1., B cuia ot 01.04.2019 1.)

2. MEXyHapOAHO HEMATEHTHO HAUMEHOBaHME Ha JIEKapCTBEHUS TPOAYKT;

3. (mom. - JIB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) perucrpanoHeH
HOMEp, BIMCAaH B pa3pelIeHHeTo 3a ynorpela/pa3pelieHHeTo 3a  mnapajeneH
BHOC/YBEIOMJICHHETO 3 MapajieiiHa TUCTPUOYIINS;

4. HaMEHOBaHUE Ha JIEKApCTBEHHUS IPOYKT;

5. nmekapctBeHa ¢opMa ¥ KOJMYECTBO HA AaKTHBHOTO BEIIECTBO B
OKOHYaTeJIHaTa OIIaKOBKa,

6. (morm. - /1B, Op. 66 o1 2025 1., B cruta ot 12.08.2025 r.) uMe Ha npuTex)KaTes
Ha pa3pelIeHneTo 3a ynoTpeda/mpuTekaTesns Ha pa3pelieHHeTo 3a napajeieH BHOC WU



YBEIIOMJICHHETO 3a IapajeiiHa TUCTPUOYIHS U Ha MPOU3BOJAUTEIIS/TIPOU3BOAUTEIINTE HA
JICKapCTBEHUS MTPOTYKT;

7. yTBBpICHA TMpeleliHa IICHAa Ha JICKApPCTBEHHS MPOAYKT IO EJIEMEHTH
ceritacHo wi. 10, an. 2.

(2) Otka3bt Ha ChBETa 12 YTBBP/IU MPEICITHA [IEHA HA JICKAPCTBEHUS IPOTYKT
C€ MOTHUBHDA.

(3) (M3m. - [IB, 6p. 92 ot 2015 1., u3m. - [IB, Op. 28 ot 2021 r.) Pemenneto
Ha ChBeTa 3a YTBBPXK/IaBaHE Ha MpeeiHa [ICHA Ha JIEKAPCTBEH MPOIYKT, KAKTO U OTKA3bT
1o aJI. 2 ToJyIeXkat Ha 0OXKallBaHe:

1. mo agMuHUCTpaTUBEH pen npea Komucusra mo npo3payHocT;

2. mpen CHOTBETHHS ChJ IO peAa Ha AJMHHUCTPATHBHONPOICCYATHUS
KOJICKC.

Un. 18. (M3m. - [IB, 6p. 62 ot 2016 r.) CbBeThT 00sIBsIBa BIE3IUTE B CHJIA
pelIeHus B perucTbpa o 4wi. 22 Ha 2-po YUCIIO0 BCEKH MECell.

Yn. 19. (1) [IputexarensT Ha pa3pelICHUETO 3a yIoTpeda WK YIIbIHOMOIICH
HETOB IPEACTABUTEIl MOKE J1a 3asBM MOTUBHPAHU TPOMEHH B YTBBpCHATA IIPEeTHA [ICHa
Ha JIEKapCTBEH MPOJYKT M0 Wi. 2, ajl. 3 He Mo-paHo oT 12 Mecena clie/l yTBbp)K/IaBaHe Ha
nocjeaHaTa mpeeHa [eHa Ha JeKapcTBeH NpoaykT. [IpomsiHara ce u3BbpIIBa MO pena
Ha wI. 13 - 16, KaTo ce mpuiiarat caMo OTHOCUMHTE KbM MPOMSHATA JOKYMEHTH.

(2) OrpannyenueTo o aj. 1 He ce OTHACS 3a CITy4anuTe, B KOUTO IPUTEKATEIISAT
Ha pa3pelieHHeTo 3a yrnorpeda Tojale 3asBICHHE 3a HaMalsiBAHE Ha YTBBpJCHATA
npejieiHa 1eHa Ha JICKapCTBEH MPOJIYKT O 4. 2, ai. 3.

(3) (U3m. - [IB, 6p. 26 ot 2019 1., B cuia ot 01.04.2019 1., u3m. - JIB, Op. 28
ot 2021 r., mom. - JIB, 6p. 66 ot 2025 r., B cmia ot 12.08.2025 r.) YBenuueHue Ha
YTBBbpJICHATA MPEe/IeTHA [IeHa Ha JIeKapCTBEH MPOAYKT O WiI. 2, all. 3 MOXKe J1a ce 3asiBH JI0
pa3Mmepa Ha Haii-HHCKaTa I[eHa 3a CHIIUS JIGKAPCTBEH MPOIYKT, OTIPEICIICHA IO pe/a Ha HJl.
10, a mpu nurca Ha TakaBa - ¢ MPOIEHTA Ha CTATHCTUYECKU OTYeTeHaTa MH(pIaus 3a
nepuoJia Ha JIeHCTBHE OT TocienHaTa oOpasyBaHa mpezaenHa 1eHa. ChBETHT IpuemMa ¢
pelieHne METOJMKAa 3a HauyMHAa Ha W3YMCICHHE Ha YBEIMYEHHETO C TpOIEHTa Ha
CTaTUCTHYECKU OTUETeHATa WHQIIAIMS, KOSTO CE MyONUKyBa Ha OQHIIMATHATA HHTEPHET
cTpanuna Ha ChBeTa.

(4) (dom. - [IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) [Ipu npomsina Ha
BIIMCAHUTE B PErHCThpa MO 4. 22 0OCTOSATENCTBA MPUTEKATENAT HA Pa3pElICHHETO 3a
yIoTpeOa/IpUTeXKATeIIT Ha pa3pelieHue 3a MapajelieH BHOC WIH YBEIOMJICHHE 3a
napasneiHa JUCTPUOYIHS WM YI'BIIHOMOIIEH HETOB MPEACTaBUTEN NPEICTABs 3asiBICHUE
no CeBeTa, KaTo OrpaHWYeHHETO 1o ain. | He ce mpuiara. [IpoMsHaTa ce U3BBpIIBA 110
pena Ha un. 14 - 16, kaTo ce mpuiaraT caMo OTHOCUMHTE KbM MPOMSIHATA JOKYMEHTH.

(5) (U3m. u mom. - IB, 6p. 92 ot 2014 1., B cruta ot 07.11.2014 1., mom. - /1B,
Oop. 66 or 2025 r., B cuna ot 12.08.2025 r.) Ilpurexarenar Ha pa3pelieHHEeTo 3a
yIoTpeOa/IpuTeRaTeIsIT Ha pa3pelieHne 3a TapalieieH BHOC WM Ha yBEIOMJICHHE 32
napasneiHa TUCTPUOYIIHS WM HETOB YII'BIIHOMOIIEH MPEICTABUTEN € JIBXKEH B CPOK JBa
pabOTHU JIHU OT TOJTyYaBaHe Ha pereHneTo Ha ChBeTa 3a MpoMsiHa Ha TpeieTHa [IeHa Ha
JIEKapCTBEH MPOAYKT JIa YBEAOMHU I10 MOAXO IS HauuH bbirapckus hapmareBTHUEH ChI03



(B®C) u ThproBuuTe Ha €ApoO, a MOCIEAHUTE - THPTOBLUUTE HA APEOHO C JEKapCTBEHU
MPOJIYKTH.

Un. 20. (1) (Hom. - AB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3a
3aJM4yaBaHe Ha IpeJesiHa IleHa Ha JIeKapCTBEH MPOAYKT, OTIYCKaH IO JEKapcKo
npenrcaHue, MPUTEKATENAT Ha Pa3pelIeHUETO 3a yIoTpeda/pa3pellieHneTo 3a napajeieH
BHOC WJIM HAa YBEJOMJICHHE 3a MapajieliHa JUCTPUOYIUsS HAa CHOTBETHUS JIEKapCTBEH
IPOAYKT WM YITBTHOMOIICH HETOB MPEACTaBUTEN 10/1aBa 3asiBieHue 10 ChBera.

(2) KbM 3asBnenuero mo ai. 1 ce mpuiarar:

1. napOopMaIMA OTHOCHO €AUHHUS UICHTH(PHUKAIMOHEH KO/ Ha JPY>KECTBOTO
WM KOOTIepanusTa oT TbproBcKus perucThbp, a 3a ApyKecTBara, perucTpUpaHu B IbpKaBa
- yjeHka Ha EBpomeiickus cpio3, WM B JIbpkaBa - crpaHa no Cropa3yMEHHETO 3a
EBpoOmnenckoTo HMKOHOMHMYECKO MPOCTPAHCTBO - KOIMKE OT JOKYMEHT 3a akTyallHa
perucTpanys no HaIMOHATHOTO 3aKOHOJAATEIICTBO, M3/IaJCH OT KOMIIETCHTEH OpraH Ha
ChOTBETHATA Abp:KaBa Ha JIMIIATa MO al. 1 He Mo-KbCHO OT 6 Mecela Mpeu MoiaBaHe Ha
3asBIICHUETO;

2. (mom. - /1B, 6p. 66 ot 2025 r., B cruta ot 12.08.2025 r.) U3puyHO HOTApUATTHO
3aBEPEHO IBJTHOMOIIHO, B CIIydail 4e 3asBICHHETO C€ IMO0JaBa OT MpPEICTaBUTEN Ha
MpUTEXKATeNs Ha pa3pelIeHrueTo 3a ynoTpeda/pa3pelieHueTo 3a napajesieH BHOC WM Ha
YBEIIOMJICHHETO 32 MapajeiHa JAUCTPUOYIHS; KOTaTO ITBIHOMOUIHOTO HE € M3aJCHO B
PenyOnuka bwirapus, 3a ChIIOTO ce MpeIcTaBs IPeBO Ha ObITapCKU €3UK, U3BBPILEH OT
NpeBo/iady, KOWTO MMa CKIIOYEH JIOrOBOp ¢ MUHHCTEPCTBOTO Ha BBHHIIHUTE paboTH 3a
U3BBPIIBaHE Ha OPHUIIHATTHYU MPEBOJIH;

3. JmokazaresncTBa OTHOCHO MPEICTABUTEIIHATA BIACT HA JIUIETO, IOAINCAIIO
'BJIHOMOIIIHOTO 11O T. 2.

(3) 3anmuuaBaHeTo ce W3BBPIIBA MO pena Ha wi. 15 u 16, a permeHusita
noJjiekat Ha o0)kanBaHe Mo pena Ha wi. 17, an. 3.

(4) (Jom. - B, 6p. 66 ot 2025 1., B cuya ot 12.08.2025 r.) [1pu mpexpatsiBane,
OTHEMaHe WIM M3TH4YaHe, ©Oe3 Ja ObJe TMOJHOBEHO pa3pelIeHHeTo  3a
yrnoTpeda/pa3penieHneTo 3a MapaieleH BHOC WIM Ha YBEJOMJICHHETO 3a TapayieiHa
TUCTpUOYIIMS Ha JIEKApCTBEH MPOIYKT, MpeleiHaTa My 1IeHa ce 3ajruaBa CIyXeOHO OT
CoBera.

(5) IIpu ycnoBusta Ha ui. 55, an. 6 3JIIIXM nekapcTBeH NpOAYKT 1o ai. 4
MOXe Ja ObJie IPo/IaBaH 3a CPOK, HE MO-IBJIBI OT €HAa TOAWHA, Ha Mpe/eTHaTa IeHa,
YTBBpJICHA MPEAN 3aTUIABAHETO M.

(6) (Hdom. - 1B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) U3nbanutennara
areHIys 1o JjekapcTBara yBefoMmsiBa ChbBeTa MO €JIEKTPOHEH IbT B 3-IHEBEH CPOK OT
BJIM3aHETO B CWJIa Ha aKTa Mo al. 4, CbOTBETHO OT M3THYAHETO Ha Pa3peIIeHUETO 3a
ynoTpeba/pa3peieHneTo 3a napaiesieH BHOC.

Un. 21. (dom. - 1B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) B pamkute Ha
yTBBp/ICHATA MPeJIeIHa [IeHa Ha pa3pelICHUTE 3a yIoTpeda IeKapCTBEHH MPOTYKTH 10 UJl.
2, an. 3 u 5 1eHo0Opa3yBaHETO Ha THProOBellda HAa €IpO W Ha ThproBella Ha JAPeOHO ce
OCBIIECTBIBA, KAKTO CJIC/IBA:

1. ThproBebT Ha APEOHO U3BBHPIIBA MPOAAXKOA MO IIEHA, HE MO-BUCOKA OT
yTBBp/ICHATA TIpeIeiTHA [IeHa,



2. (m3m. - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., u3m. - /IB, 6p. 66 ot
2025 r., B cuia ot 12.08.2025 r.) ThproBewbT Ha €APO MPOJaBa JEKAPCTBEHU IPOAYKTH IO
[[eHa, YMITO pa3Mep HE MOXKe Ja € MO-BUCOK OT pa3Mepa Ha yTBbpJeHaTa IieHa Ha
MPOM3BOUTEI C HAYKclIeHa HagoaBka mo wi. 10, aim. 1, T. 2 1 JaHBK BBpPXY J100aBeHATA
CTOMHOCT, 00sIBEHA B PETHCTHpa 1Mo 4. 22.

Ui 22. (Jom. - AB, 6p. 66 ot 2025 r., B crita ot 12.08.2025 1.) ChBEeTHT BOAM
nyOJIMUYEH PETUCTBP HA MPEACIHUTE LIEHU Ha JIEKAPCTBEHUTE MPOAYKTH 110 WiI. 2, all. 3 U
5, KOUTO ChABPIKA ciieHaTa UHpOpMAaIIHs:

1. (m3m. - IB, 6p. 26 ot 2019 1., B cua ot 01.04.2019 1., u3m. - /IB, 6p. 28 ot
2021 r.) HaIIMOHAJICH HOMED 3a UACHTU(UKAIIMS Ha JICKAPCTBEHUS ITPOJIYKT;

2. MEXyHAPOJIHO HEMTATeHTHO HAUMEHOBAHHE;

3. (mom. - JIB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) perucrpannoHeH
HOMEp, BIIMCAH B Pa3peUICHUETO 3a yIoTpeda/pa3peuieHneTo 3a mnapajeiieH BHOC WU B
YBEJIOMJICHHETO 32 MapajienHa JUCTPUOYIIHS;

4. HaMEHOBAaHKE Ha JICKAPCTBEHUS IPOIYKT;

5. nexkapctBeHa @opMa U KOJMYECTBO HA AaKTUBHOTO BEIIECTBO B
OKOHYATEJIHATa OIIaKOBKa;

6. (mom. - /IB, 6p. 66 oT 2025 1., B cruta ot 12.08.2025 1.) mMe Ha IpHUTEKATEISA
Ha pa3peIIeHUETO 32 YIIoTpeda/pa3peuieHneTo 3a mapajesieH BHOC WIH YBEJOMIICHHUETO 32
napasneiHa JUCTPUOYIus;

7. (w3am. - JIB, 6p. 66 ot 2025 r., B cuma or 12.08.2025 r.) ume Ha
MIPOU3BOTUTEIIS/ TIPOU3BOIUTEIINTE HA JIEKAPCTBEHUS POAYKT;

8. (m3Mm. - IB, Op. 66 ot 2025 1., B cuna ot 12.08.2025 r.) yrBbpaAEHaTA LIEHA
Ha MPOU3BOAMTES, Bb3 OCHOBA Ha KOATO ce 0Opa3yBa MpejieNiHaTa IIeHa;

9. yTBBpIEHATA IPEJEIIHA 1IeHa 0 eJIEMEHTH, HOMEepa U JaTaTa Ha U3JaBaHe
Ha PEIICHUETO 3a YTBHPKIaBaHE HA 1IEHA;

10. naTa Ha BNIM3aHe B cuja Ha penieHueTo Ha ChBeTa;

11. norenHUTENHA MHDOPMALTHSL.

I'1aBa nera.
PEIT’MCTPUPAHE HA IEHA HA JIEKAPCTBEHU INTPOJAYKTU,
OTIIYCKAHMU BE3 JIEKAPCKO INPEAIIUCAHME, I10 4JI. 2, AJL 4

Un. 23. (1) (U3m. - B, Op. 92 o1 2014 1., B cuna ot 07.11.2014 r., u3m. - /1B,
Op. 26 ot 2019 r., B cuna ot 01.04.2019 r., uam. - JIB, 6p. 12 or 2026 r., B cuna ot
01.01.2026 r.) 3a peructpupane Ha IIeHa Ha JIEKAPCTBEH MPOJIYKT, OTITYCKaH 0€3 JIEKapCKO
MpeIucaHue, MPUTESKATEISIT Ha Pa3pelIeHueTo 3a ynorpeda Uiu yIbIHOMOIIEH HETOB
MpeJICTaBUTEIN M0JaBa 3asBJICHUE 3a perucTpanus no odpasen, yrBbpaeH oT CbBera, B
KOETO C€ MOCOYBa MaKCUMalHa MPOJaKHA LIEHA Ha JICKAPCTBEHHUS MPOIYKT B €BPO C
BKJIIOUEH JIaHBK BbPXY J100aBeHaTa CTOMHOCT.

(2) (U3m. - IB, 6p. 28 ot 2021 r.) KbM 3asBrnenuero mo an. 1 ce mpumarat
JOKyMeHTUTE 1o wi. 14, an. 1, T. 1 - 4 1 TOKyMEHT 3a IJIaTeHa AbpXKaBHA TaKCa.

(3) (M3m. - [IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., usm. - 1B, 6p. 26
ot 2019 1., B cunma ot 01.04.2019 1., m3m. - [IB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 1.)



3a neKkapcTBeH MPOAYKT MO 4. 2, aji. 4, MOJy4YuIs pa3pelleHue 3a mnapajiesieH BHOC WU
YBEJIOMIICHHE 32 Mapajeina IucTpuOyius oT EBporielickaTta areHIus 1o JeKapcTBaTa, mpu
HaJM4Me HAa €JHAKbB WM TMOJ00EH JIEKapcTBeH NpoAaykT mo wi. 214 ot 3JIIXM c
peructpupana ot ChbBeTa MaKCUMallHa MPOJIaXkHa 1IeHa, Ce MpuJiara chlllata Wik Mo-HUCKa
[[eHa, U3YHCIICHA B CbOTBETCTBUE C KOJIMYECTBOTO aKTUBHO BEILIECTBO B J030Ba AMHHUIIA,
CJIe] MO/IaBaHe HAa M3PHYHO MUCMEHO 3asBJICHHE MO oOpaser, yrBbpiaeH oT CwvBera, OT
NpUTEXaTelld Ha pa3pelIeHHeTO 3a MapalieJieH BHOC/YBEJOMIICHHETO 3a MapajeiiHa
TUCTPUOYIIHUSL.

(4) (Hosa - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r., oM. ¢ Pemenue
Ne 9346 ot 18.06.2019 r. na BAC - 1B, 6p. 58 ot 2019 r., B cuna ot 23.07.2019 r., HoBa
- B, oOp. 28 or 2021 r.) K®m 3agBieHumero mo aix. 3 ce mpuiarar
pa3pemieHueTo/yBeAOMICHHETO 32  MapayielieH  BHOC/MapayienHa  JAUCTPHOYIIHS,
JIOKyMEHTHUTE 110 wi. 14, ain. 1, T. 2 - 4 1 JOKYMEHT 3a IJIaTeHa JIbpKaBHA TaKca.

(5) (Homa - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r., oM. ¢ Pemenue
No 9346 ot 18.06.2019 r. na BAC - JIB, 6p. 58 ot 2019 r., B cuna ot 23.07.2019 r., HOBa
- JIB, Op. 28 ot 2021 r.) 3asiBeHara 11€Ha Ha JICKAPCTBEHUS MPOAYKT I10 ajl. 3 HE MOXKeE Jia
ObJIe MO-BUCOKA OT perucTpupanara ot ChbBeTa MakCUMaIHa MPOJJakHa [IeHa Ha eHAKBUS
WJIM Ha 1I0J1I00€H JIeKapCTBEH NPOoAYKT o wi. 214 ot 3JIIIXM.

(6) (HoBa - JIB, 6p. 92 or 2014 r., B cuna ot 07.11.2014 r., oM. ¢ Pemenue
No 9346 ot 18.06.2019 r. na BAC - 1B, 6p. 58 ot 2019 r., B cuna ot 23.07.2019 r., HOBa
- 1B, Op. 28 ot 2021 r.) 3a lekapcTBEHUTE MPOJYKTH IO all. 3 ce mpuiaraT pasnopeaoure
Ha 1. 24 - 26.

(7) (Homa - JIB, Op. 26 ot 2019 r., B cuna ot 01.04.2019 r., mu3m. - JIB, Op. 28
ot 2021 r., u3m. - JIB, Op. 66 ot 2025 1., B cuia ot 12.08.2025 1.) CHBETHT CyKeOHO
HaMaJIgBa MaKCHMallHaTa MPOJIaXKHa [IeHa Ha JIEKapCTBEH MPOYKT, MOIYUUII pa3pelieHre
3a TmapajelieH BHOC WM YBEIOMIICHHE 3a TapajeiHa mucTpuOynus ot EBporelickara
areHuus 1o JieKapcTBaTa, MpPU PETUCTpPUpaHE Ha TMO-HHCKAa WIM HaMmalsBaHe Ha
MaKCHUMaJIHaTa MpOoJaKHA 1I€Ha Ha €THAKBUS WJIM MOJ00EH JICKAPCTBEH MPOJIYKT MO YJl.
214 ot 3JIIIXM. CpBeTbT yBEeAOMSBA NIPUTEKATEINS HA pa3pelICHUE 3a MapaJIeJieH BHOC
WM YBEJAOMJICHHE 3a TapajiesiHa TUCTPUOYIUS 3a 3amouBaHe Ha aIMHUHHUCTPATUBHOTO
MIPOU3BOJICTBO.

Y. 24. (1) B 30-ngHeBeH cpok OT MpeCTaBsIHE Ha 3asBICHUETO U JOKYMEHTUTE
CbBeThT B3eMa peIlIeHUE 3a PETUCTPAllMs Ha LI€Ha Ha JIEKAPCTBEHUS MPOIYKT, OTIYCKaH
0e3 JIeKapcKo MpeanucaHue.

(2) Koraro mnonaneHute 3asBiI€HHE W JOKYMEHTH HE OTrOBapsAT Ha
U3nCcKBaHUATa, ChBETHT MOXKE /1a U3UCKA OT 3asiBUTENs OTCTPAHSIBaHE HAa HEMbJIHOTUTE U
HejocTaTbuuTe. B TO3M ciyudail cpokbT mo ai. 1 cmupa Aa Teue 0 JaraTa Ha
OTCTPaHsIBAaHETO UM.

(3) B cnyuait ue B cpok 30 aHM CUMTAHO OT JaTaTa Ha YBEIOMSBAHETO
3agBUTENAT HE OTCTPAaHM KOHCTaTUpaHuTe OT ChBETa HENOCTAThIM U HEMbIHOTH,
mpoueaypara o perucTpiupaHe Ha 1eHa Ha JIEKApCTBEH MPOAYKT, OTIyCKaH 0e3 JIeKapcKo
IpeIIIICaHue, CE IPEKPaTABA.

(4) CowBerpT yBemoMsBa THMCMEHO 3asBHUTENS 3a TMPEKPATSIBAHETO Ha
npoueaypara 1o ai. 3.



Ui 24a. (1) (Hos - IB, 6p. 19 ot 2020 r., npeauieH TeKCT Ha 4. 24a - JIB,
Op. 66 ot 2025 1., B cuita ot 12.08.2025 r.) [IpuTexarenure Ha pa3pelieHus 3a ynorpeda
WIA TEXHH YIBIIHOMOIIEHH MPEICTABUTEIM HE MOTaT Jia 3asBsBaT yBEIHMYCHHE Ha
pPETUCTPUpPAHUTE IICHM Ha JICKAPCTBEHHTE MPOJYKTH, OTIIYCKaHU 0€3 JIeKapcKo
NpeIICcaHue, ¢ IO-TOJISIM MPOLEHT OT CTATUCTUYECKU OTYETeHAaTa HHQIIAIMS 32 Iepruoia
Ha JICHiCTBHE OT MOCJIeIHATA PErUCTPUPaHa IICHA.

(2) (Hosa - 1B, 6p. 66 ot 2025 1., B cruta ot 12.08.2025 r.) Koraro e 3ayinuena
[IeHaTa Ha JIEKApCTBEH MPOAYKT IO ajl. 1 U B paMkuTe Ha 12 Mecela OT 3aJIM4aBaHETo €
MOJIAJICHO 3asBJICHUE 3a PErHCTPHUpAHE Ha IleHa Ha MPOAYKT ChC CHINUS HAIMOHAICH
HOMEp 3a HMIACHTU(UKAIUSA, TO 3asBEHATa LI€HAa HE MOXKE Ja HaJBMIIABa pa3Mepa Ha
MOCJICTHO 3ajMueHaTa IIeHa, YBEJIHYEH C MPOIEHTa HA CTaTUCTHYECKH OTYETeHATa
uH}IIams 3a neprojia oT 3aIMYaBaHe Ha LIeHaTa J0 MOoJaBaHe Ha 3asBICHHETO.

Ui 25. (1) 3a BCAKO MOCTBHIIUJIO 3asBIICHUE 32 PETUCTPUPAHE HA IIEHA HA
JIEKapCTBEH IMPOJYKT, OTIyCKaH Oe€3 JIEKapCKO MpeIlucCaHue, C€ M3rOTBA IOpUIUYECKa
OIICHKA OT €KCIEPTU OT JUPEKIIHs B ClielMaIn3upanaTa aiMuuucTpanus Ha CbBera.

(2) (U3m. u gom. - [1B, 6p. 92 o1 2014 1., B cuna ot 07.11.2014 r.) Excnieptute
U3BBPIIBAT MpEABAPUTEICH TMperiie] Ha 3asBiCHHUATa M MNpUApYKaBam@ara TIu
JOKYMEHTAIMs W U3TOTBSAT CTaHOBUIIE MO oOpasel, yrBbpleH oT ChBeTa, MO BCIKO
3asBIICHUE.

(3) (U3m. m mom. - JIB, Op. 92 or 2014 r., B cuna ot 07.11.2014 r.)
OnpeneneHusT oT mpelaceAaress 3a MOKIaayuK ujieH Ha CbhBeTa M3TOTBSA EKCIEPTEH
JIOKJIag 1o oOpasen, yTBbplaeH oT CbBeTa, B 7-IHEBEH CpPOK OT II0JIy4aBaHE Ha
CTaHOBHIIATA 32 BCSIKO 3asiBJICHHE.

UYn. 26. (1) Pemenuero 3a perucTpupaHe Ha I€Ha Ha JIGKAPCTBEH MPOAYKT,
OTITyCKaH 0€3 JIEKapCKO MpeANICcaHne, ChIbpiKa:

1. (ot™m. - 1B, 6p. 26 o1 2019 1., B cuna ot 01.04.2019 1.)

2. (mom. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) mexayHapoaHO
HEMaTeHTHO HAaMMEHOBAaHUE/UJIM aKTUBHO/aKTHBHU BEIIECTBO/BELIECTBA;

3. (mom. - JIB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) perucrpaunoHeH
HOMEp Ha pa3peleHneTo 3a yrnoTpeda/pa3pelieHnueTo 3a napaiesieH BHOC;

4. HauMEHOBaHME Ha JIEKAPCTBEHUS POAYKT;

5. nexkapctBeHa (opMa U KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO B
OKOHYATEJIHATa ONaKOBKa;

6. (morm. - JIB, Op. 66 o1 2025 1., B cuina ot 12.08.2025 r.) uMe Ha mpuTe)KaTes
Ha pa3pelIeHHeTo 3a ynorpeda/pa3pelieHneTo 3a IapajeleH BHOC W Ha
IPOU3BOIUTENS/TIPOU3BOTUTEIUTE HA JICKAPCTBEHUSI TPOAYKT;

7. perucTpupaHaTa MakCHUMaliHa MPOJaXKHa IIeHa.

(2) OrkazpT Ha ChBera jAa perucTpupa lLieHa Ha JIEKapCTBEH IPOIYKT,
OTITyCKaH 0€3 JIEKapCKO MpeANcaHnue, ce MOTUBUPA.

(3) (U3wm. - IIB, 6p. 92 ot 2015 1., u3m. - JIB, 6p. 28 ot 2021 r.) Pemenuero
Ha CbBeTa 3a perucTpupaHe Ha II€Ha Ha JIEKapCTBEH MPOJYKT, OTIYCKaH 0e3 JeKapcKo
npenucaHue, KakTo U 0TKa3bT M0 all. 2 MOAJIeXaT Ha 00XkKaJiBaHe:

1. mo agMuHUCTpaTUBEH pex pea Komucusita mo npo3padHocT;

2. mpen CHOTBETHUSA CBbJA MO pena Ha AJIMHUHUCTPATUBHONPOLECYATHHS
KOJIEKC.



(4) (dom. - [IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) [Ipu npomsiHa Ha
BIIMCAHUTE B PETUCTHpa MO WI. 28 00CTOATENICTBA MPHUTEKATEIAT HAa PA3pPEIICHUETO 3a
yrnotpeba/pa3pelieHueTo 3a mapajiejeH BHOC WU YII'BIHOMOILIEH HEroB IMpeICTaBUTEIN
npejcTass 3asBieHue 10 CbpBeta. [IpomsaHaTa ce u3BbpIBa Mo pena Ha wi. 23 - 25, kaTo
ce mpuiaraT caMo OTHOCUMHTE KbM ITPOMSHATA TOKYMEHTH.

(5) (U3wm. - [IB, 6p. 62 o1 2016 .) CHBETHT 00SIBSIBA BIC3IUTE B CHJIA PEIICHUS
1o aji. 1 B peructbpa 1o 4wi. 28 Ha 2-po YUCIIO BCEKU MeEcCell.

(6) (U3m. u nom. - /1B, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., gom. - 1B,
Oop. 66 ot 2025 1., B cuna ot 12.08.2025 r.) IlpurexarensiT Ha pa3pelICHUETO 3a
yrnoTpeba/pa3peieHueTo 3a mapasielieH BHOC MM HEroB YI'BJITHOMOIIEH MPEICTABUTEN €
JUTbXKEH B CPOK JIBa paOOTHH JHU OT MOJyyaBaHe Ha periennero Ha ChBeTa 3a MpoMsiHaA Ha
MakCHUMajHaTa NpoJaXKHa IeHa Ja YBEJOMH IO MOAXOMSN] HauuH bbiarapckus
dapmanertuueH cpio3 (BOC) u ThproBuuTe Ha €Apo, a MOCIEAHUTE - THPrOBUUTE Ha
IpeOHO C JEKapCTBEHU MPOIYKTH.

Un. 27. (1) (om. - AB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3aaBnenus
3a 3aJIMYaBaHe Ha PErHMCTpUpaHa I[eHa Ha JEeKapCTBEH MPOAYKT, OTIIyCKaH 0e3 JeKapcKo
npennucanue, ce mnojaBaT 10 CbBeTa OT MpUTEXKATENs] HA pa3pelIeHUEeTo 3a
ynoTpeba/pa3pelieHueTo 3a MapajielieH BHOC WM YBEIOMJICHMETO 3a HapajeiHa
IUCTpUOYIMs Ha CBHOTBETHHS JICKAPCTBEH MPOAYKT WM OT YITBJIHOMOIICH HETOB
IpeaCcTaBUTell.

(2) KbM 3asBnenuero mno ai. 1 ce mpunarar:

1. uHpOpMaLUs OTHOCHO €IMHHMS UICHTU()UKALMOHEH KO/ Ha APYKECTBOTO
WIN KOOTIEPAIHATA OT ThPTOBCKHSI PETHCTBP, a 3a IPYKECTBATA, PETUCTPUPAHHU B Tbp)KaBa
- yjeHka Ha EBponeiickus cbro3, uiaM B AbpikaBa - crpaHa no Cropa3yMeHHETO 3a
EBpoOmnenckoTo MKOHOMMYECKO MPOCTPAHCTBO - KOIKME OT JOKYMEHT 3a akKTyallHa
perucTpanys no HAMOHATHOTO 3aKOHOJATENICTBO, U3/1aZIeH OT KOMIIETEHTEH OpraH Ha
ChOTBETHATA JAbprKaBa Ha JIMIaTa 1o aji. 1 He MOo-KbCHO OT 6 Mecela Npeau MolaBaHe Ha
3asBJICHHUETO;

2. (mom. - [1B, Op. 66 ot 2025 r., B criia ot 12.08.2025 r.) u3puyHO HOTapUATHO
3aBEpEHO IBJIHOMOIIHO, B Cilydyall 4e 3asBJICHHETO C€ M0JlaBa OT MNpPEJCTaBUTEN Ha
IpUTEXKaTeNlsl Ha pa3pelieHUueTo 3a yHnoTpeda/pa3pelieHueTo 3a mapajielieH BHOC WU
YBEJIOMJICHHETO 3a MapajeiHa JAUCTPUOYIHS; KOTaTo ITbJIHOMOIIHOTO HE € H3]IaJIeHO B
Penybnuka bearapus, 3a Hero ce npeacTassi MPeBO Ha OBITAPCKU €3UK, U3BBPILIEH OT
peBojiady, KOMTO MMa CKIIIOYEH JOroBOp ¢ MUHHCTEPCTBOTO Ha BBHIIHUTE PabOTH 3a
M3BBPIIBaHE HA O(UITHAITHY ITPEBOJIH;

3. 1mokazaresicTBa OTHOCHO MPEJCTaBUTENIHATA BIACT Ha JIUIETO, MOJIMUCAIIO
I'BJIHOMOIIIHOTO 110 T. 2.

(3) 3anmuaBaHeTO ce M3BBPIIBA MO peaa Ha wi. 24 u 25, a pemeHusTa
MOJIJIeXKaT Ha o0XauBaHe 1o pea Ha 4. 26, ai. 3.

(4) (Hom. - AB, 6p. 66 o1 2025 1., B cuia ot 12.08.2025 r.) [Ipu npekparsiBane,
OTHEMaHe WM U3TH4YaHe, Oe3 Ja ObJe TOJHOBEHO, Ha pa3pemieHueTo 3a
ynoTpeba/pa3pelieHneTo 3a TMapajielieH BHOC MM YBEIOMJICHHETO 3a mapaieiHa
TUCTpUOYLIMS Ha JIEKapCTBEH MPOAYKT PETUCTpUpaHaTa My IieHa ce 3aJM4yaBa Ccly:Ke0HO
ot CbBera.



(5) Ilpu ycnoBusita Ha wi. 55, an. 6 3JIIIXM nekapcTBeH NPOAYKT 1o aji. 4
MoOXe Ja ObJIe MPOoJJaBaH 3a CPOK, HE MO-IBJIBI OT €/1HA FOJIMHA, HA PETUCTPUpPAHATa IICHA,
YTBbpJCHA MPEIN 3aJIMYaBAHETO M.

(6) (U3m. - JIB, 6p. 28 ot 2021 r., gom. - [IB, 6p. 66 ot 2025 r., B cuia oT
12.08.2025 r.) M3mbaHuTenHaTa areHOMs IO JiekapcTBarta yBenomsiBa ChbBeTa IO
€JIeKTPOHEH BT B 3-THEBEH CPOK OT BIM3AHETO B CHJIA HA aKTa Mo ajl. 4, CbOTBETHO OT
M3TUYAHETO Ha pa3pelIeHHeTo 3a YIoTpeda/pa3pelieHHeTo 3a MapalieJieH BHOC WM
YBEIOMJIEHHETO 32 IapajiesiHa AUCTPUOYIIUS.

UYs. 28. CbBeTHT BOJU yOJIMYEH PETUCTHP HA MAKCUMATHUTE IPOIAXKHU LIEHU
Ha JIpeOHO Ha JIGKAPCTBEHUTE MPOJIYKTH MO wWi. 2, al. 4, KOWTO ChAbpXka cielHara
uHpOpMaLus:

1. (u3m. - JIB, Op. 26 ot 2019 1., B cuna ot 01.04.2019 r., u3m. - /IB, 6p. 28 ot
2021 r.) HaMOHaJIEeH HOMEp 3a UACHTU(PUKALUS Ha JIEKaPCTBEHUSI IPOJIYKT;

2. (mom. - IB, Op. 26 ot 2019 r., B cuna ot 01.04.2019 r.) MexayHApOAHO
HENATCHTHO HAMMECHOBAHUE/WJIH aKTUBHO/aKTUBHHU BEIICCTBO/BEIIECTRA;

3. (mom. - JIB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) perucrpanroHeH
HOMEp Ha pa3peleHneTo 3a yrnorpeda/pa3penieHueTo 3a mapaiesieH BHOC;

4. HaMMEHOBAHKE Ha JICKAPCTBEHUS POAYKT;

5. nekapctBeHa (opMa W KOJIMYECTBO HAa aKTUBHOTO BEIIECTBO B
OKOHYATEJIHATA OMaKOBKa,

6. (mor. - JIB, 6p. 66 ot 2025 1., B cruta ot 12.08.2025 1.) nMe Ha MPUTEKATEISA
Ha pa3perIeHueTo 3a ynorpeda/pa3peieHueTo 3a mapaieiacH BHOC;

7. (w3m. - JIB, 6p. 66 ot 2025 r., B cunma or 12.08.2025 r.) ume Ha
MIPOU3BOIUTEIS/TIPOU3BOIUTEIINTE HA JICKAPCTBEHUS POAYKT;

8. permcrpmpaHara MakCHMajHa MpOAaKHA II€HA, HOMEpa M Jarata Ha
M3JlaBaHe Ha PEIICHUETO 32 PEeruCTpalus;

9. nata Ha BIM3aHe B cWJia Ha penieHneTo Ha ChBeTa,

10. nonrenHUTENHA MHDOPMALTHSL.

I'maBa mecra.

YCJ10OBUsI, TIPABUJIA U KPUTEPUHA 3A BKIIIOYBAHE, IIPOMEHUA
N/NJIN N3KJITIOYBAHE HA JIEKAPCTBEHU ITPOJIYKTHU OT
MMO3UTUBHUSA JTEKAPCTBEH CITMCBK U YCJIOBUSA U PEJ] 3A
PEI'YJIMPAHE HA HEHUTE HA JTEKAPCTBEHUTE ITPOJAYKTH I10
YJI. 2, AJL. 1. TPOCJIEJASIBAHE HA E®EKTA OT TEPAIIUATA C
JEKAPCTBEHMU ITPOJAYKTHU. OHEHKA HA 3IPABHUTE
TEXHOJIOI'NHU 3AI'JL. 1OIL. - IB, bP. 26 OT 2019T1'., B CWJIA OT
01.04.2019T".)

Pasznea I.
YciaoBus, NpaBUIa M KPUTEPHH 32 BKJIKOYBAHE HA JIEKAPCTBEHHU NPOAYKTH B
IHo3uTuBHMA JIeKapcTBeH cUChK. IIpocaensaBane Ha epeKkTa OT TepanuaTa
(3ara. gomn. - IB, 6p. 26 ot 2019 r., B cuia ot 01.04.2019 r.)



Ui 29. (1) B Ilo3uTuBHMS JIEKapCTBEH CIMCHK CE BKIIIOYBAT JIEKAPCTBEHHU
IPOAYKTH, KOUTO OTTOBAPAT HA CICTHUTE YCIOBUS:

1. (w3m. - JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) pa3penieHu ca 3a
yrnorpeba/mapaieneH BHOC ChriiacHO n3nckBaHusaTa Ha 3JIIIXM unm umaT yBeIOMIICHHE
3a nmapanenHa quctpudyuus ot EBpomneiickara areHuus 1o JieKapcTBara;

2. (mom. - B, Op. 26 or 2019 r., B cuna or 01.04.2019 r.) B xpaTkaTa
XapaKTepUCTHKAa Ha MPOJyKTa ca IMOCOYEHH TEparneBTHUYHU IOKa3aHUs 3a JICYCHHE,
npo(UIaKTUKA WM TUArHOCTHKA Ha 3a00JIsIBaHMSITA, 3allJIalllaHy 1o pe/ia Ha 9. 6, am. 2;

3. (ormenena ¢ Pemenue Ne 13049 ot 03.12.2015 r. - /IB, 6p. 32 o1 2016 1., B
cuna ot 22.04.2016 r., HoBa - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., uzm. - JIB,
6p. 28 oT 2021 r.) MeXIyHAPOAHOTO HEMATEHTHO HAMMEHOBAHUE, KbM KOETO TPUHAIICIKH
JEKapCTBEHUAT NPOAYKT/KOMOMHanusATa (IpU KOMOMHUPAHH JIEKAPCTBEHH MPOAYKTH), C
M3KJIIOUYEHUE Ha TeHEPUYHUTE JICKAPCTBEHU MPOAYKTH U JIEKAPCTBEHUTE MPOAYKTH, KOUTO
CHIbPXKAT aKTUBHO BEIIECTBO WJIM aKTUBHU BEIECTBA C J0OpEe yCTaHOBEHa ymorpeba B
MeAMIIMHCKAaTa MPaKTHKa, Ce 3aIulalia OT OOIIECTBEH 3[paBHOOCUTYpUTENeH (oHI mpu
CBILUTE TEPANIEBTUYHM [IOKA3aHUsSI [IOHE B MET OT CIEAHUTE AbpkaBu: benrus, 'bpuus,
Hanus, Ecronusa, Ucnanus, WUranusa, JlatBus, Jlutea, Ilomma, [lopryranus, PymbHus,
CnoBakusi, CnoBenust, YHrapus, Ounnannus, Ppanuus u Yexus. MexayHapoIHOTO
HENaTeHTHO HAUMEHOBaHKE, KbM KOETO MPUHAJICHKH JICKAPCTBEH MPOYKT, IPEAHA3HAUCH
3a JICYCHHE Ha PEeIKH 3a00JsIBaHMSA, CE 3aruiala OT OOIIECTBEH 3IPaBHOOCUTYPUTEIICH
dboHI /K ¢ MyOIUYHHU CPEACTBA MPHU CHIIUTE TEPANEBTUYHU MOKA3aHHs MOHE B 5 OT
BCUYKH JIbPKaBU YICHKH;

4. nexapCcTBEHUTE MPOJYKTU ca B JIKAPCTBEHU (POPMU C PEKUM U HAUMH Ha
npusara’e, OJXOIAIIH 32 JICYCHNE Ha 3a00JIBaHHSTA, IIOCOYCHHU B WI. 6, aIl. 2;

5. HampaBeHa € oleHKa Mo peaa Ha 4. 30.

(2) (U3m. - IB, Op. 62 ot 2016 1., usm. - IB, 6p. 26 ot 2019 1., B cuna ot
01.04.2019 r.) B TIJIC ce BkirouBaT T€HEPUYHM JICKAPCTBEHH MNPOIYKTH, 33 KOUTO
3asiB€HaTa lieHa Ha MPOM3BOAUTEN 1O Wi. 8 He HajBuIIaBa 70 Ha CTO, a 3a JIEKAPCTBEHUTE
nponykty no wi. 29 or 3JIIIXM - e Hansumasa 80 Ha cTO OT LIEHAaTa HA IPOU3BOIUTEI
Ha JIEKapCTBEH MPOAYKT CBhC CBHIIOTO MEXAYHAapOJHO HEMaTeHTHO HauMEHOBaHME,
JeKapcTBeHa (hopMa U KOJTUYECTBO Ha aKTUBHOTO BEIIECTBO B J030Ba €IUHUIIA, BKIFOUYEH
B [IJIC, u koiiTo ce cunta 3a pe)epeHTeH JIeKapCTBEH NPOAYKT 110 CMUCHJIA HA WI. 28 OT
3JIIIXM.

(3) (U3m. - 1B, 6p. 62 ot 2016 r., gom. - /1B, Op. 26 ot 2019 r., B cuna ot
01.04.2019 r.) M3uckBaHeTo Ha aJl. 2 He ce NpuJiara 3a FTeHepUYHH JIEKAPCTBEHU MTPOAYKTH
¥ 32 JIeKapCTBEHU NpoAyKTH 1o 4. 29 ot 3JIIIXM, 3a kouto Ha pepepeHTHHUSI JIeKapCTBEH
MPOAYKT Mo cMuchiaa Ha wi. 28 3JIIIXM B cpok A0 eaHa rojJMHa Npead U3THUYaHE Ha
naTeHTa W/WJIM Ha CPOKa Ha 3alllUTa Ha JaHHWUTE LieHaTta mo 4i. 26la, an. 1 3JIIIXM e
HaMaJieHa, OCBEH B ClIy4yail Ha HaMaJIeHHe Mo peaa Ha 4. 43.

(4) (Homa - IB, 6p. 92 ot 2015 r., u3m. - IB, 6p. 66 ot 2025 r., B cuna ot
12.08.2025 r.) JlekapctBenuTe npoayktu no ui. 45, an. 10, 13 u 21 330, 3a kouto He ca
JIOTOBOPEHH OTCTHIIKU CHIIIACHO Hapeaoarta o 4. 45, an. 9 330, ue ce Brmousar B [1JIC.

(5) (Homa - 1B, 6p. 26 ot 2019 1., B cumna ot 01.04.2019 r.) JlekapcTBeHuTe
MPOAYKTH MO wi. 6, ain. 2, T. 3 ¢ HOBO MEXKIYHApOJHO HEMAaTEHTHO HAaMMEHOBAaHUE, 3a
KOUTO HE € CKJIIOUEHO MPEIBAPUTEIHO PAaMKOBO CHOpa3syMeHHe Mo 4. 262, an. 12 ot
3JIITXM, we ce Bxirousar B [1JIC.



(6) (Hosa - IB, 6p. 92 ot 2015 r., npeauminHa ain. 5, usm. - JIB, 6p. 26 ot 2019
r., B cuia ot 01.04.2019 r.) B cporBeTHara wact Ha [IJIC ce BkirouBar jekapcTBEHU
HOPOAYKTH, NMPHHAUIEKAIM KbM HOBO MEXKIAYHApOJHO HENAaTEHTHO HAWMEHOBaHUE, 3a
KOUTO € U3BBPIICHA OLICHKA Ha 3paBHUTE TEXHOJIOTUU ChIIacHO wi. 30a U 32 KOUTO UMa
IIOHE €/{Ha [IOJIOKUTEITHA OLIEHKA Ha 3[JpaBHUTE TEXHOJIOIMHU OT IbpXKaBHA MHCTUTYLUS Ha
BenukoOpuranus, @pannms, ['epmanus u LlBerus.

Ui 30. (1) B Ilo3uTuBHHUS JIEKapCTBEH CIMCHK C€ BKIIOYBAT JIEKAPCTBEHH
MPOJIYKTH, HA KOUTO € U3BBPILECHA OLIEHKA 110 CICAHUTE KPUTCPUU:

1. HanWuue WM JMICa Ha JIEKApCTBEHA alTepHATHBA 3a JICUEHUE Ha
3a00JI51BaHETO, 32 KOETO € MpeIHa3HAUYCH JIEKAPCTBEHUAT MPOIYKT;

2. KpuTepuH 3a epUKacHOCT U TepaneBTHYHA €()EeKTUBHOCT:

a) OLICHKA Ha TepalieBTUYHATA 10132 Ha JICKAPCTBEHUS MIPOIYKT;

0) yIbKaBaHe IPOABIKUTETHOCTTA Ha )KUBOTA;

B) Io100psiBaHE KAYECTBOTO HA KHUBOT;

T') JOMBJIHUTEITHU TePANIeBTUYHHU MOJI3H;

1) HaMaJIsIBaHE Ha YCIIOKHEHUATAa OT OCHOBHOTO 3a00JIsIBaHE;

€) y100CTBO 32 MaIUEeHTA,

X) e(eKTUBHOCT Ha JICKApPCTBEHHUS IMPOIYKT, CBbpP3aHA ChC Crenu(uIHATA
JeKapcTBeHa (hopMa U IbT Ha BbBEXK/IAHE;

3. KpuTepuu 3a OE30MACHOCT HA JIEKAPCTBEHUTE IPOAYKTHU:

a) 4eCTOTa Ha M0sIBa Ha HEXKETaHUTE PEaKIUH;

0) CEpHO3HOCT Ha HEXKEIIAHUTE PEaKIINU;

B) TIOBIIMSIBAHE U TIOBEJICHUE MU TOSBA Ha HEXXETIAaHU PEaKIIUu;

) HaIMYMe HAa HEOOXOJAUMOCT OT TpWIaraHe Ha JOIMBIHUTEIHU
npoQUIAKTUYHU UM TEPAeBTUYHU MEPKH 32 MPEAOTBpaTsIBaHe Ha HEXKeNIaHU PeaKIIuu;

4. papmMaKo-MKOHOMHUYECKH MTOKA3aTEIIN:

a) pa3xo/u 3a Tepamnus ¢ JIEKapCTBEHHs MPOIYKT;

0) cpaBHEHHE Ha Pa3XO/UTE 3a TePaIusl C HATHYHUTE AJITEPHATUBH,

B) CbOTHOIIIEHUE Pa3XO0/I-pPe3yTar;

I') MKOHOMHYECKa OILIEHKA Ha JIOMBJIHUTEIIHUTE TTOJI3H;

1) aHanu3 Ha OMOKETHOTO BB3JIEHCTBHME Ha 0a3zaTa Ha OdYakBaH Opoi
TAIUCHTH;

5. NeKapCTBEHUAT MPOAYKT € 3a JieueHHe Ha 3a00JIIBaHMs C BUCOK PHUCK 3a
00IIEeCTBOTO.

(2) 3a nexapcTBEeH MPOAYKT, 32 KOWTO € HaJHIle JIEKapCTBeHA aJITepHATHBA 32
JIeYeHHE Ha 3a00JIABAaHETO, 32 KOETO € MpeHa3HauYeH, OIlEHKAaTa Ha KPUTEPUUTE 1Mo all. |
Ce M3BBPIIBA KATO CPABHUTEJICH aHAIN3 C JIEKAPCTBEHATa aITepHATHBA.

(3) (Hosa - IB, 6p. 92 ot 2015 r., ot™. - JIB, 6p. 26 ot 2019 r., B cuna ot
01.04.20191.)

(4) (TTpeaumna an. 3 - /1B, 6p. 92 ot 2015 1., u3m. - /IB, 6p. 26 or 2019 1., B
cuna ot 01.04.2019 r.) Korato enuH unu mnoBede JIEKAPCTBEHU MPOIYKTH CHC CHIIOTO
MEXIyHAPOJAHO HEMATCHTHO HAaMMEHOBAHUWE, JICKapCTBeHA (popmMa M KOHIICHTpalus Ha
AKTHBHOTO BEIIECTBO, BeUe ca BKIIOYEHH B choTBeTHaTa vacT Ha [1JIC, He ce u3BbpIIBa
OIIEHKaTa 110 ai. 1.



Ui 30a. (Hos - IB, 6p. 26 ot 2019 1., B cmma ot 01.04.2019 1.) (1) B TIJIC ce
BKJIIOUBAT JIEKAPCTBEHM MPOAYKTH, NPHUHAUIEKAIIM KbM HOBO MEXAYHapOIHO
HEMAaTeHTHO HAMMEHOBaHUE, 32 KOMTO € U3BbpIICHA OLICHKA Ha 3/IpaBHUTE TEXHOJIOIHH.
Onenkara Ha 3ApaBHUTE TEXHOJOIMM € 4YacT OT IpoleaypaTa IO BKJIIOYBAaHE Ha
nexkapctBeHusa nponaykt B IIJIC, kato chbabpika KIMHUYHA U (apMaKo-HKOHOMHYECKA
OLICHKA U BKJIIOYBA:

1. aHanu3 Ha 3paBHUSA IPOOIEM;

2. CpaBHUTEJCH aHAIU3 HAa TepaleBTHYHAaTa e(puKacHOCT, €()EeKTUBHOCT H
0€30I1aCHOCT Ha JIEKapCTBEHUS POJIYKT;

3. aHanu3 Ha (hapMaKO-MKOHOMUYECKHUTE TIOKA3aTeIN;

4. aganu3 Ha OXOHDKETHOTO BB3IEUCTBUE.

(2) Ouenkara Ha 3ApaBHUTE TEXHOJIOTMH CE€ M3BBPIIBA [0 CIEIHUTE
KPUTEPHUHU:

1. HanMYuMe WK JIMIIca Ha aJITEPHATUBHO JIEYEHHE Ha 3a00JI1BaHETO;

2. HanMYMe WM JIMICa Ha JIEKapCTBEHa alTepHaTHBa 3a JIEYEHUE Ha
3a00JIsIBaHETO;

3. edukacHOCT U TepamneBTUYHA €(PEKTHBHOCT Ha JICYCHHETO - OLCHKAa Ha
TepaneBTUYHATa 10J3a, YIBbJDKaBaHE MPOABJDKUTEHOCTTa HA UBOTA U MOAOOpsBaHE
Ka4eCcTBOTO Ha )KMBOT, HaMaJIIBaHE Ha YCIOXKHEHUATA OT OCHOBHOTO 3a00JIsIBaHeE;

4. Opoii HA TOTCHIUAIHUTE MAI[CHTH;

5. 6e30macHOCT Ha JIEKapCTBEHMs INPOJYKT - YECTOTa U CEPHO3HOCT Ha
HE)KETAaHUTE PEaKLWu, HYXJa OT NpujlaraHe Ha JOMBIHUTEIHH NPO(YUIAKTHYHH WU
TepaneBTUYHU MEPKU 3a IIPEeI0TBPATABAHE HA HEXXEIAHU PEaKLIUY;

6. (dapmMako-MKOHOMHYECKH TIOKa3aTeldd - pa3xoad 3a Tepamust C
JIeKapCTBEHUs IPOIYKT U CPAaBHEHUE HA PA3XOAUTE 3a TEpAIHsl C HATMYHUTE aJITepHATUBH,
CBHOTHOILIEHUE Pa3X0Jl - pe3yJITaT, MKOHOMUYECKA OLEHKA Ha JOI'BJIHUTEIHUTE MOJI3H;

7. MON3M OT 3[paBHATa TEXHOJOTHs, MPEJACTaBEHU 4pe3 CIeyesieHa I'OJMHA
#uBoT (LYG), ronuna uBoT, cboOpazeHa ¢ kauectBoto (QALY), wiu npu numca Ha
JTAaHHU 32 KpalHU pe3yaTaTy - ype3 MpeoCcTaBsHe Ha MEKIMHHU TaKHBa,

8. aHanu3 Ha OOJKETHOTO BB3JEHCTBUE Ha 0azara Ha oOyakBaH Opoii
HalHMeHTH;

9. olleHKa Ha pa3XxOJUTe Ha MyOJIMYHU CPEJCTBA 3a METTOIUIIEH TEPHO/;

10. aHanu3 Ha 37paBHATa MEPCIEKTUBA 33 MHCTUTYLHATA, KOSTO 3aIulaiia
CBHOTBETHOTO JIEYEHHE C MyOIMYHU CPEJCTBA, UM O0IIeCTBEHATa IEPCIEKTUBA;

11. MmopasiHU ¥ eTHYHH CboOpaskeHus (P crelnGUIHN TPyIH 3a00IBaAHUA).

(3) (Homa - [IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) ChBMecTHaTa
KIIMHUYHA olleHKa chriacHo Permament (EC) 2021/2282 e yacT oT olieHKaTa Ha 3[jpaBHUTE
TexHonoruu mo aji. 1, T. 1 u 2.

(4) (ITpeaumna ain. 3 - 1B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ouenka
Ha 3[paBHUTE TEXHOJOTMH HE CE M3BBPIIBA 32 TEHEPUYHM JIEKAPCTBEHH MPOJYKTH U 32
JIeKapCTBEHU MPOAYKTH, KOUTO ChABPKAT aKTHBHO/aKTUBHHU BEILIECTBO/BEIIECTBA ¢ 100pe
yCTaHOBEHA yroTpeda B MEIUIIMHCKATA TPAKTHKA.

UYn. 31. (1) B Ilo3utuBHUS JeKapCTBEH CHHCHK CE€ BKJIIOYBAT JIEKAPCTBEHU
MPOJYKTHU MPH ClIa3BaHe Ha CIEIHUTE MpaBuia:
1. korato oTroBapsT Ha yCJIOBHUATA Ha Wi. 29;



2. (mom. - JIB, 6p. 26 o1 2019 1., B cmma ot 01.04.2019 r.) u3BbpIIeHA € OIICHKA
Bb3 OCHOBa Ha Kpurepuute 1no wi. 30 cbriacHo mpuiiokenue Ne 5 wim OreHka Ha
3JIpaBHUTE TEXHOJIOTUH.

(2) KomOunupanu nexkapctBeHH npoayktu ce BikiarouBaT B IIJIC, korato
KOMOUHAIMATAa OCUTYpsiBa TEpaleBTUYHHM NPEAUMMCTBA W/WIM yIO0OCTBO B HauyMHAa Ha
npujarate npy paBHa MM MO-HUCKA CTOMHOCT B CPaBHEHUE C PA3JIEIHOTO NpUIaraHe Ha
ChCTAaBKUTE HAa KOMOMHAIMATA WM IPH JIMIICA HA HAKOM OT ChbCTAaBKUTE - paBHA WJIH I10-
HHUCKa CTOHHOCT Ha Cpe/iHa MPOABIDKUTEIHOCT Ha KypC JICUSHHE, WM JI0Ka3aHO OCUTypsiBa
3HAQUUTEIIHU TEPalleBTUYHU NPEJUMCTBA B CpaBHEHUE C pPa3feIHOTO IpHIIaraHe
CbCTAaBKUTE Ha KOMOMHAaNMATa, WJIM BOAM JO HaMalsBaHE Ha JIEKapCTBEHATa
PE3UCTEHTHOCT IIPH JieUueHHe Ha MH(EKLUU U Tapa3uTHU OOJIECTH.

(3) (Hosa - /IB, 6p. 102 ot 2017 r.) KomOrHMpaHu J1eKapCTBEHU MPOTYKTH CE
BkitoyBar B I1JIC, korato komMOMHaNMsITa HE ChABPKA HUTO €HA ChCTAaBKA, KOSATO MPHU
Pa3aeTHOTO M MPUIIaraHe € ¢ PeXXUM Ha MpeucBane 0e3 JIEKapCKo MpeAucaHme.

Ui 31a. (Hos - 1B, 6p. 8 or 2017 1.) (1) (U3M™. - JIB, 6p. 26 oT 2019 1., B cuna
ot 01.04.2019 r.) JlekapctBenute npoayktu mo wi. 30a, 3a KOUTO HE ca MPEACTaBEHU
JTIOKA3aTeJICTBA 3a TeParneBTUYHA €(PEKTUBHOCT U/UIIM ChOTHOILICHUETO Pa3XoA-pe3yTaT €
CTOHHOCTHO HEE(PEeKTHBHO, CE€ BKJIIOYBAT B CHOTBETHOTO mpuioxenue Ha I1JIC cwe
3aIbJDKEHUE 32 MpOocesiBaHe Ha e(heKTa OT TepanusTa.

(2) (Homa - JIB, 6p. 26 ot 2019 r., B cmia ot 01.04.2019 r.) CbBeThT MOXeE
ciy)keOHO J1a MOCTaHOBU 33JbJDKEHUE 3a MpocleasBaHe Ha edekTa OoT TepamusaTa U 3a
JIEKapCTBEHU MPOIYKTH, KOUTO Beue ca BkitoueHu B [1JIC, koraTo:

1. nekapCTBEHUSAT MPOAYKT € CpaBHHUTENHA alTEepHATHBAa Ha JIEKaPCTBEH
HOPOAYKT 110 ail. 1;

2. e Bb3HHMKHAJIa HEOOXOAUMOCT 3a ChOTBETHATA 3arllallaia HHCTUTYIUS OT
U3BBPIIBAHE HA aHAJIM3 Ha €(EKTUBHOTO W IIeJIechOOpa3HO pa3xojBaHEe Ha ITYOJIMYHU
Cpe/CTBa 3a JIEKAPCTBEH MPOIYKT.

(3) (ITpenumna an. 2 - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., u3m. -
B, 6p. 28 ot 2021 r.) IlpocnensBanero Ha edeKkTa OT TepamusATa Ha JEKapCTBEHUTE
NPOAYKTH TO aj. | ce M3BBpIIBA 32 CPOK JO IThbPBOHAYAIHOTO MOJIbPKaHE Ha
peuMOYpCHUS CTaTyc Ha JIEKapCTBEHUs MPOJYKT IO pe/ia Ha riiasa mecra "a'.

(4) (Homa - JIB, 6p. 26 ot 2019 1., B cuita ot 01.04.2019 1.) [IpocnensiBaneTo
Ha e(peKTa OT TepanusTa Ha JIEKapCTBEHUTE MPOAYKTH I10 ajl. 2 ce U3BBPILBA 32 CPOK OT 1
10 3 TOAMHM B 3aBHCHMOCT OT TepareBTUYHATa cXeMa (MPOIABDKUTEITHOCTTAa Ha
TEpaneBTUYHUS KypC Ha JIEUeHHE) Ha ChbOTBETHUS JIEKAPCTBEH MPOAYKT WM 32 CPOKa Ha
IPOCIIE/IIBaHE Ha JIEKAPCTBEH MPOAYKT, C KOWTO CE€ CpaBHsBA.

(5) (Ilpegumina an. 3, usm. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.)
[Tpu BKIIFOUBAHETO HA JIEKAPCTBEHUTE MPOIYKTH 110 ajl. | ChBETHT OINpeesisi U YCIOBUATA
U KpUTEPUHTE 32 MTPOCIIesiBaHe Ha eeKTa OT Tepanusara ¢ TsIX, KaKTo U IPOrHO3HUS Opoit
MalMEHTH 3a CpOKa 1o ai. 3.

(6) (Homa - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) B cnyuauTe o a.
2 CouBeTbT ompesaenss U YCIOBUATA, U KPUTEPUUTE 3a NpocieisBaHe Ha edekrta OT
TepanusTa ¢ JIGKapCTBEHUTE MPOIYKTH.

(7) (Homa - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) 3a Bp3HMKHANIaTa
HE00X0UMOCT MO ajl. 2, T. 2 ChOTBETHATA 3aIUIaIllalla MHCTUTYIHMS TMCMEHO YBEeIOMsIBa
CpBeTa, KaTo MocoYBa KOHKPETHUTE OOCTOSITENICTBA, JOBEIH 10 HEsl.



Ui 316. (Hos - JIB, 6p. 8 ot 2017 r., u3m. - [IB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r.) (1) IlpocnensBanero Ha edeKTa OT TepanusiTa C JICKAPCTBEHUTE MPOLYKTH
no wi. 31a, an. 1 u 2 ce u3BbpIIBa OT JIeUeOHU 3aBeCHH 32 OOTHUYHA TOMOII U JIe4eOHU
3aBefeHus o 4. 5, an. 1, w1 10, 1. 3, 3a, 30 1 6 or 3aKoHa 3a JIeueOHUTE 3aBEIACHUS, B
KOUTO MMa CTPYKTYpPH 1O Ipoduia Ha 3a00JIIBAHETO.

(2) CeBerbT yBenoOMsiBa Jie4UeOHUTE 3aBEACHUS MO al. | 3a JIeKapCTBEHHUTE
MPOIYKTH, 32 KOUTO € ONpeeNICHO MpociensBane Ha edekTa OT Tepanusara.

(3) B eqnomeceueH cpok OT BJIM3AHETO B CUJIA HA PEIICHUE 3a MPOCIEAsIBaHE
Ha edeKkTa OT TepanusTa JieueOHUTE 3aBeJeHHs o ai. 1 ocurypsiBaT ChbBMECTUMOCT Ha
OonHMYHATA cu MH(POPMALMOHHA CHCcTeMa ¢ MHpOopMalmoHHaTta cuctema Ha CbBera.

(4) B xona Ha mpocnesBaHe Ha epeKTa OT TepanusiTa JCUYCOHUTE 3aBEACHUS
no an. 1 ce0upat nHpopMaIusITa 32 BCEKM KOHKPETEH JICKAPCTBEH MPOAYKT U €KETHEBHO
g npenocTaBsaT Ha CbBeTa ype3 TpaHcdep oT OoJHUYHATA HHPOPMAIMOHHA CUCTEMA.

(5) (M3m. - [IB, Op. 28 ot 2021 r.) CeBETHT CHOMPA, ChXpaAHSIBA U AaHATHU3UPA
uH(popManusiTa mo ai. 4.

(6) (Uam. - 1B, Op. 28 ot 2021 r.) CBBEeThT €XKETOMHO IPEIOCTABS
aHanuzupanata uHGopmarusa no an. 5 Ha H30K/M3 3a nenute Ha e(eKTUBHOTO U
nenecho0pa3Ho pa3xoBaHe Ha IMyOJMYHU cpecTBa. B3 ocHoBa Ha ananmm3za H30K/M3
MoraT Ja IpaBAT NpeajioxkeHus mo 4i. 32, an. 2 u 3.

(7) (Ot™m. - 1B, 6p. 28 ot 2021 1.)

(8) (Orm. - 1B, 6p. 28 o1 2021 1.)

Paznea II.

Pen 3a BriIIOUBaHe, MPOMSIHA U/ WJIM U3KJIIOYBAHE HA JIEKAPCTBEHU MPOAYKTH
B [lo3uTHBHMNS JIEKAPCTBEH CIUCHK U YCJIOBHSA U pell 32 peryJiupaHe eHuTe
HA JIEKAPCTBEHNTE MPOAYKTH 10 4. 2, ajl. 1. OneHka Ha 3ApaBHUTE
TexHoJiorum (3arJj. gom. - /B, 6p. 26 ot 2019 r., B cuaia ot 01.04.2019 r.)

Un. 32. (1) (U3m. u gom. - [IB, 6p. 92 ot 2014 1., B cruta ot 07.11.2014 1., mom.
- JIB, 6p. 26 or 2019 r., B cuma ot 01.04.2019 r.) 3a BkItOUBaHEe, MPOMEHU W/HIIU
U3KIIIOUYBaHEe Ha JekapcTBeH mnpoaykT B IIJIC, kakTo M 3a oOlleHKa Ha 3JpaBHUTE
TeXHOJoruu Ha Beue BkiIoueHH B IIJIC nexapcTBeHM NpPOAYKTH, NMPUTEKATENIAT Ha
pa3pelieHrneTo 3a ynorpeda Ha ChOTBETHHUS JIEKAPCTBEH MPOAYKT WJIM YITBIHOMOIIEH
HEroB INpeJicTaBuTeN mojasa 10 CbBeTa 3asBieHue 110 0Opasel], yIBbpieH oT CbBera.

(2) MortuBupanu nucMeHu mnpenioxkeHus a0 CeBera 3a W3KIIOYBAHE, 3a
IIPOMsIHA Ha IOKa3aHMATA, 3a NPOMSHA, CBbp3aHa C pela 3a 3alljalllaHe, 3a IpOoMsHa B
HauMHa Ha oOpa3yBaHe Ha pedepeHTHaTa CTOMHOCT UM HUBOTO Ha 3alliallaHe, ¢ KOUTO
nexkapcTseH npoaykT 1o INN e Bkitouen B I1JIC, morar aa ce npassat ot H30K u ot M3.

(3) (Hosa - IB, 6p. 92 ot 2015 r., u3m. - JIB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r.) MunuctepcTBoTO Ha 3apaBeonazpanero 1 H30K morar motuBupano na
uHuIuupar npen ChbBeTa M3BBPIIBAHETO HA OLEHKAa Ha 3JpaBHUTE TEXHOJIOTHUU 3a
JIEKapCTBEHM MPOAYKTH, BKitoueHu B I1JIC, 3a kouTo Te 3amnamar, B CJIIEJHUTE CIIydau:

I. 3a rapaHTHpaHe Ha NPEABUAUMOCT, YCTOMYMBOCT M PALMOHAIHO
pa3xo/iBaHe Ha Or0/KeTa Ha ChOTBETHUTE MHCTUTYLIMH;

2. 3a ONTHMHU3HMpAHE JICYEHUETO Ha IMAlMEHTUTE 3a 3a00JIIBaHUS, 32 KOUTO
ChOTBETHUTE UHCTUTYLIMHU 3aIljIaIiar.



(4) (Hosa - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) 3a nexapcTBeHU
npoayktu, BkiatodeHu B IIJIC, 3a kouTO € 3asBEHO pa3lIMpsiBaHE HAa TEPANEBTHYHU
MOKAa3aHus, 32 KOUTO JI0 MOMEHTa He € 3aIUlall[aHo, Ce U3BBPIIBA OLIEHKA Ha 3pPaBHUTE
TEXHOJIOTHH chIiiacHO wil. 30a.

(5) (Homa - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., nom. - JIB, 6p. 66
ot 2025 1., B cuia ot 12.08.2025 1.) OtieHka Ha 3/[paBHUTE TEXHOJIOTUH 32 JIEKAPCTBEHU
npoAyKTH 110 an. 1 u 3, kouto Beue ca BkiItoueHu B [JIC, ce uzBbpmiBa cwriiacHo wi. 30a,
an. 1. Ouenkata Ha 3IpaBHUTE TEXHOJOTUM CHIbpXKA KIMHUYHA U (papmako-
WKOHOMHUYecka yacT. CbBMecTHaTa KIMHHUYHA oreHka cbhriiacHo Permament (EC) Ne
2021/2282 e gyact OoT OIlCHKATa Ha 3IPaBHUTE TEXHOJIOTHH.

Ui 33. (1) Cbc 3asBiIeHHETO 3a BKIIFOYBAHE HA JieKapcTBeH npoaykT B [1JIC
MPUTEKATENAT HA Pa3pelICHUETO 3a YNOTpeOa WU YITbIHOMOIIEH HErOB MPEICTaBUTEN
3asBsiBa U oOpa3dyBaHEe Ha IleHa Mo 4wi. 2, ai. 1, Karo mocouBa IeHATa MO EJIEeMEHTHU
CcbOOpPa3HO MpaBmiIaTa Mo 4i. 8.

(2) (U3m. - [IB, 6p. 92 ot 2014 1., B cuma ot 07.11.2014 1., uzm. - JIB, Op. 92
ot 2015 r., u3m. - [IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) KbM 3as1BiIeHHETO IO
an. 1 ce mpunara aexyiapalusi-crpaBka o oopaserl, yrebpaeH ot CbBeTa, OTHOCHO IICHUTE
Ha MPOM3BOJIUTEN B CbOTBETHATA BAIyTa U B €BPO - B IbPXKaBUTE 10 Wil 8, all. 1, T. 1, KakTo
U 3a 00CTOSITeNICTBATA 110 4JI. 8.

(3) (M3m. - B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) LlenuTte Ha
MPOU3BOUTEN B JACKIapalusiTa 1o ai. 2 TpsoBa Ja ca KbM JaTa B Mecella Ha MoJaBaHe Ha
3as1BJICHUETO.

Uin. 34. (M3m. - IB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r.) (1) (U3m. -
B, 6p. 26 ot 2019 1., B cuia ot 01.04.2019 1., u3m. - JIB, 6p. 66 ot 2025 1., B cuja oT
12.08.2025 r.) Ha nekapcTBeH MpOIYKT, MOJYYMII pa3pelieHue 3a mapajieieH BHOC WIH
yBeJIOMJICHHE 3a MapajiesiHa AMcTpuOyius ot EBponeiickara areHIus 1o jJekapcrnara, npu
HaJIMYue Ha €THAKbB WM M10J00EH JIeKapCTBeH NpoayKT no wi. 214 3JIIIXM, BkitoueH B
[To3uTHBHUSA JEKAPCTBEH CIMCHK U C yTBBpAEHA 0T ChbBeTa LieHa 110 Wil. 2, all. | ce npuiara
ChIllaTa MM MO-HUCKA II€HA, M3YMCIEHAa B CHOTBETCTBUE C KOJIUYECTBOTO AKTHBHO
BELIECTBO B J1030Ba €IMHUIA, U CE€ BKIIOUYBA B chiuTe npuioxkenus Ha [IJIC, kato ce
Mo/laBa 3asBJICHUE OT NpPUTEXaTels Ha pa3pelieHHueTo/yBEJOMIECHHETO 3a MapajiesieH
BHOC/TIapajienHa JucTpuOynus no odpasen, yrBbp/eH oT ChBeTa.

(2) (U3m. - IB, 6p. 92 ot 2015 1., u3m. - IB, 6p. 26 ot 2019 1., B cuna ot
01.04.2019 r., u3m. - IB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) KbM 3aaBneHueTO 110
an. 1 ce mpumarat paspelieHueTo/yBeJOMIEHUETO 3a IMapajesieH BHOc/mapaseiiHa
TUCTpUOyLUs M ToKyMeHTHuTe o wi. 35, an. 1, 1.2,3,6 u9man. 5.

(3) (Hom. - IB, 6p. 66 ot 2025 1., B cruta ot 12.08.2025 r.) 3asBeHaTa 1ieHa Ha
JIeKapCTBEHU MPOIYKT Mo aji. | He Moke Ja ObJie MO-BUCOKA OT yTBbpAeHaTa oT ChBeTa
1eHa 1o 4j. 2, an. | win 3 Ha eqHaKBUsI WM MOJOOHUS JEKapCTBEH MPOAYKT 1o wi. 214
3JIIIXM.

(4) (U3m. - 1B, 6p. 92 ot 2015 r., gom. - /IB, Op. 26 ot 2019 r., B cuna ot
01.04.2019 r., u3m. - [IB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3a nexapcTBeHUTE
nponyktu mo an. 1 CeBersbT ce npousHacs B 30-IHEBEH CPOK OT IMOCTBHIIBAHETO Ha
3asBJIEHHETO, KaTo Ce Mpuiiarar pasnopeadute Ha wi. 35, ain. 6, ui. 37, 38 u 40.



(5) (Homa - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., u3m. - JIB, Op. 28
ot 2021 r., u3m. - JIB, 6p. 66 ot 2025 r., B cmiia ot 12.08.2025 1.) CeBeTHT CIIy:keOHO
HaMaJIgBa LIeHaTa Ha JIEKapCTBEH MPOIYKT, MOJIYUYHII pa3pellieHre 3a apaliejieH BHOC WU
yBeIIOMJICHHE 3a Iapasesna Auctpudyius ot EBponeiickara areHus 1o JekapcTnara, npu
oOpa3yBaHe Ha IIO-HUCKA WJIM HaMaJsiBaHE Ha IMpeJeHaTa IeHa mno 4wi. 2, aj. 1 uinu 3 Ha
€JIHAKBUS WU MOJ00EH JIeKapcTBEH NPOoAYKT 1o wi. 214 ot 3JIIIXM, BKIIOUUTENHO B
cly4auTe Ha nIpomsiHa 1o pena Ha wi. 43. CbBeThT yBEAOMSIBA MpUTEXKATENs Ha
paspelieHne 3a TMapajiesieH BHOC WIM YBEIOMJICHHE 3a MapajieiHa AUCTPUOYIHs 3a
3aroy4BaHe Ha aIMMHUCTPATUBHOTO IMPOU3BOJICTBO.

Y. 35. (1) KeM 3agBienuero o wi. 32, ain. 1 ce npunarar:

1. xomue OT paspemieHue 3a ynorpeda Ha JEKapCTBEHHsI MPOAYKT, KOTraTo
pa3pemieHueTo 3a ymorpeba e m3maneHo mo pexaa Ha Permament (EO) Ne 726/2004,
[Tpunoxenue I "Kparka xapakrepuctuka Ha npoaykta", [Ipunoxenue Il "[Ipurexaren na
pa3pelIeHneTo 3a MPOU3BOJICTBO, OTTOBOPEH 3a OCBOOOXK/1aBaHE HA MAPTUAU. Y CIIOBUS HA
pazpemienueto 3a ynorpe6a" u Ilpunoxkenue Il "O3naueHuss BbpXYy ONaKkoOBKaTa H
JUCTOBKATA"; MPUJIOKEHUATA C€ TIPEICTABIT HA €JIEKTPOHEH HOCUTEIT,

2. (mm. - JIB, Op. 92 or 2015 r.) undopmamus OTHOCHO €IWHHHUS
UIEeHTU(DUKAITMOHEH KO/ Ha IPY>KECTBOTO WJIM KOOIEpaIUsATa OT ThPIOBCKUS PETUCTHP, a
3a JpyKecTBaTa, PErHCTPUpaHU B JIbpkKaBa - 4ieHKa Ha EBpomelickus chbio3, Wid B
IbprkaBa - cTpaHa o CriopasymenueTo 3a EBponeiickoTo MKOHOMUYECKO ITPOCTPAHCTBO -
KOMUE OT JOKYMEHT 3a aKTyallHa PETUCTpalus IO HAIMOHAIHOTO 3aKOHOAATEJICTBO,
W3/1aJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JAbprKaBa Ha JHIaTa 1o wi. 32, an. 1 He
M0-KbCHO OT 6 Mecela nmpey nojaBaHe Ha 3asBIICHUETO;

3. U3pUYHO HOTAPUAIIHO 3aBEPEHO ITbJTHOMOIIIHO, B Clly4yail e 3asBJICHUETO Ce
MojiaBa OT NPEACTaBUTENl Ha MPHUTEXKATENsd Ha pa3pelieHueTo 3a yrnoTpeda; KoraTto
II'BJIHOMOIITHOTO HE € u3AajieHo B PenyOnuka bbirapus, 3a Hero ce npeacraBs NpeBoJ Ha
OBNTapCKU €3WK, U3BBPIIEH OT TMpeBoJa4y, KOWTO UWMa CKJIIYEeH JOrOoBOp C
MuUHHCTEPCTBOTO HAa BHHIIIHUTE PA0OTH 32 U3BBPIIBAHE HA OPUITUATHHI TPEBOIH;

4. (ot™m. - IB, 6p. 62 ot 2016 r., HOBa - JIB, Op. 26 oT 2019 1., B cuna ot
01.04.2019 r.) nexnapanus 3a oocToATencTBara rno wi. 29, an. 1, T. 3 no oOpasen, yrBupieH
ot CbBeTa;

5. naHHu oT npoBeneHu B PenyOnuka bbarapus wim B 4uyXOMHA KIMHUKO-
dbapMaKkoIOTUYHM W3MUTBAHUS HA JIGKAPCTBEHUS MPOJIYKT CHITIACHO NIpaBHiaTa Ha
JloOpara KITMHUYHA TPAKTHKA;

6. gexiapamus 3a OCHIypsBaHE Ha HEOOXOJUMHUTE KOJIMYeCTBa Ha
JIEKAPCTBEHUSI MPOJAYKT B 3aBUCUMOCT OT KOHKPETHUTE MOTPEOHOCTH Ha CTPAHATA;

7. (u3m. - 1B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) orieHKa/o1IeHKH Ha
3/[paBHATa TEXHOJIOTHSI OT Jbp)KaBHA WHCTUTYIMS Ha BemukoOpuranus, Dpanmms,
I'epmanus u IlIBernust (mpeactaBsi ce OIEHKA Ha 3ApaBHATa TEXHOJIOTHUS OT Ibp’KaBHA
WHCTUTYIIMS Ha BCSAKA OT MMOCOYCHUTE IBPKaBH, aKO UMa U3TOTBEHA TaKaBa);

8. (ot™. - IB, 6p. 26 ot 2019 1., B cuma ot 01.04.2019 1.)

9. (m3m. - IB, 6p. 28 o1 2021 1.) TOKyMEHT 3a TIaTeHa IbprKaBHA TaKCa;

10. papmako-MKOHOMUYECKU aHATHN3, U3TOTBEH WM aJalTHPaH 3a CTpaHaTa,
NPUAPYKEH ChC CPABHUTEJICH aHAIN3, TPH HAIMYUETO Ha JICKapCTBEHA ajJTEpHATHBA 3a
JiedeHre Ha 3a00IsIBaHETO;



11. (soBa - IB, Op. 92 ot 2015 1., u3m. - JIB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r.) 3aBepeHO OT MpHUTEKATENsI HA Pa3peLIEHUETO 3a yNOoTpeda WU HEroB
YI'BJTHOMOIIIEH NPEACTaBUTEN KomKe oT Aorosop, ckitoueH ¢ H30K, 3a npenocrassne Ha
OTCTBIIKA 3a JIEKAPCTBEHUTE NPOAYKTH 10 wi. 45, an. 10, 13 u 21 330;

12. (aoBa - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) 3aBepeHo ot
NPUTEXKATEIIS Ha Pa3peLICHUETO 3a YIOoTpeda Wik OT HETOB YIIBIHOMOIIEH MPEICTaBUTEN
KOIME OT paMKOBO criopazymeHue ¢ M3 o wi. 262, ain. 12 ot 3JIIIXM.

(2) (U3m. - 1B, Op. 26 ot 2019 ., B cuma ot 01.04.2019 r.) JlIokyMeHTHUTE 110
an. 1, 7. 5 u 10 ce mpunarat camo 3a JIeKapCTBEHU MPOAYKTH, KOUTO MPUHAAIEKAT KbM
MEXyHApOJHO HEMAaTEeHTHO HaWMEHOBaHHE, JEeKapcTBeHa (opMa M KOHIEHTpalmus Ha
AKTHBHOTO BEIIECTBO, KOETO HE € BKJIIOYEHO B choTBeTHaTa yact Ha [1JIC.

(3) (Homa - IB, 6p. 92 ot 2015 r., m3m. - JIB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r., u3m. - [IB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) 3a nmekapcTBEHUTE
IPOAYKTH, IPUHAJIEKAIIM KbM HOBO MEKIYHAPOJHO HEATEHTHO HAUMEHOBAHUE, KOETO
HE € BKIIIoUeHO B choTBeTHaTa yacT Ha [1JIC, ce mpeacTaBst N3rOoTBEH aHAIM3 3a OIICHKA Ha
3/IpaBHUTE TEXHOJIOTMU B CHOTBETCTBUE C PBHKOBOJCTBO CBHIVIACHO IpuiiokeHue Ne 6.
Jlannute B aHanu3a TpsOBa 1a ObAAT aKTyallHU KbM IEPUOJ, HE TIO-PaHEH OT €IUH Mecell
OT J]aTaTa Ha M0JJaBaHe Ha 3asBJICHUETO. AHAIU3BT CE 110/1aBa HA €JIEKTPOHEH HOCUTEI.

(4) (Hosa - IB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) 3a nekapcTBeHU
NPOJYKTH, 32 KOUTO MMa IMyOJIMKYBaH JIOKJIA]] 32 ChBMECTHA KIIMHUYHA OIIEHKA CHIIIACHO
yi1. 13 ot Pernament (EC) 2021/2282, nputexaTensT Ha pa3pelieHHeTo 3a ynoTpeda min
HEroB YIBJIHOMOUIEH NPEJACTaBUTEN IPEACTaBs aHajiu3 3a OLIEHKa Ha 3JpaBHaTa
TEXHOJIOTHS, KOWTO BKJIIOUBA JAHHU U3BBH TE3H, MPEAOCTABEHU B X0Jla HA ChBMECTHATA
KJIMHUYHA OIICHKA.

(5) (Ilpenumna ain. 3 - JIB, 6p. 92 ot 2015 r., npeaumniza ai. 4 - JIB, 6p. 66 ot
2025 r., B cuina ot 12.08.2025 r.) 3a BepHOCTTa Ha TaHHHUTE, IOCOUYCHHU B 3asIBICHUETO U B
MPUIPYXKABAIIUTE TO JOKYMEHTH M0 all. 1, MpUTeXaTensIT Ha pa3pelIeHHeTo 3a ynoTpeda
WIM HETOBUAT YIBJIHOMOIIEH MNPEACTaBUTEN IMpeAcTaBsl JAekiapanus no obpasel,
yTBBpAeH OoT ChBeTa.

(6) (ITpepumina an. 4 - JIB, 6p. 92 ot 2015 r., gom. - /1B, Op. 26 oT 2019 1., B
cuna ot 01.04.2019 r., npenumna an. 5 - IB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 1.)
CpBeTpT MOXXE MOTHMBHUPAHO Jla MOMCKAa OT 3asBUTENs JONBJIHUTENHA HHPOpMAaIus,
HeoOXouMa 3a B3eMaHEe Ha PelIeHHE 3a BKIIOYBAHE, MPOMEHH W/UIU HU3KIIOYBaHE Ha
nekapctBeH npoaykt ot IIJIC, kakro u 3a oOpa3yBaHe Ha LieHa 1o wi. 2, ai. 1, u npu
OIICHKA Ha 3/IpaBHUTE TEXHOJOTHH.

(7) (IMpepumna an. 5 - JIB, 6p. 92 ot 2015 1., nom. - /1B, Op. 26 oT 2019 ., B
cuna ot 01.04.2019 r., npenumna an. 6 - JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 1.)
[Tpu nmpomsina Ha BkimoueH B I1JIC nexkapcTBeH NMPOAYKT ce IpuiaraT ChOTBETHHUTE
JIOKYMEHTH, CBbP3aHU ¢ TpoMsiHata. [Ipu pa3mupsBaHe Ha TepaneBTUYHUTE MOKA3aHUS Ha
JIEKapCTBEH MPOJYKT, 32 KOMTO JJO MOMEHTA HE € 3aIUIalllaHo B cboTBeTHAaTa yacT Ha [1JIC,
Ce TpEeJCTaBsi U3TOTBEH aHAJIM3 3a OIlEHKa Ha 3/[paBHATa TEXHOJOTHUS B CHOTBETCTBUE C
PBKOBOICTBO ChIIacHO mpuitockeHue Ne 6. JlanHuTe B aHam3a TpsiOBa Aa ObAaT akTyalTHU
KbM TIEpUOJ, HE TO-PaHEH OT €IWH Mecell OT JaTaTa Ha IOJaBaHe Ha 3asBICHUETO.
AHaIM3bT ce M0J1aBa Ha XapTHEH U €JIEKTPOHEH HOCHUTET.

(8) (Homa - /IB, 6p. 66 ot 2025 ., B cuiia ot 12.08.2025 r.) Ipu pasmmpsiBane
Ha TepamneBTHUYHUTE MOKa3aHUs Ha JIEKapCTBEH NPOJYKT, 32 KONTO MMa MyOJMKYyBaH
JOKJIaJ] 32 ChBMECTHA KJIMHUYHA OlleHKa cbhriacHo 4. 13 ot Pernament (EC) 2021/2282,



MPUTEKATENIAT HA PA3pEUICHUETO 3a ynoTpeda MiIM HETOB YII'BJIHOMOIIEH IPEICTaBUTEN
MIPE/ICTaBsl aHAJIU3 32 OLEHKAa Ha 3/]paBHATAa TEXHOJOTHUS, KOMNTO BKJIOUBA JAHHU HU3BBHH
TE€3U, MPEIOCTABEHU B X0J]a Ha ChBMECTHATA KIIMHUYHA OICHKA.

(9) (Homa - /1B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., npenumiHa ain. 7 -
B, 6p. 66 ot 2025 1., B cruta ot 12.08.2025 r.) KoraTto npuTtexaTeisT Ha pa3peieHueTo
3a ynotpeda € 3asBUJI U3BBPILIBAHE HA OLIEHKA Ha 3/IpaBHUTE TEXHOJIOTUHU 3a JIEKapCTBEH
MPOAYKT, C€ Mpuiarat 1o0KymeHTure no ai. 1, 1. 1 - 3, 1. 9 u ananus no ai. 3.

(10) (Hosa - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r., npenumniHa ai. 8,
usm. - JIB, 6p. 66 ot 2025 r., B cuima ot 12.08.2025 r.) Ilpu omeHka Ha 3apaBHUTE
TEXHOJIOTHH B CIIy4auTe Mo Wi. 32, aj. 3 mpuUTeKaTeIAT Ha Pa3pelICHHETOo 3a yrmoTpeda e
JUTbXKEH Jla mnpeaoctaBu Ha CbBeTa Impu MOMCKBaHE HeoOxoaumarta My MH(OpManus c
M3KJIIOUYEHUE Ha JaHHHU, [IPEIOCTABEHH B XOJla HA CbBMECTHATa KJIMHUYHA OLICHKA, aKo 3a
JICKapCTBEHUsI MPOJYKT KMMa IMYyOJIMKYBaH JOKJIaJ 3a ChbBMECTHA KIMHUYHA OIICHKA,
ceriacHo wi. 13 ot Pernmament (EC) 2021/2282.

Ui 35a. (Hos - IB, 6p. 92 ot 2015 1. (*), m3m. - [IB, 6p. 26 ot 2019 1., B cmita
o1 01.04.20191.) (1) (U3m. - JIB, Op. 28 o1 2021 1.) [Ipu pasmupsiBaHe Ha TEPATCBTUIHUTE
[IOKA3aHUs Ha JIEKapCTBEH MPOAYKT, 3a KOUTO /10 MOMEHTA HE € 3aIUIAIAaHO B CbOTBETHOTO
npunoxenue Ha [1JIC, ce no6as 3aabKeHue 3a MPOCie/sBaHe Ha eeKTa OT Tepanusara
Ha JIEKapCTBEHMsI IPOYKT U 3a TE€3U IIOKa3aHUs, aKo HE ca IPEICTaBEHU J10Ka3aTesICTBa 3a
TepaneBTHYHA €(PEKTUBHOCT W/WIM CHOTHOLIECHMETO pa3Xoi - pe3yiaTaT € CTOHHOCTHO
Hee(EKTUBHO.

(2) CpBeTbT MOXKeE CIIy’KEOHO J1a TOCTAaHOBH 33/bJDKEHHUE 32 IIPOCIIe/IIBaHe Ha
e(ekTa OT TepanusaTa U 3a TEpPAeBTUYHU [TOKA3aHUS HA JIEKApCTBEHU MPOIYKTH, KOUTO ca
BkitoueHu Beue B [IJIC, B ciayvauTe, Koraro:

1. nexkapCTBEHUST MPOJYKT € CPAaBHUTEIIHA aITepHATHBA HA ITOKa3aHUE IO ajl.
1;

2. € Bb3HMKHaJIa HE0OOXOJUMOCT 3a ChOTBETHATA MHCTUTYLUS OT U3BBPIIBAHE
Ha aHaiM3 Ha e(pEeKTUBHOTO U IeJIeChOOpa3HO pa3Xxo/BaHe Ha MyOJIMYHU CpeACTBa 3a
JIEKapCTBEH MPOJYKT.

(3) (U3m. - [IB, 6p. 28 ot 2021 r.) [IpocnensBanero Ha epekra OT TepanusTa
3a TeparneBTUYHU MOKa3aHUs Ha JIEKapCTBEHUTE MPOAYKTH 10 all. 1 ce U3BBpILBA 3a CpOKa
no wi. 3la, an. 3 u un. 57a, an. 4. IlpocaensBaHero Ha edekTa OT TepamusTa 3a
TEpaneBTUYHUTE MTOKA3aHUs HA JIEKAPCTBEHUTE MPOAYKTHU IO ajl. 2 c€ U3BBPIIBA 33 CPOK
oT 1 10 3 roguMHM B 3aBHCHUMOCT OT TepaleBTUYHATa cxema (IPOABIDKUTETHOCTTa Ha
TEpaneBTUYHUS KypC Ha JICYEHHE) HAa ChOTBETHHUS JIEKAPCTBEH MPOJYKT MJIM 33 CPOKa Ha
npociieisiBaHe Ha JeKapCTBEH MPOIYKT, ¢ KOMTO ce CpaBHsBA.

(4) Ilpu pasmupsiBaHe Ha TEpareBTUYHUTE IMOKA3aHUSA Ha JIEKAPCTBEHUTE
npoaAyKTH 1o ai. 1 1 2 CbBeTHT ONpeAess U YCIOBUATA, U KPUTEPUUTE 3a MPOCIIe/IIBaHe
Ha e(eKTa OT TepanusTa.

(5) 3a Bp3HUKHANIaTa HEOOXOAUMOCT 110 ajl. 2, T. 2 ChOTBETHATA 3aIlialalia
MHCTUTYIUS MMHCMEHO yBeaoMsBa CbBeTa, KaTo MOCOYBAa KOHKPETHUTE OOCTOSTENICTBA,
JIOBEIIN 10 Hesl.

(6) IIpocnensBaneTo Ha edeKTa OT TEpaNuATa Ha TEPATIEBTUUHUTE MTOKa3aHUS
C JIEKapCTBEHUTE MPOIYKTH 110 all. 1 1 2 ce U3BbpILBA OT JeueOHHU 3aBeIeHus 32 OOJIHUYHA



IOMOII ¥ JIeYeOHH 3aBefeHusa mo 4i. 5, ad. 1, g, 10, 1. 3, 3a, 30 u 6 or 3akoHa 3a
JeyeOHUTE 3aBe/ICHHs], B KOUTO UMa CTPYKTYPH I10 poduiia Ha 3a00IIBaHETO.

(7) CbBeTbT yBenomsiBa JiedeOHUTE 3aBEJCHUS MO ajl. 6 3a JIEKApCTBEHUTE
IPOAYKTH, 32 KOUTO € ONPENIEICHO MPOCie/sIBaHe Ha eeKTa OT TepanusTa.

(8) B emHOMeceueH CpoK OT BIM3AHETO B CHJIA HA PEILICHUE 3a MPOCTeIsIBaHe
Ha epekTa OT TepamusaTa JeueOHUTE 3aBEICHUS 1O all. 6 OCUTYpsSIBAT ChbBMECTUMOCT Ha
OonHMYHATa cu MH(OpPMaIMOHHA crucTeMa ¢ MHpopMalmonHara cucrema Ha ChBerta.

(9) B xona Ha mpociiensBane Ha eekTa OT TepanusiTa JCUeOHUTE 3aBEACHIS
o ajn. 6 ce0upar nHpopMalusaTa 3a BCEKU KOHKPETEH JIEKapCTBEH MPOJIYKT U €KEIHEBHO
s mpefocTaBsT Ha CbBeta upe3 Tpanchep oT GoaHHMYHATA HHPOPMALIMOHHA CHCTEMA.

(10) (U3m. - 1B, 6p. 28 ot 2021 1.) CHBETHT CHOMPA, ChXpaHsIBa U aHATTU3UPA
uHpopManusATa 1o ai. 9.

(11) (M3m. - JIB, 6p. 28 ot 2021 r.) CBBEeTHT €XKErOJHO MNPEIOCTABS
anaymupanata uHpopmanus mo an. 10 va H30K/M3 3a nenure Ha €peKTUBHOTO U
nenech00pa3Ho pa3xoJBaHe Ha MyOIUYHU cpencTBa. B3 ocHoBa Ha ananuza H30K/M3
MoraT Jia IpaBsT NpeAsIoKeHus o wi. 32, an. 2 u 3.

(12) (Ot™m. - IB, 6p. 28 ot 2021 1.)

(13) (Ot™m. - IB, 6p. 28 ot 2021 1.)

Ui 36. (1) Ot [lo3uTtHBHUA JIEKAPCTBEH CIMHMCHK CE€ MU3KIIOYBAT JICKAPCTBEHU
MPOIYKTH, 32 KOUTO:

1. e HacTHITMIIA IPOMSTHA HA KPUTEPHUUTE, Bh3 OCHOBA HA KOUTO JICKAPCTBEHUAT
npoaykr e BkitoueH B I1JIC;

2. ca yCTaHOBEHH M0JI03UPAaHU HEOUYAKBAHU CEPUO3HH HEXKEIIAHH JICKaPCTBEHU
peaxkuu U HeOIaronpusTHU MPOMEHH B 0€30I1aCHOCTTA Ha JIEKapCTBEHUS MTPOIYKT;

3. ca TmpencTaBeHM HOBM JaHHW OTHOCHO CpaBHHUTENHara ¢dapMako-
MKOHOMHMYECKa 00OCHOBAHOCT Ha yrnoTpebaTa um;

4. e oTnagHaNo 3a00JIsIBAHETO, 32 KOETO CE€ 3aruiaiia ¢ myOJIudHu CPeJICTBA;

5. (m3m. - JIB, Op. 66 ot 2025 r., B cuma ot 12.08.2025 r.) e mogameHo
3asBIeHUe 1Mo Wwi. 32, an. 1 oT mpuTexaresns Ha pa3pelIeHHeTo 3a ynorpeda/pa3pericHue
3a MmapajieneH BHOC/YBEIOMJICHHE 3a TapajeliHa JTUCTpUOYLUs WM OT HETOBHUs
YI'BJIHOMOIIICH MPEICTABUTEIT;

6. € MoAaJeHO MHCMEHO yBeAOMJeHHE 10 M3mbiaHMTEenHaTa areHIus o
JIEKapCTBAaTa 3a MPEYCTAHOBSIBAHE MPOJIAKOUTE HA JIEKAPCTBEHUS MPOAYKT CHIVIACHO HII.
54, an. 2 3JIIIXM 3a cpok, no-abasr oT 60 aHH;

7. (mom. - /IB, 6p. 66 ot 2025 1., B cuita ot 12.08.2025 1.) € moiaiIeHo MUCMEHO
yBeioMJIeHHEe OT V3mbIHUTENHATA areHIus Mo JIeKapCTBaTa, Y€ JEKapCTBEHUAT MPOAYKT
HE € IMyCHAT Ha ma3apa noseue ot 30 JHU clies 1aTtara, T0OCOYeHa B YBEIOMIICHHUETO T10 HJI.
54, an. 1 3JIIIXM unu He € nojgazeHo yBeaomienue no wi. 54, an. 1 ot 3JIIIXM;

8. (m3m. - [IB, 6p. 66 oT 2025 1., B crita ot 12.08.2025 1.) € mo1aieHo MUCMEHO
YBEJIOMJICHHE, Y€ pa3pelIeHHeTo 3a YImoTpeda/pa3pellieHneTo 3a MapajielieH BHOC Ha
JIEKapCTBEHUS MTPOAYKT € MPEKPATEHO MPEICPOYHO MO pena Ha ui. 55, an. 3 ot 3JIIIXM;

9. e NoJaieHO MOTUBHUPAHO MPEIJIOKEHUE 110 Uil. 32, al. 2;

10. HE € TOIaIeHO 3asBIIEHUE 110 pejia Ha HapeaoaTa mo wi. 45, ain. 9 ot 3akoHa
3a 3JpaBHOTO OCUTYPSIBAHE B €IHOMECEUEH CPOK OT BKIFOUBAHE HA JIEKAPCTBEHHSI IPOAYKT
B IJIC;



11. (moBa - /1B, 6p. 92 ot 2015 r., ot™. - [IB, 6p. 26 ot 2019 1., B cuna ot
01.04.20191.)

12. (voBa - /IB, 6p. 92 ot 2015 . [*], oT™. - IB, Op. 26 ot 2019 r., B cuna ot
01.04.20191.)

13. (voBa - /IB, 6p. 92 ot 2015 . [*], oT™. - IB, Op. 26 ot 2019 1., B cuna ot
01.04.20191.)

14. (noBa - JIB, 6p. 92 ot 2015 r.) B mporieaypata 1o riaBa mecta "a" He ce
JIOKaXKEe MOJIOKUTETTHATA OIICHKA TIPU TAXHOTO BKIIFOUBAHE;

15. (moBa - IB, 6p. 92 ot 2015 r.) HEe € MOAAICHO 3asABICHUE 32 TOIbPIKAHE
Ha peuMOYypCeH cTaTyc mo 4i. 570;

16. (noBa - JIB, 6p. 92 or 2015 r.) mpouenypara mo riaBa mecra "a" e
MIPEKPATeHa;

17. (mpemummua 1. 11 - JIB, 6p. 92 ot 2015 r.) ca HaCTHIUIN YCIOBUSATA TIO WII.
264, an. 7 3JIIIXM.

(2) (U3m. - IB, 6p. 92 ot 2015 1., u3m. - JIB, Op. 26 ot 2019 1., B cuna ot
01.04.2019 r.) B cayuas no an. 1, 1. 10 siekapcTBEHUAT NPOAYKT CE€ U3KIHOYBA CAMO OT
IJIC o 4. 6, an. 2, T. 1.

Y. 37. (1) (Hom. - B, 6p. 92 ot 2015 1., u3m. - IB, 6p. 26 or 2019 1., B cuna
o1 01.04.2019 r.) B 60-1HEBeH cpok OT JaTaTa Ha 10JIaBaHE HA 3asBJIEHUETO 10 1i. 32, aj.
1 CbBeThT pas3riexia 3asBICHUETO W NPUIOKEHUTE KbM HEro0 JOKYMEHTH U B3eMa
peleHue, ¢ KOeTo yTBbPIKAaBa IIeHa Ha JIEKAPCTBEH MPOYKT 110 WiI. 2, all. 1 1 ro BKIOYBA
B [IJIC, unu oTka3Ba Ja yTBBPAM 1I€HA HA JIEKAPCTBEH MPOAYKT MO Wi. 2, an. 1 u aa ro
Biuroun B [1JIC. B ciyuaute mo 4. 30a CeBeThT ce mpousHacs B ¢pok a0 180 gau.

(2) (U3m. - B, 6p. 92 ot 2015 r.) B cnydaute mo un. 30, an. 4 CbBeThT ce
npousHacs B cpok A0 30 1HU.

(3) (Hom. - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) B cpok no 30 gau
OT TIOCTBIIBaHE Ha 3asABJICHHWE 3a NpPOMSIHA WIM H3KI0ouBaHe Ha BKiIoueH B [1JIC
JeKapcTBeH NpoAyKT CHBETHT pas3riiek/ia 3asBICHHETO U C€ MPOM3HACS MO HEro, KaTo
yBEIIOMsIBa 3asBHUTENS 3a pelmeHuero cu. llpu pasmupsBaHe Ha TepaneBTHYHHUTE
MOKAa3aHUs Ha JIEKapCTBEH MPOAYKT, 32 KOWTO 0 MOMEHTA HE € 3aIUlaliaHo B ChOTBETHATA
yacT Ha [IJIC, CeBeThT ce mpousHacs B cpok 10 90 quwu.

(4) Ilpu m3kiIrOUBaHE Ha JIEKAPCTBEH MPOJYKT OT BCHYKHU MPUIIOKEHHUS HA
[JIC ce 3annuaBa v 1ieHaTa My 1o 4i. 2, ai. 1.

(5) IIpu u3kIOUBaHE HA JEKAPCTBEH MPOAYKT Ha OCHOBaHHe 4. 36, ai. 1, T.
5 ot Bcumuku npuiokeHus Ha [1IJIC mpuTexaTensT Ha pa3penieHUueTo 3a yrnorpeda win
VITBITHOMOIIIEH HETOB TPEJCTaBUTEN MOXKE Ja 3asBH IIeHaTa mo wi. 2, an. 1 na Owae
BITMCAHAa KaTo IpeJIeNIHA IIeHA B PErHCThpa 1Mo 4. 22. BricBaHeTo Ha Mpe/ieHaTa eHa B
perucThpa mo wi. 22 ce u3BbpIBa ¢ penienue Ha ChBeTa.

(6) (dom. - JIB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ilpu 3anuyaBane
[[eHaTa Ha JIEKapCTBEH MPOJYKT Mo ail. 4 B clydauTe Ha u3kitouBaHeTo My oT I[1JIC Ha
ocHOBaHue WiI. 36, an. 1, T. 4 u 9 nenara no 4i. 2, an. 2 uiaym 5 Ha JIEKapCTBEHUS MMPOIYKT
€ BaJMJHa B CPOK JIBa Mecella caMO B Cllydail Ha IMOJaBaHE HA MHCMEHO 3asBIIEHUE O
ChBeTa OT IpHTEXaTelss Ha pa3pelieHHeTo 3a ynorpeda/pa3pelieHreTo 3a rmapajeiieH
BHOC/YBEIOMJICHHETO 3a MapajeiHa JUCTpHOyIKs B CpoKa 3a 00XajiBaHEe Ha PEIISHUETO.



(7) (Hosa - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r.) I1pu ycioBusita Ha
1. 55, an. 6 3JIIIXM nekapcTBeH npoAyKT 1o wi. 36, ain. 1, T. 8§ Moxke 1a Objie npoaaBaH
3a CPOK, HE MO-ABIBI OT €Ha F0JIMHA Ha 1IeHaTa, YTBbpAeHA MPeaAH 3aJIMYaBaHeTo .

(8) (Ilpeaumna an. 7 - 1B, 6p. 92 ot 2014 ., B cuna ot 07.11.2014 r.) Korato
IpU pasriiexaane Ha 3asBieHusATa 1o an. 1, 2 u 3 CbBeThT KOHCTATUPA HEIOCTATHIU WU
HEMBJIHOTH B IIpeJICTaBeHaTa OKYMEHTAlWs, MMa MpPaBO Ja HM3UCKAa OT 3asBUTEISA
OTCTpaHsBaHE HAa HENBJIHOTHUTE M HEIOCTAThIUTE B JOKYMEHTAlUATa, KaKTO U
JNOIBJIHUTENTHA ~ WHpOpManus, Karo  yBeAOMsBa  3asBHTENs 1O  peJa  Ha
AJIMUHUCTPATUBHOIIPOIIECYAIHUSI KOoAEKC. B To3m cimydail cpokosere mo an. 1, 2 u 3
CIHpaT Ja TeKar.

(9) (ITpegumrna ain. 8, u3m. - IIB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 1.)
B cnyyaii ye B cpok 10 30 1HM cUMTaHO OT JaTaTa Ha YBEJOMSBAHETO 110 aJl. 8 3asBUTEIIAT
HE OTCTpaHU KoHcTaTupaHuTe oT CbBeTa HEIOCTaThLUU M HEMBIHOTH, MPOLENypaTa ce
IpeKpaTsBa.

(10) (ITpeaumna ain. 9, u3m. - JIB, 6p. 92 or 2014 1., B cuna ot 07.11.2014 1.)
ChBeThT yBeZIOMSIBA IIMCMEHO 3asBUTEIIA 32 IPEKPATSIBAHETO Ha MPOILeaypaTa 1o aj. 9.

Y. 37a. (Hos - JIB, 6p. 26 ot 2019 r., B cmta ot 01.04.2019 r.) B 90-nHeBeH
cpok ChHBETHT M3BBPILBA OIEHKA HA 3APABHUTE TEXHOJOTHH 32 JICKAPCTBEH MPOAYKT U
nprueMa ¢ peuieHue J0KIal.

Un. 38. (1) (U3m. u mom. - 1B, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) 3a
MOCTBIMINTE 3asIBJICHUS CE U3TOTBSI IOPUINUECKA, METUIIMHCKA, (PapMaKo-MKOHOMHYECKa
¥ UIKOHOMHYECKa OlLIEHKa OT €KCIEePTH OT Crelnaan3upanara aaMuHucTpaus Ha CbBera.

(2) (U3Mm. u pom. - /1B, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 1., u3m. u gor.
- 1B, 6p. 26 ot 2019 1., B cuma ot 01.04.2019 r.) Ekcieprute U3BBPIIBAT NMPEABAPUTEIICH
Mperyie]] Ha 3asBJICHUATa W TpHApPYKaBallaTa TH JAOKYMEHTAIMs W H3TOTBIT TIO
3asBJICHHUATAa CTAaHOBUINA 1O obpasel, yrBbpAeH oT ConBeTa. [IbpBO ce HU3BBpIIBA
IOpUIMUECKa OIIeHKa, a cjel ToBa - MEIULHUHCKA, (apMaKko-UKOHOMHYECKAa U
MKOHOMMYECKA OIICHKA.

(3) (Hom. - AB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) JleiinocTTa Ha
CbBera ce moanomara OT BRHIITHHA €KCIIEPTH U3BBH aIMUHUCTPAIUATA, KOUTO UMAT BUCIIIE
oOpazoBanue no cnenuanHocture "Meaununa" nan "®dapmanus" win "MkoHomuka',
onpeneneHu ot ChBerta.

(4) ExcrieptuTe 110 ajn. 3 1o KOHKPETHO 3as1BJIEHUE 32 JIEKAPCTBEH MPOAYKT HE
TpsiOBa Ma ydyacTBaT B JACHHOCTH, CBbP3aHU C HETOBOTO pa3paboTBaHe, MPOU3BOJICTBO,
MapKETUHT, ThPTOBHS HA €ApO U THProBUs Ha JPeOHO, 32 KOETO MOAMUCBAT JIeKIapaIus
no oOpasel, yTBbPACH 0T npezcenarens Ha ChBera.

(5) (M3m. - IB, 6p. 26 o1 2019 1., B cunma ot 01.04.2019 r.) [Tpu HeoObxoammocT
npeacenarensT Ha CpBera ompenenss €KCIepT 0o al. 3, KOWUTO Ja W3BbPUIN
MeIUITMHCKA/(hapMaKo-UKOHOMUYECKA OIEHKA | JIa Ja/Ie CTAHOBHIIIE.

(6) (Hosa - /IB, 6p. 26 ot 2019 ., B cuna ot 01.04.2019 r., u3m. - /1B, 6p. 28
ot 2021 r., u3m. - JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) Ilpu ouenka Ha
3/IpaBHUTE TEXHOJOTUH MpeacenarensT Ha CbBeTa onpeens chbe 3amoBea paboTHa rpyma,
KOATO J1a W3rOTBM KJIMHWUYHA U (PapMaKO-MKOHOMHYECKA OIIEHKa 3a OICHSBAHUS
JIEKapCTBEH MPOJYKT Mo obOpasell, yrBbpieH oT CbBeTa, U OlleHKa Ha KpuTepuu 1o wi. 30
cwriacHo nmpuioxenue Ne 5. B paboTHaTa rpymna ce BKIIOYBAT MO €UH MPEACTaBUTEN HA



H30K u M3, ekcneptu mo an. 3 mo cnenuanHoctra "MenunuHa" u Morar jga Obaar
BKJIIOUEHU €KCIEPTH IO ajl. 3 mo creuuanHoctra "®apmanuda’, KakTo M €KCHEpTH OT
crenuanu3upaHaTa agMuHucTpanus Ha CbBeTa.

(7) (HoBa - /1B, 6p. 26 ot 2019 ., B cuna ot 01.04.2019 r.) IIpencenarenst Ha
paboTHara rpymna mo aji. 6 B3ema ydacTue Ha 3acenaHuero Ha CbBera, Ha KOETO ce
pasriex/ia ChOTBETHATa MPOLIEIypa 3a OLEHSIBAHUS JIEKAPCTBEH MPOJIYKT.

(8) (M3m. - JIB, 6p. 102 ot 2017 1., npeauniHa ai. 6, xom. - JIB, 6p. 26 ot 2019
r., B cua ot 01.04.2019 r., uam. - [IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) Ilo
3agBJICHUS 32 BKJIIOUBAHE, M3KJIIOYBAHE WJIM NPOMSHA Ha TOKa3aHHUS, KaKTO U TpU
MOCTAHOBSIBAHE Ha 3aJbJDKCHHE 3a TpociesBaHe Ha edekTa OT TepamusaTa Ha
nekapcTBeH npoayktd B IJIC mo un. 262, an. 6, T. 1 U 2 - OTHOCHO JIEKapCTBEHUTE
MPOIYKTH, IPUIOKUMH TPHU JICYSHUETO HA 3JI0KAYECTBCHUTE 3a00IsIBAaHUS, 3allIalllaHu B
OOJHMYHATA METUIIMHCKA IIOMOII U3BBH CTOMHOCTTA HAa OKa3BAaHUTE MEAUIIMHCKH YCIIYTH,
u 1. 3 or 3JI[IXM CsBerbT m3uckBa cranoBuiie or H30OK/M3. CranoBumiero ce
npenoctass B 10-THEBEH CPOK OT MOMCKBAHETO.

(9) (Otm. - [IB, 6p. 92 ot 2015 1., HOBA - /IB, Op. 8 oT 2017 r., npeaumIHa ain.
7, wam. - JIB, 6p. 26 ot 2019 r., B cuma ot 01.04.2019 r.) B cranoBumero cu 3a
JIEKApCTBEHUTE MPOJYKTU 0 Wi. 31a 1 32 mpoMsiHA Ha TEPANEBTUYHH MMOKa3aHUs 10 L.
35a H30K/M3 3aabKUTETHO TOCOYBA JICUCOHUTE 3aBECHUS, B KOUTO IIIE CE IPOCIIEsIBa
e(eKThT OT TepamusTa, yCIOBHSATA W KPUTCPUUTE 3a MpOCIeAsBaHE Ha edeKra oT
TepanusTa ¢ TsIX, KaKTO ¥ MPOTHO3HUS OOl MaIueHTH.

(10) (U3m. u mom. - 1B, 6p. 92 ot 2014 1., B cumma ot 07.11.2014 r., npeauniaa
an. 8, uaM. u gom. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) OnpeneneHusr ot
npejaceaarens 3a JOKIaauuK wieH Ha CbBera 00001aBa €KCHEPTHUTE CTAHOBUIIA,
KIIMHUYHATA U (papMako-MKOHOMHUYECKaTa OlEHKa, KAaKTO M CTAHOBHUIIETO IO all. 8 U 9, u
W3rOTBSl €KCIEepPTEH JIOKIaa Mo obOpasel, yrBepaeH or CbBeTa, B 7-ITHEBEH CPOK OT
MoJIy4aBaHE Ha CTAHOBUIIATA 3@ BCAKO 3asiBJICHUE.

(11) (U3m. - AB, 6p. 102 ot 2017 r., npeaumiHa an. 9, nom. - JIB, 6p. 26 ot
2019 r., B cuna ot 01.04.2019 r.) Ilpu pasriexxaaHe Ha 3asBICHMS 3a BKJIIOYBAHE,
M3KJIIOYBaHe, MPOMSIHA Ha MOKa3aHUs WM HAMMEHOBAaHKE, KAKTO U MPHU TTOCTAaHOBSIBAaHE HA
3aIbJKEHUE 32 MpocTeisiBaHe Ha epekTa OT Tepanusara Ha JekapcTBeHu npoayktu B [IJIC
no wi. 262, an. 6, T. 1 U 2 - OTHOCHO JIEKAPCTBEHUTE MPOIYKTH, NMPUIOKUMHU TNPU
JICYEHUETO Ha 3JI0KaUeCTBEHUTE 3a00JsABaHUS, 3aIlalllaHi B OOMHHUYHATA MEAMIIMHCKA
MOMOI] HW3BBbH CTOMHOCTTa Ha OKa3BaHUTe MeauuMHCKH ycayru ot 3JIIIXM, B
3acenanneTo Ha ChbBeTa 3aIbDKUTENHO B3ema yuyactue npeactasuten Ha H30K, koiito
npesctass cranoBuieto Ha H30K no Besiko 3asBieHue.

(12) (U3m. - IB, 6p. 102 ot 2017 r., npeaumnHa an. 10, non. - IB, 6p. 26 ot
2019 r., B cuna ot 01.04.2019 r.) Ilpu pasrimexnaHe Ha 3asBICHUS 3a BKIIIOYBAHE,
M3KJII0YBaHe, MPOMSHA Ha MMOKa3aHUs WM HAUMEHOBAHUE, KAKTO U MPU IOCTAHOBSIBaHE Ha
3aIbJKEHUE 3a IPOCIieisiBaHe eeKTa OT TepanusTa Ha jekapctBenu npoayktu B [IJIC no
1. 262, an. 6, 1. 3 3JIIIXM B 3acenanuero Ha CbhBeTa 3abJDKUTEITHO B3E€Ma y4acTHE
npeacrasuten Ha M3/H3O0K, koito mpeacrasst cranoBumieto Ha M3/H30K mo Bcsko
3asiBJICHUE.

(13) (Hosa - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) Ha 3acenanusita
Ha CpBeTa 3aBJDKUTENIHO MPUCHCTBAT NpenctaBuren/mpenctasurenn Ha H30K, M3 u
NAJI, xorato ce u3BbpIIBa OIIEHKA HA 3/IPAaBHUTE TEXHOJIOTHH.



Ui 38a. (Hos - /IB, 6p. 26 o1 2019 ., B crta ot 01.04.20191.) (1) BbB BpB3Ka
ChC 3aabibKeHueTo no wi. 38, an. 8 ynpasurtenar Ha H30K moxe na cb3gane KoMucus,
KOSITO Ja To MOANOMara B M3rOTBSHETO Ha craHoBuile. [IpaBunara 3a paborta Ha
KOMUCHSTA ce yTBbpkaaBar oT ynpasurens Ha H30K.

(2) 3a nognomarane paboTara Ha KOMHCHSITa MOTaT Ja ObJaT NPUBIUYAHU U
BBHHIITHH €KCIIEPTH.

(3) YUneHoBeTe Ha KOMHUCHATA 1O aJl. 1, KAKTO W JMIIATa IO aj. 2 He Morar Jia
ydacTBaT B JEHHOCTH, CBBpP3aHH C pa3pabOTBaHETO, MPOU3BOJCTBOTO, MApPKETHHTA,
THProBUATA HA €APO U IPEOHO ChC CHOTBETHHS JIEKAPCTBEH MPOIYKT.

(4) UnenoBeTe Ha KOMUCHSITA 110 aJl. |, KAKTO U JIMIIATa IO aJl. 2 ca JIIHKHU J1a
HEe pasriacaBaT (pakTH U OOCTOSITENCTBA, CTaHAIM WM HM3BECTHU NpPU WIA MO IMOBOJ
U3ITBITHCHHUE HA 33bJDKCHHUSITa UM TI0 Ta3H Hapeaoa.

Y. 386. (Hos - /1B, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) (1) ChBeThT
ompezensi ChC 3amoBen paboTHa rpyma, Kosto B chorBeTcTBUEe ¢ Permament (EC)
2021/2282 pma ompenenu oOxBaTa Ha ChbBMECTHATa KIMHHYHA OIICHKA 32 JIEKApPCTBEH
MPOAYKT ChITIACHO TEPANEeBTHUYHOTO/TEPANEBTUYHUTE MOKA3aHHE/TIOKA3aHMsI, BKIFOUBAII]
Ha0Op OT MapaMeTpu 3a CbBMECTHATa KJIMHUYHA OLIEHKA OT IJIe/IHa TOUKa Ha MallueHTCKaTa
MOMYJIAlKs, UHTEPBEHIHTA, CPABHUTEIHUTE AITEPHATUBU U 3JpaBHUTE pe3ynratu. B
paboTtHaTa rpyma ce BkiItouBat npeacraBurenn Ha H30K/M3, ekcnieptu mo wi. 38, ai. 3
no crnenuanHocT "MenunuHa" M eKCIEepPTH OT ClelUaln3upaHara aJMUHUCTpAIUs Ha
CobBera.

(2) Ilpu ompenenstHeTo Ha 0OXBara Mo an. 1 ce w3nmon3Ba MHPpOpPMANUATA,
npezcTaBeHa B choTBeTCTBHE ¢ Permament 3a uznbianenne (EC) 2024/1381 na Komucusra
ot 23 maii 2024 roauHa 3a yctaHoBsiBaHe, chriacHo Perimament (EC) 2021/2282 otHOCHO
OlICHKaTa Ha 3[paBHUTE TEXHOJOTUH, HAa IPOLEAYPHH MpaBUiia 32 B3aUMOAECUCTBUETO IO
BpeME Ha M3TOTBIHETO M aKTyalu3alUsaTa Ha CbBMECTHM KJIMHUYHU OLIEHKH Ha
JIEKapCTBEHU IMPOJYKTH 3a XyMaHHa ynoTpeda Ha paBHuIleTo Ha Cbro3a, 3a 0OMEHa Ha
uHpOpMalKs BbB Bpb3Ka C TOBAa M3TOTBSIHE M Ta3u aKTyaJu3alMs U 32 Y4aCTHETO B TIX,
KaKTO U 32 YCTAaHOBSIBAHE Ha 00pa3Ily 3a Te3U ChbBMECTHHU KIuHUYHU otieHku (OB, L ot 24
Mmaif 2024 r.), KakTo U HHpOpMaLUATA 110 WI. 7a, aj. 2.

(3) CeBerhT MO3KE J1a Bb3J1ara Ha paboTHaTa rpyna o ai. 1 u apyru aeitHocTy,
CBBP3aHU ChC ChBMECTHATA KIIMHUYHA OLIEHKA Ha JIEKapCTBEHUS MIPOIYKT.

Y. 388. (Hos - /1B, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) (1) JInnara no
yy1. 380, ann. 1 moamucBar AekIapaiys 3a HaJu4ue WM JIMICa Ha HHTepecH Mo obpasell,
yTBbpJAeH 0T ChbBeTa, 32 BCEKU KOHKPETEH JIEKapCTBEH NMPOAYKT, 32 KOMTO cie/Ba Ja ce
ornpeneny 00XBaThT Ha CbBMECTHATA KJIMHUYHA OLIEHKA.

(2) JIumata mo wi. 380, ann. 1 mocodBaT B A€KIapanusTa 1mo ai. | BCHYKUA CBOU
(MHAHCOBH WM JPYTd MHTEPECH, HE3aBHCHUMO JIalld CHIIUTE UMAT MPAKO WM HETpPsKO
OTHOIIEHHE B CEKTOpa Ha pa3paboTUMLIUTE Ha 3/IpaBHU TexHoioruu. Jlunara no . 380,
asn. | HOCAT MbJIHA OTTOBOPHOCT 3a ChBbPKAHUETO Ha MOAAIEHATa OT TIX ACKJIaparusl.

(3) CbBeThT U3BBpIIBA OLIEHKA HA UHTEPECUTE, IIOCOUEHU B JIEKJIapalusTa 1o
an. 1, B 7-1HEBEH CPOK OT HEHHOTO MPEJOCTABSHE.

(4) B ciyuqaif Ha HeoOxonuMocT ChBETHT MOKE J1a M3UCKA OT JIUIaTa Mo 4Jl.
380, ann. 1 1a nmpeoCcTaBsT IOMBIHUTEIHA HHPOPMAIUS, KOATO € HE0OOX0MMa 3a OlleHKa



Ha JeKJIapupaHuTe uHTepecw. Jlumara mo wwi. 380, am. 1 mpeacTaBAT uW3MCKaHaTa
uHpopmanus B 10-THEBEH CPOK, CYUTAHO OT JaTaTa Ha yBEJOMSBAHETO 32 TOBA.

(5) o u3KkIItOUEHUE U KOTaTO HE MOTaT Jla C€ HaMepsT €KCIEePTH, IPU KOUTO
He ¢ Hamuie KOH(PIUKT Ha uHTepecu, ChBETHT BKIIIOYBA B paboTHATA rpyna mno wi. 380,
an. 1 ekcnepTu, KOUTO IpUTEXKaBaT HEOOXOAUMHUS OIUT, KaTO CE B3eMa MPEABHU TEXHUST
KOH(JIMKT Ha HHTEPECH.

(6) Jlunmata mo wi. 380, an. 1 ca momkHU Ja HE pasriacsBaT (akTH U
00CTOSATENCTBA, CTAHAIN UM M3BECTHH IPH WIH MO MOBOJ] U3MTBJIHEHUE HA 33 IbJDKCHUSITA
UM TI0 Ta3u Hapeada, 3a KOeTo MOANUCBAT AeKiIapanus no odpasen, yrBbpaeH oT CbBera.

Ui 39. (1) (Hom. - AB, Op. 66 ot 2025 1., B cuna ot 12.08.2025 r.) 3a paboTata
cu B CbBeTa BHHITHUTE EKCIIEPTH 1O Wi. 38, ai. 3 u 4. 380 mosy4yaBar Bb3HArpaxKacHue.
(2) KonkpetHuAT pasmep Ha Bb3HArpa)xaeHueTo ce onpeaens ot Cbeera.

(3) ®unancoBoTo obOe3mevyaBaHe Ha paborara Ha CbBETa C€ OCHINECTBIBA
cbrtacHo wi. 258, an. 2 3JITIXM.

Ui. 39a. (Hos - JIB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) (1) CeBeThT
ype3 UT mmardpopmara nmo wi. 30 ot Permament (EC) 2021/2282 mnpenocraBs Ha
KoopnunanmonHnata rpyma wHpOpMAIMs 3a HAIMOHAJTHATa OIGHKA Ha 3JpaBHATa
TEXHOJIOTHS, OTHACSINA Ce J0 3/[paBHa TEXHOJIOTHs, KOSTO € Omia mpeIMeT Ha CbBMECTHA
KJIMHUYHA OIleHKa, B Cpok 30 1IHH, CYMTAHO OT Jarara Ha HEHMHOTO MPHUKIIIOYBAHE.
[IpenocraBsiHata uHOpManMs ChIbpPXKA JAHHU 32 HAYMHA, MO KOWUTO MOKIAJAMUTE 3a
CHBMECTHH KJIMHUYHU OICHKM ca OWJIM B3E€TH I0J] BHUMAaHUE IMPH W3BBPIIBAHETO Ha
HAI[MOHAJHA OIIEHKa Ha 3/JpaBHATa TEXHOJIOTHUS.

(2) Koraro Obae wu3BBpIICHA OLEHKA Ha 3[paBHATa TEXHOJOTHS WJIH
aKTyalu3anus Ha OIleHKa Ha 3ApaBHa TexHoisorus mo uwi. 7, an. 1 ot Pernmament (EC)
2021/2282, CbBeThT TpeNOCTaBs HAIMOHATHUS JOKJAJ] 3a OIleHKa Ha Ta3u 3JpaBHA
texHojorus Ha KoopauHanmonHara rpyna upe3 miardgopmara no uwi. 30 ot Permament
(EC) 2021/2282 B cpok 30 nHu ciel HEHHOTO NMPUKIIOYBAHE.

Un. 40. (1) IIpu oTka3 3a BKIIOYBAHE, 3a MPOMsHA WM 3a M3KIIOYBAHE Ha
nexkapctBeH mpoaykt oT IIJIC CeBeThT MOTHMBHpA PEIICHHETO CH B CHOTBETCTBUE C
KpUTEpUUTE, YCIOBHUSATAa W TMpaBWiIaTa, YCTAaHOBEHHM B Hapendara, KaTo YBEIOMsBa
3asBUTEIS TI0 pefia Ha AJIMUHUCTPATUBHOIIPOLIECYATHHS KOJEKC.

(2) (Hom. - [IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) IIpu otka3 3a
BKJIFOYBaHe Ha JiekapcTBeH NpoAayKT B [1IJIC ChBeThT OTKa3Ba M YTBBPIKIABAHETO HA IIEHA
mo ui. 2, an. 1 wm 5.

(3) (U3m. - 1B, 6p. 92 ot 2015 1., u3m. - IB, Op. 28 ot 2021 r.) Pemenusita
Ha CpBeTa o ain. 1 u 2 moanexar Ha o0XkalBaHe:

1. mo agMuHUCTpaTUBEH pex pea Komucusita mo npo3padHocT;

2. mpea CHOTBETHHS ChJ MO peAa Ha AJIMUHHCTPATHBHOIPOIIECYaTHUS
KOJZIEKC.

(4) (HoBa - JIB, 6p. 26 012019 ., B cuma ot 01.04.2019 r.) CeBeTHT City)keOHO
yBenqomsiea M3/H30K 3a pemenusita, Ha KOWTO € TMPHUIAJACHO TPEABAPUTEIIHO
U3MbJIHEHUE, B 3-THEBEH CPOK OT U3/1aBAHETO UM.



Ui 41. (1) IlpurexkaTensT Ha pa3pelIeHUETo 3a ynoTpeOda WK YIIbJIHOMOIICH
HErOB MpEACTaBUTE] MOXE Jla 3asiBM MOTHMBHpPAHM MPOMEHH B YTBbpJEHATa II€HAa Ha
JIEKapCTBEH MPOJYKT MO 4. 2, an. 1 He mo-paHo oT 12 Mmecena ciea yTBbpKJaBaHe Ha
nocJjeHaTa 1eHa.

(2) Orpanuuenuero 1o aj. 1 He ce OTHAcCs 3a CIy4yauTe, B KOUTO IPUTEKATEIAT
Ha pa3pelIeHUeTo 3a yrnorpeda mnojajae 3asBicHUE 32 HAMaAIsIBaHEe HA YTBbpJEHATA IIeHa
Ha JIEKapCTBEH MPOJYKT IO 4. 2, aj. 1.

(3) (M3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., usm. - IB, 6p. 28
ot 2021 r., momn. - JIB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) YBenuueHue Ha
YTBBP/ICHATA 1IeHA Ha JICKAPCTBEH MPOAYKT IO wWi. 2, al. 1 Moxe J1a ce 3asBU J10 pa3Mepa
Ha Hail-HHMCKaTa lLieHa, OlpeieieHa 1o pesia Ha Wi. 8, a IpH JIMIIca Ha TaKaBa, C MPOLICHTa
HA CTAaTUCTHYECKH OTYETeHaTa HMHQIANuUs 3a TMepuoja Ha JEHCTBHE OT MOCIEeIHATa
oOpa3yBaHa 1eHa. CbBETHT MpHEMa C PEHICHHE METOJIMKA 32 HAaUMHA HA M3YMCIICHUE Ha
YBEJIMUEHUETO C MPOIICHTA HAa CTATUCTUICCKH OTYETeHATa HH(IIAIS, KOSATO CE IMyOJIMKyBa
Ha ouMaTHaTa UHTEPHET cTpaHunarta Ha CbBera.

(4) M3m. u pom. - JAB, 6p. 92 ot 2014 r., B cuma or 07.11.2014 r.)
[TputexxaTenar Ha pa3pelIeHUeTo 3a ynorpeda Wik HeroB YITbITHOMOIICH MPEJICTABUTEN €
JUTHKEH B CPOK JIBa paOOTHU JIHU OT TOJIydaBaHe Ha pemieHneTo Ha ChBeTa 3a MpoMsiHa Ha
[eHata mo 4i. 2, aa. 1 Ha JeKapcTBEH MNPOAYKT Ja YBEIOMHU MO MOAXOMSI Ha4YuH
beairapckus ¢dapmaneBtiueH cbio3 (BOC) u ThproBuuTe Ha €IpoO, a TOCIEIHHUTE -
THPrOBIIUTE HA APEOHO C JIEKAPCTBEHH MPOITYKTH.

Ui 42. (om. - JIB, 6p. 66 ot 2025 r., B cruta ot 12.08.2025 r.) B pamkuTe Ha
YTBbpJICHATA [IeHa Ha JIEKapCTBEHU MPOAYKTH 110 4. 2, ai. | uiau 5 nenooOpa3yBaHeTo HA
THProBella Ha eApO U Ha ThpProBela Ha IPeOHO ce OCHIIECTBSBA, KAKTO ClIeBa!

1. TbproBeusT Ha JpeOHO M3BBPLIBA MPOJaxk0a MO 1IeHa, HE MO-BUCOKA OT
YTBbpJCHATA [IEHA;

2. (m3m. - IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., u3m. - /IB, 6p. 66 ot
2025 ., B cuna ot 12.08.2025 1.) THproBenbT Ha €ApO MPoIaBa JEKapCTBEHH MPOTYKTH IO
1[eHa, YMMTO pa3Mep HE MOXKeE Ja € MO-BUCOK OT pa3Mepa Ha yTBbpJeHaTa IieHa Ha
MIPOM3BOUTEIN C HAUMCIIeHa Haa0aBKa mo 4i. 8, an. 1, T. 2 U JaHbK BHpXY JoOaBeHaTa
croiinoct, oosiena B I1JIC o 4. 6, an. 2, T. 4.

Uin. 43. (1) (U3m. - IB, 6p. 66 ot 2014 1., B cuna ot 08.08.2014 1., uzm. - JIB,
op. 92 o 2014 1., B cuma ot 07.11.2014 r., nom. - /1B, 6p. 92 ot 2015 1., u3m. - JIB, Op. 26
ot 2019 ., B cuna ot 01.04.2019 r.) B cyuaii Ha nurica Ha MPOMSsIHA HA IIEHUTE, TTOCOYCHHU
B JIeKJIapalus-cripaBKaTa mo @wi. 33, an. 2, Bb3 OCHOBA Ha KOATO € Ouia yTBhP/CHA IIeHa
1o wi. 2, ait. 1 Ha BxiroueH B [1JIC nekapcTBeH NPOAYKT, ¢ U3KIIFOUEHHE HA JIEKAPCTBEHUTE
NPOIYKTH, pa3pelieHn 3a ynorpeba mo pena Ha wi. 11 3JIIIXM, mputexartenst Ha
paszpeleHue 3a ynorpeda UM YI'bJIHOMOIIEH HETOB MPEACTaBUTEN MPEICTaBs Ha BCEKU
JIBAJIECET U YETUPHU MEcela OT JaTaTa Ha YTBbPrK/IaBaHe Ha MOCJeIHATA LIeHa JeKIapalus
no oOpasen, yrBepieH oT CbBeTa, yA0CTOBEpsBaIla T€3U 00CTOosATENCTRA. Jleknapanusra
ce 1o/1aBa B Mecela, Npe3 KOWTO U3THYa JIBaJIECET U YETUPU MECEUHHUST MEPUO.

(2) (Hosa - /1B, 6p. 66 ot 2014 r., B cuia ot 08.08.2014 r., u3m. - /1B, 6p. 92
ot 2014 r., B cuna ot 07.11.2014 r., nom. - [IB, 6p. 92 ot 2015 r., u3m. - JIB, 6p. 26 ot
2019 r., B cuma ot 01.04.2019 r., non. - [IB, 6p. 28 ot 2021 r.) B cnydaii Ha nunca Ha



IPOMSIHA Ha LIEHUTE, IIOCOYEHHU B JIeKIapalus-cipaBkara o wi. 33, aj. 2, Bb3 OCHOBA Ha
KOSITO € Owia yTBBbpJCHA IeHa MO wWi. 2, ajl. | Ha JEeKapCTBEH MPOAYKT, 32 KOHTO
pedepeHTHaTa CTOMHOCT ce M3UYKCIIsBA Ype3 IPYNUPAHE, B KOETO HE Y4acTBaT JIEKAPCTBEHU
IPOAYKTH Ha JAPYrd IPUTEKATENW Ha paspelieHue 3a ynorpeda, BkiaroueH B [UJIC, ¢
U3KJIIOYEHUE Ha JIEKAPCTBEHUTE MPOIYKTH, paspelieHu 3a ynorpeba no peaa Ha wi. 11 u
te3u 1o an. 3 3JIIIXM, nputexartensr Ha pa3pellieHue 3a ynoTpeda win yIbIHOMOILEH
HEroB IPEJICTABUTEN IIPEJACTaBs Ha BCEKU IIECT Mecella OT JaraTa Ha YTBbpX/JIaBaHEe Ha
nocjeaHarTa IeHa Jekaapanus mo odpasen, yrBbpaeH oT CbBeTa, yI0CTOBEpsBalla TE3U
oOcTosTencTBa. Jlexnapanusara ce nojaBa B Mecela, Ipe3 KOWTO U3THYA IECTMECEUHUST
HEepUo/I.

(3) (Hosa - IB, 6p. 28 ot 2021 r., u3m. - JIB, 6p. 66 ot 2025 r., B cuna ot
12.08.2025 r.) 3a nexkapcTBEH MPOAYKT OT CHUCHKA MO mpuiiokeHre Ne 6a, BKIIOYEH B
ITJIC n mpuHaanexan KbM MEX/IyHapOAHO HENAaTEeHTHO HauMeHoBaHue oT Ecennuannara
mucta Ha CBEeTOBHATA 3/[paBHA OpPraHU3AIHs 32 IMTOTOKCUYHO U XOPMOHAITHO JICYCHHE HA
3JI0KaYeCTBEHU 3a00JIsIBaHUS M 32 KOMTO pedepeHTHAaTa CTOMHOCT ce M3YHCIsABa upes3
rpynupane, B KOETO HE Y4acTBaT JIGKAPCTBEHU MPOAYKTH HA OPYTU MPUTEKATEIN Ha
paspelieHue 3a ynorpeOa, NPUTEXKATENAT Ha pa3pelIeHHeTo 3a yrnorpeda WM
YITBITHOMOIIIEH HETOB IPEACTABUTEI MPEICTaBs Ha BCEKH ABAJIECET M YETUPH Mecena OT
JlaTata Ha YTBbPXK/IABaHETO Ha IOCIeHATa [IeHa JeKiapaius no odpasel, yTBbPACH OT
CsBeTa, ynocTtoBepsiBaiia Te3u oocrosrencTsa. Jekmapamnusra ce mojasa B Mecena, rnpes
KOMTO M3THYa BA/IECET U YETUPU MECEUHMST EPUO/IL.

(4) (ITpequmrna an. 2, u3m. - JIB, 6p. 66 ot 2014 r., B cuna ot 08.08.2014 r.,
nom. - JIB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., nom. - JIB, 6p. 92 ot 2015 r., u3m. -
B, 6p. 62 ot 2016 1., u3m. - IIB, 6p. 102 ot 2017 r., u3m. - JIB, Op. 26 ot 2019 r., B cuiia
o1 01.04.2019 r., npeaumna an. 3, nom. - JIB, 6p. 28 ot 2021 r.) [Ipu HayIMune Ha TpoMsHA
Ha [IEHUTE Ha JICKApCTBEH MPOIYKT 1O aj. | u 3, mocodeHu B JIeKIapalusi-clipaBKara 1mo
yj1. 33, ann. 2, IpH KOATO LieHaTa Ha MPOU3BOAMTEIN MO Wi. 8 € MOo-HHUCKa B CPaBHEHHE C
[IeHaTa Ha MPOM3BOJAWTEN, Bh3 OCHOBa Ha KOATO € Owmia oOpasyBaHa IIeHaTa Ha
JeKapCTBEHUs MPOAYKT, ¢ U3KIIOYEHHE Ha JIEKAPCTBEHUTE IMPOJYKTH, pa3pelieHd 3a
ynotpeba no pena Ha wi. 11 3JIIIXM, nputexxarenst Ha pa3pelieHre 3a ynorpeda wiu
YITBJIHOMOIIIEH HEroB NpEACTAaBUTENl €XKEroJHO, He IMO-KbCHO OT HACTBhIIBAaHETO Ha
JBaJIECET W YETHPH Mecella OT JaraTa Ha YTBbp)KJaBaHE Ha TOCIeIHAaTa IIeHAa Ha
JeKapCTBEH NPOAYKT MpecTass npe CbBeTa 3asBJI€HUE 32 IPOMSIHA Ha YTBBpJICHA [IEHA.
3asBNIEHUETO Ce TOJaBa B MECeIa, Mpe3 KOWTO M3THYa JBAJECET M YETHPU MECCUHUST
HEepUo/I.

(5) (Hosa - JIB, 6p. 66 ot 2014 r., B cuiia ot 08.08.2014 r., nom. - IB, Op. 92
ot 2014 r., B cuna ot 07.11.2014 r., mom. - [IB, 6p. 92 ot 2015 r., u3m. - JIB, 6p. 62 ot
2016 r., u3m. - 1B, 6p. 102 ot 2017 1., u3m. - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019
r., npeauinHa an. 4 - JIB, 6p. 28 ot 2021 r.) Ilpu Hamuuue Ha mMpoMsHA Ha IIEHUTE Ha
JIEKApCTBEH MPOJYKT M0 all. 2, MOCOYEHHU B JIEKJIapalns-CclpaBKaTa 1o 4i. 33, ain. 2, npu
KOSTO IIeHaTa Ha MPOU3BOJAMTEN MO wWi. 8 € MOo-HUCKa B CpaBHEHHME C I[eHaTa Ha
NIPOM3BOJIUTEN, Bh3 OCHOBAa Ha KOSTO € Omia oOpa3yBaHa IleHAaTa Ha JIEKapPCTBEHUS
HPOAYKT, C U3KIIIOYEHHE Ha JICKApCTBEHUTE MPOJIYKTH, pa3pelleHu 3a ynorpeda mno pena
Ha wi. 11 3JIIIXM, npurtexarensT Ha pa3pelieHre 3a ynorpeda Uil yIrbJIHOMOIIEH HErOB
IpeCTaBUTENl Ha BCEKH LIECT Mecella OT JlaTaTa Ha YTBBPKAaBaHE Ha MOCJIeAHAaTa LeHa
Ha JIEKapCTBEH MPOIYKT mpencTass npen ChBeTa 3asBICHUE 32 MPOMSHA HAa YTBHPIEHA
1[eHa. 3asBJICHUETO Ce [10/1aBa B Mecela, pe3 KOWTO U3THYA IIECTMECEUHUSAT MEPUO/I.



(6) (ITpenumna an. 3, u3m. u gor. - [IB, 6p. 66 ot 2014 1., B cruta ot 08.08.2014
r., m3m. - [IB, 6p. 62 ot 2016 r., npeaumua an. 5, uzMm. - JIB, 6p. 28 ot 2021 r.) Axo
MPUTEKATENIAT Ha pa3pelIeHre 3a yrnoTpeda Wik yIbIHOMOIIEH HETOB MPEACTaBUTEN HE
nojaje AeKiapanus no ai. 1 - 3 niau 3asBieHue 1o aji. 4 u 5 u cieq npoBepKa OT EKCIEPTU
OT crHenualv3upaHaTa agMuHucTpanuss Ha CbBeTa ce YCTaHOBU, 4e€ IleHaTa Ha
IIPOU3BOJIUTEI 110 Y. 8 € [T0-HHCKa B CPAaBHEHUE C LIEHATa Ha MPOM3BOAMTEN, Bb3 OCHOBA
Ha KOsATO € Ouja oOpa3yBaHa 1leHaTa Ha JEKapCTBEHHs MPOAYKT 10 ui. 2, an. 1, CbBeThT
CIIy’)keOHO B3eMa pelieHHe 32 MPOMsIHA Ha YTBbP/CHA IIEeHA Ha JEKapCTBEH MPOIYKT.

(7) (ITpegumna an. 4, u3m. - JIB, 6p. 66 ot 2014 1., B cuna ot 08.08.2014 r.,
u3M. - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r., npeaumina an. 6, usm. - JIB, Op. 28
ot 2021 1.) IIpoBepkara 1o ai. 6 ce u3BbpiBa 10 20-0 YUCI0 HAa Mecella, CJIeIBAIIl MeCela,
IIpe3 KOMTO € U3TEKBJI CPOKBT 3a I10JIaBaHE Ha JIEKJIapalys, CbOTBETHO 3asBICHHUE.

(8) (ITpegumna an. 5, mon. - /1B, 6p. 66 ot 2014 r., B cuna ot 08.08.2014 r.,
u3M. - /1B, Op. 62 ot 2016 r., npeaumHa an. 7, m3m. - 1B, 6p. 28 ot 2021 r.) Koraro npu
MPOBEpKa Ha MOJIAJICHUTE JACKJIapaliu 1o ai. 1 - 3 cnenuanu3upanata aIMUHUCTPAIUS HA
CbBera yCcTaHOBH, Y€ IIeHaTa Ha IPOM3BOJUTEI 110 Wi. 8 € M0-HUCKA B CPAaBHEHUE C LIeHaTa
Ha MPOM3BOJAUTEN, Bb3 OCHOBA Ha KOSATO € Ouia oOpa3dyBaHa lieHaTa Ha JIEKapCTBEH
MPOJYKT 1O 4wi. 2, ait. 1, CbBETHT yBeIOMSIBA MIPUTEKATEIIS HA pa3pelieHue 3a ynorpeda
WIH YII'BIHOMOIIIEH HETOB MPEICTaBUTEN Jla MoAa/ie 3asBJIeHHE 3a MpoMsiHa B 14-1HeBeH
CPOK OT YBEAOMJICHUETO U 32 OTKPUTHUTE [ICHH.

(9) (ITpegumna an. 6, u3m. - /B, 6p. 66 ot 2014 1., B cuna ot 08.08.2014 r.,
npenunHa an. 8, u3Mm. - /B, 6p. 28 ot 2021 r.) Koraro B cpoka 1o ai. 8 3asBHTEIAT HE
nonaje 3asBieHue, CbBETHT CIY:KEOHO B3eMa pelIeHHe 3a MPOMsSHA Ha YTBbPJACHA IIeHa
Ha JIEKAPCTBEH MPOIYKT.

(10) (Tlpeaumna an. 7, uzm. - JIB, 6p. 66 ot 2014 r., B cuna ot 08.08.2014 1.,
npenuuiHa an. 9, usm. - 1B, 6p. 28 ot 2021 r.) Koraro 3asButenar nojazae 3asBjicHUE B
cpokoBeTe Mo ai. 4, 5 U §, KOeTo He OTroBaps Ha WM3UCKBaHUATA Ha wi. 33 u 35,
CHOTHOCHMH KbM IPOMsIHATa Ha 1leHa, ChBETHT MMa MPaBO J1a U3KMCKA OT 3asBUTENS B 14-
JTHEBEH CPOK J1a OTCTPAHHU HEMBIHOTUTE M HEIOCTATHIUTE B JOKYMEHTALMSTA, KAKTO U
JOITBJIHUTENTHA WH(pOpManys, HeoOXoauMa 3a NPOMsSHATa Ha I[eHa Ha JIEKapCTBEHUS
IPOAYKT.

(11) (ITpeaumna an. 8, usm. - /1B, 6p. 66 ot 2014 r., B cuna ot 08.08.2014 r.,
npeaumHa an. 10, u3m. - JIB, Op. 28 ot 2021 r.) Korato 3asgBUTENSAT HE OTCTPaHU
HEITBJTHOTUTE W HEJOCTATBIUTE B JIOKYMEHTAIMATAa, KAaKTO W aKO HE IMPeIoCTaBU
JIOMbIHUTENHATa UH(pOpManus, HeoOXoauMa 3a MpOMSHATa Ha IieHa Ha JIEKApCTBEHUS
IpOAYKT B cpoka o at. 10, ChBeTHT cily’keOHO B3eMa pelIeHHe 3a IPOMSIHA Ha YTBBP/ICHA
I[€Ha Ha JIEKapPCTBEH MPOIYKT.

(12) (ITpeaumna an. 9, usm. - /1B, 6p. 66 ot 2014 r., B cuna ot 08.08.2014 r.,
npenuinHa ai. 11, u3m. - IIB, 6p. 28 ot 2021 r.) Pemienusra no an. 6, 9 u 11 noexar Ha
obO>xanBaHe 10 pena Ha wi. 40, am. 3.

Ui. 43a. (Hos - JIB, 6p. 28 ot 2021 r., oT™. - [IB, 6p. 66 ot 2025 1., B cruta oT
12.08.2025 r.)

Un. 44. (1) (Msm. - 1B, 6p. 28 ot 2021 r.) HamuonamHara
3/IpaBHOOCUTYpUTENIHA Kaca mpegocTaBs Ha ChBeTa IbJIHA UHPOPMALIUS 3a 3aIIaTeHUTE
JIEKapCTBEHU NMPOAYKTH, BKItoueHH B [1JIC mo uit. 6, an. 2.



(2) (U3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 1., u3m. - JIB, Op. 28
or 2021 r.) Uudopmamusara no an. 1 ce mpemocraBs Ha CbBeTa €XEMECEYHO Ha
€JIEKTPOHEH HOCHTEN Mo obOpasel, yTBbpAeH oT ChbBera. ChbBETHT MOXKE Ja HU3UCKBa
JOIIBJIHUTENTHA UH(OpMAIHS TPU HEOOXOIUMOCT.

(3) (Hom. - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) MuHUCTEPCTBOTO
Ha 37]paBeoIia3BaHeTo mpeaocTans Ha ChBeTa nH(pOpMAIHS 32 3aIUIATCHUTE JIEKAPCTBEHU
npoaykTu, BkiatoueHu B [1JIC mo ui. 6, ain. 2, T. 3 Ha BCEKH TpHU Mecela.

(4) JleueOnuTe 3aBefeHUs MO Wi. 5 OT 3aKOHA 3a JIeYeOHHUTE 3aBEICHUS U
JedeOHUTE 3aBEACHUS C IbP>KaBHO M/WIKM OOIIMHCKO y4yacTtue 1o 4wi. 9 u 10 ot 3akona 3a
naeyeOHUTE 3aBeleHUs NpeaocTaBaT Ha ChbBeTa MbJHA MHPOpPMALUSA 32 3alUIATCHUTE
JIeKapCTBEHU NpoayKTH, BKJItoYeHHu B [IJIC no uin. 6, an. 2, T. 2.

(5) Ipu mneobxomumocT CHBETBT MOXE Ja TIOHCKA JOMBIHUTEITHA
undopmanus ot M3, H30K u neyeOnute 3aBeneHus.

(6) IpenocraBenara napopmanys 1o ait. 1, 3 u 4 ce U3MOI3BAa 32 U3TOTBSIHETO
u akryanusupasero Ha [JIC.

(7) Nadopmanmsita o an. 3 u 4 ce npenocraps Ha ChBeTa B Kpas Ha BCSIKO
TpUMeceUHe WIM IpHU TOMCKBaHE Ha EJEKTPOHEH HOCHUTEN Mo o0pasel], YTBBPAEH OT
CobBera.

Paznea I11.
Pen 3a onpenesisine Ha pedepeHTHA CTOMHOCT M HUBO Ha 3aIUIalllaHe HA
JIEKapPCTBEHUTE MPOAYKTH, BKIIOYBAHU B [103UTHUBHUS JIeKAPCTBEH CMIUCHK

Un. 45. (1) (Jom. - AB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) 3a
ompeessiHe CTOMHOCTTA Ha 3aIulalllaHe Ha JIGKapCTBEHUTE MPOAYKTH, BKirouBaHu B [1JIC,
ce wu3umcnaBa pedepeHtHa croiHocT 3a JJIJI wnm TepameBTHYEH Kypec, WU
KOHIIeHTpanus, uin ooem o INN u nexkapctena gopma.

(2) Pedepentnata croitHoCT 10 ai. 1 ce n3uucisiBa, KaKTO CJe/Ba:

1. nexapCTBEHUTE MPOAYKTH, ChIBPKAIIU €THO U CHIIO aKTUBHO BEIIECTBO IO
INN, ce rpynupar no jekapcTeHa ¢popma;

2. (mon. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) u3uncnssa ce
croiiHocTTa Ha JI/IJI wnu TepameBTUYEH Kype, WM KOHIIGHTpaIus, WiIH o0eM 3a
pa3nu4HUTE JIeKapcTBeHU NpoayKTu o INN u nekapcTBeHaTa popma U ce ornpeess Haii-
HHCKaTa CTOWHOCT;

3. ompezaeneHaTa Hal-HUCKAa CTOMHOCT MO T. 2 € peepeHTHa 3a BCHUYKHU
JIeKapCTBEHH MPOIYKTH ¢ eqHO U cbio INN u eqHa U chlla JekapcTBeHa hopma.

(3) (Hom. - IB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) Pedepentnara
ctoiHocT 3a J1JI/] nnu TepaneBTHYEH KypC, MU KOHIIEHTPAIIUs, WK 00EM Ha JIEKapCTBEHU
MPOJYKTH, ChABPKALIY TIOBEYE OT €IHO JIEKApCTBEHO BEIIECTBO, ce 00pa3yBa Bb3 OCHOBA
Ha Haill-HUCKuTe cTorMHOCTH Ha JIJIJ[ wim TepaneBTHUYEH KypC, WM KOHLIEHTpauus, WA
00eM OTHemTHO 3a CHOTBETHUTE CBHCTAaBHH AKTHBHU BEIECTBA, CHABPXKAIIH CE B
JIEKAPCTBEHUTE MPOAYKTH C €THO JIEKAPCTBEHO BEIIECTBO, M3UMCIIEHU 0 pejia Ha all. 2.

(4) (Jom. - AB, 6p. 26 ot 2019 r., B cria ot 01.04.2019 r.) 3a JJJI/] nnu
TEpaneBTUYeH KypC, WM KOHIEHTpalus, Wid o0eM Ha JIeKapCTBEH MPOAYKT, KONTO



ChIbpXKa TIOBEYEC OT TPU AaKTUBHU BEIIECTBA, CE B3eMa €/IHA J030Ba EJMHUIA U
pedepeHTHaTa CTOMHOCT CEe M3YMCIISABA 110 pelia Ha ail. 2.

Un. 46. (1) (U3m. - IB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., nom. - /IB,
op. 26 ot 2019 1., B cruta ot 01.04.2019 r.) 3a onpenensiHe CTOMHOCTTA Ha 3aIljIallaHe Ha
JeKkapcTBeHuTe npoAykTH, BkiatouBanu B IIJIC mo un. 6, am. 2, 1. 2, ce u34MUCIsIBa
pedepentHa croitHoct 3a JIJI/1 ninu TepaneBTUYeH Kypc, UM KOHIEHTPALUs, U 00eM 1o
INN, nexapctBena Gpopma v KOHIIEHTpAIMS B €AMHAIIA 00EM.

(2) PedepenTtHara cToitHOCT 1O ai. 1 ce M3YUCIIsIBA, KAaKTO CIEABA:

1. (u3m. - [IB, Op. 92 ot 2014 r., B cuna ot 07.11.2014 r.) nekapcTBeHUTE
NPOAYKTH, CHABPKALIM €HO U ChIIO akTUBHO BemecTBO 1mo INN, ce rpymupar mno
JeKapcTBeHa (hopMa U KOHIICHTPAIUS B €IUHHUIIA 00EM;

2. (m3m. - IB, 6p. 92 ot 2014 r., B cunma ot 07.11.2014 1., nom. - /IB, 6p. 26 ot
2019 r., B cua ot 01.04.2019 r.) uzuncnsaBa ce croitHoctta Ha [IJIJ] wiu TepaneBTHYCH
KypC, WIM KOHLIEHTpAlUs, WIK 00eM 3a pa3NU4HUTE JIeKapCTBEHU NpOoAyKTU mo INN,
JeKapcTBeHa (opMa M KOHIIGHTpAlWs B CIMHUIA 00EM W C€ Ompejaeiis Haii-HHCKaTa
CTOMHOCT;

3. (m3m. - 1B, 6p. 92 o1 2014 1., B cuna ot 07.11.2014 r.) onpenenenara Haii-
HUCKa CTOMHOCT 10 T. 2 € pedepeHTHA 32 BCHUKH JIEKAPCTBEHU MPOAYKTHU C €JHO U CHIIO
INN, enna u chia gekapcTBeHa (hopMa U KOHIICHTPAIUS B €IUHUIIA 00EM.

(3) (U3m. - JIB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 1., nom. - JIB, Op. 26
ot 2019 ., B cuia ot 01.04.2019 r.) Pepepentnara croitnoct 3a )1/ nnu TepaneBTudeH
KypC, WJIM KOHIIEHTPAI¥sl, I 00eM Ha JIEKApCTBEHU MPOYKTH, ChIBPKAIIH [TOBEYE OT
€IHO JIEKapCTBEHO BEIIECTBO, c€ 00pa3yBa Bb3 OCHOBA HAa HAW-HUCKUTE CTOMHOCTU Ha
JJUT wiu TepaneBTUYEH KYpC, MJIM KOHLIEHTPALUs, WIK 00eM OTAETHO 32 ChOTBETHHUTE
ChCTAaBHM AaKTHUBHU BEIIECTBA, CHABPKANIM CE B JICKAPCTBEHUTE NPOAYKTH C EIHO
JIEKapCTBEHO BEIIECTBO M KOHIICHTPAIIMs B €IUHUIIA 00eM U M3UUCIICHHU T0 pe/ia Ha all. 2.

(4) (Jom. - B, 6p. 26 ot 2019 r., B cuia ot 01.04.2019 r.) 3a AJI/] v
TepaneBTUYeH KypC, WM KOHIEHTpalus, Wid o0eM Ha JIeKapCTBEH MPOAYKT, KONTO
ChABpXKA IOBEUE OT TPHU AKTHBHU BEIIECTBA, CE€ B3€Ma €JHA JI030Ba CAWHHUIA U
pedepeHTHaTa CTOMHOCT ce U34MCIABA 0 pelia Ha all. 2.

Un. 47. (1) PedepentHara CTOWHOCT MOXKE Ja C€ OMpPENeIH W 3a XUMHUYHA
noarpyna Ha ATC knacugukanusara, KoraTo BKJIOYEHUTE B Hes JIEKApCTBEHU MPOAYKTH
no INN u nekapctBeHu ¢hopMu UMaT J0Ka3aHa CXOJHA €(PEKTUBHOCT U OE30MacCHOCT 3a
JeYeHNe Ha JaJeHO 3a00JsBaHe C MOJ0OHO KIMHHYHO NMPOTHYAHE W TEKECT CHITIACHO
KpaTKaTa XapakTEepUCTUKa Ha MPOAYKTa.

(2) PedpepentHara cToitHOCT 1O ai. 1 ce onpesesns mo caeaHus HauuH:

1. (mom. - JIB, 6p. 26 ot 2019 r., B cuma ot 01.04.2019 r.) 3a Bcsiko INN cbe
CHOTBETHATAa JICKAPCTBCHA (bopMa B PAMKHUTC Ha XHMHYHaA IOATpYyIIa IO aHATOMO-
TEepaneBTUYHO-XUMHUYHATA Kilacudukamus ce ompenens croiHocT 3a JJAJ wmm
TepaneBTUYEH KypC, WM KOHIICHTPAIWs, WK 00eM 1o peaa Ha 4. 45, ai. 2;

2. Hali-HHCKaTa CTOMHOCT Mo T. 1 ce mpuema 3a pedepeHTHa CTOHHOCT Ha
XUMHUYHATA TOATPYIA.



Ui 48. (1) 3a nekapcTBeHHTE POAYKTH, BKItouBanu B [1JIC mo wi. 6, an. 2,
T. 2, pehepeHTHATa CTOMHOCT MOKE Ja C€ ONpeneiu U 3a XxumuuHa noarpyna Ha ATC
KJacupuKaluaTa, KOrato BKJIIOYEHHUTE B Hes JIGKAPCTBEHH MPOIYKTH HUMAT JOKa3zaHa
cxonHa e(eKTHBHOCT M 0€30macHOCT 3a JieueHHe Ha AaJieHO 3aboiisiBaHe C MOJOO0HO
KJIMHUYHO MPOTHYAHE U TeXKECT ChITIACHO KpaTKaTa XapaKTepUCTHUKA Ha MPOAYKTA.

(2) PedepenTtHara cToitHOCT 1O aj. 1 ce onpenesns Mo CiIeJHHs HaYHH:

1. (m3m. - JIB, 6p. 92 or 2014 1., B cuna ot 07.11.2014 r., nom. - ZIB, 6p. 26 ot
2019 r., B cuna ot 01.04.2019 r.) 3a Bcsiko INN cbe choTBeTHaTa JeKapcTBeHa popma U
KOHIIEHTpalusi B €JMHUIA 00eM B paMKUTe Ha XMMHUYHA MOJArpyna IO aHATOMO-
TEepaneBTUYHO-XUMHUYHATA Kilacuukamus ce ompenens croiHoct 3a JJAJ wim
TepaneBTUYEH KypC, UM KOHIICHTpAIUs, UK 00eM 1o pena Ha wi. 46, ai. 2;

2. Hali-HHCKaTa CTOMHOCT 1Mo T. |1 ce mpuema 3a pedepeHTHA CTOHHOCT Ha
XUMHUYHATA TOArpyIIa.

Yn. 49. (1) [Ipu ompenensHe CTOWHOCTTa Ha 3alaliaHe Ha JIEKapCTBEHH
NPOAYKTH C TSACHA TEPANeBTUYHA MIMPHHA OT Irpyrara Ha IMyHOCYIIPECOPUTE 3a JICUCHUE
Ha TMAaNUeHTH cjeJ TPaHCIUIAHTAUs Ha OpraHd, Ha KOWTO IapaMeTpuTe 3a
6unoexkBuBaneHTHOCT (AUC u Cmax) ca u3BbH rpanuuure 90 - 111,11 %, He ce nmpunarar
uj1. 45 - 48. CTOHHOCTTa Ha 3alJaliaHe Ha JIEKapCTBEHUTE MPOIYKTH CE U3UHUCIISABA Bb3
OCHOBA Ha IieHaTa uM no wi. 261a, an. 1 3JIIIXM.

(2) CeBerpT mM3uckBa craHoBuine OoT MAJl 3a ChOTBETCTBHE Ha BCEKH
JIEKapCTBEH MPOAYKT OT TpyInaTa Ha MMYHOCYIIPECOPUTE 3a JICUeHHE Ha TMAlUEHTH CIIe]
TPaHCIUIAHTALUS HA OPTaHU C KPUTEPHUTE MO ajl. | MpH onpenensHe CTOMHOCTTa My Ha
3aIuIaIiaHe.

Un. 49a. (Hos - JIB, Op. 28 ot 2021 r.) Ilpu ompenensHe CTOMHOCTTa Ha
3amianiaHe Ha KMYHOJOTMYHHM JIEKapCTBEHU TNPOAYKTH, CBHIbpXKAIIM BaKCUHU WU
TOKCHHU WM CEPYMHU C €HO W CHII0 MEKIYHAPOJHO HEMATCHTHO HAWNMCHOBAaHUE U
JexapcTBeHa ¢opma, HO C pa3iHueH MPOU3BOAMTEN, HE ce mpuiarat uin. 45 - 48.
CroliHOCTTa Ha 3alUlalllaHe Ha JIEKAPCTBEHUTE MPOJYKTH CE€ M3YMCIIABA Bb3 OCHOBA Ha
1ieHaTa uM 1o 4i. 261a, an. 1 ot 3JIIIXM.

Ui 50. (U3wm. - [IB, 6p. 92 oT 2014 1., B cuna ot 07.11.2014 r., ot™m. - JIB, Op.
26 ot 2019 1., B cuna ot 01.04.2019 1.)

Yn. 50a. (Hos - IB, 6p. 92 ot 2014 r., B cuia ot 07.11.2014 r.) Ilpu
olpeieNIsiHe CTOMHOCTTA Ha 3aIllallaHe Ha JIeKapCTBEHUTE MPOAYyKTH, BKimtouBaHu B I1JIC,
3a KOMTO MMa pa3linKa B MOKa3aHMATA 32 JeUeHHE, MPO(UITAKTAKA WM TUArHOCTHKA, Ce
U34HCcIsABa pedepeHTHa CTOMHOCT Mo pena Ha wi. 45 u 46 3a OTAENHUTE MOKa3aHHUs B
KpaTKara XapakTepUCTHKa Ha JICKApCTBEHUTE TPOTYKTH.

Un. 51. (U3m. - [IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r.) CroliHOCTTa
3a OIaKOBKa Ha JIEKapCTBEHUS MIPOAYKT, H3UHCIICHA Ha 6a3aTa Ha peepeHTHaTa CTOHHOCT,
ce hopMupa, KaTo ce€ YMHOXXH CTOMHOCTTA, ONpezesieHa Mo peaa Ha wi. 45 - 49, o Opos
JJUJ1 unu TepaneBTHYEH Kypc, MU MO Opod €AMHUIM KOHILIEHTpAaIus, Ui 1o Opoit
eAMHUIIN 00€M, ChIbPIKAIIH C€ B ChOTBETHUS JIEKAPCTBEH MPOIYKT.



Y. 52. (1) PedepenTHara cTOMHOCT 32 JIEKAPCTBEHUTE MPOAYKTH, YAETO HUBO
Ha 3arutamade ¢ 100 Ha cTo, ce M34YKCIsIBa Bh3 OCHOBA Ha ILIEHA 3a THPrOBEIl Ha €ApO C
JIEKapCTBEHU NPOIYKTH, 00pa3yBaHa 110 pejia Ha IJ1aBa BTOpa.

(2) Pedepentnara CTOHHOCT 3a JEKAPCTBEHH IMPOAYKTH, YHETO HHMBO Ha
3amtamane € noj 100 Ha cTo, ce n3uncisiBa Bb3 OCHOBA Ha II€Ha 3a ThProBel] Ha ApeOHO
Ha JIEKapCTBEHH NPOIYKTH, 00pa3yBaHa 110 pe/ia Ha IJ1aBa BTOpa.

Un. 53. HuBoTO Ha 3amuiaiiaHe Ha JISKAPCTBEHUTE MPOAYKTH, TPYIUPAHU T10
MEXyHApOJIHO HENMaTeHTHO HaMMEHOBaHUE U JieKapcTBeHa (opma, BkimtouBanu B [1JIC,
ce ompeens B MPOIEHTH, KaKTO CJIeBa!

1. Ha JIeKapCTBEHUTE MPOAYKTH 10 Wi. 6, ain. 2, T. 2 u 3 - 100 Ha cTo;

2. Ha JEKapCTBEHHUTE MPOAYKTH 3a 3a00JIIBaHHS C XPOHUYHO MPOTHYAHE,
BOJICIIIH JI0 TEKKHU HAPYIIIEHUS B KAU€CTBOTO HA )KUBOT WM MHBATUIN3ALNS U U3UCKBAIIU
MPOIBIKUTEINHO JieueHue - 100 Ha cTo;

3. Ha JIGKQpCTBEHUTE MPOJAYKTH 32 XPOHUYHO MPOTHYALIM 3a00JIIBaHUS C
BHCOKA CTETICH Ha pa3MpocTpaHeHHe Ha 3a00JIeBaeMOCTTa - 75 Ha CTO;

4. Ha JIeKapCTBEHUTE MPOIYKTH 3a 3a00JIIBaHMsI U3BbH Te3U O T. 1, 2 1 3 - 10
50 Ha cTo.

UYn. 54. HuBoTto Ha 3amalniaHe Ha JEKapCTBEHUTE MPOJYKTH C €IHO U ChILO
INN u ¢ enHa u cpia JekapcTBeHa (opMa ce orpesess ChIIIacHO OLEHbYHA TabIuIa -
npuiiokeHue Ne 8, B 3aBUCUMOCT OT:

1. onenkaTa Ha kputepuute 1o wi. 30;

2. ToOKa3aHMATa 3a IPWIOKEHHE HA JIEKAPCTBEHUS IPOAYKT CBHIVIACHO
KpaTKaTa XapaKTEepHUCTUKA 33 BUJIA JICUCHHE:

a) OCHOBHO - €THOJIOIMYHO/IaTOr€HETHYHO JICYCHUE;

0) CUMITOMaTUYHO JICYEHHE;

B) NPO(UIAKTHYHO JICUCHHE;

I') NAJIMATUBHO JICYCHHUE;

1) HOJIBPIKAILIO JICUCHHE;

€) JOMbJIHUTEIHO JICYEHUE;

3. conranHaTa 3HauMMOCT Ha 3abosisiBaHeTo B Peny6nuka bbirapus, 3a uneto
JIeUEHUE Ce U3MOJ3Ba JEKAPCTBEHUST IPOIYKT;

4. MpOIBJKUTEIIHOCT Ha JICYEHUETO U U3XOT;

5. TepaneBTUYEH aJTOPUTHM CHITIACHO YTBBPJIEHUTE (hapMaKo-TEparieBTUYHI
pbkoBojicTBa B PenyOnuka bbarapus, a npu iurca Ha TakuBa - CTaHAAPTH 3a JIEYEHHUE U
JloOpara MmeaMIIMHCKA MPAaKTUKA B cTpaHuTe oT EBponeiickus cbio3;

6. Opoil manMeHTH, ONpeAessAIld OTHOCHTEIHMS 51 Ha 3a00JIsiBaHETO, 3a
KOETO € IMpeJHa3HaueH JIEKapCTBEHUST MPOIYKT, MO JaHHU OT MpPEIXoJHaTa ToAuHa U
TEH/ICHIINH 32 IPOMsIHA Ha 3a00J1eBaeMOCTTa;

7. u3pa3zxo/BaHU (PMHAHCOBM CPENCTBA 3a JIEKApPCTBEHUS MPOIYKT 3a Opos
NALUEHTH 110 T. 6 Mpe3 NpeaxoaHaTa rouHa;

8. mpenBulieHUM OIOPKETHU CpEJICTBA 3a OCUTYpsIBAaHE Ha JIEKapCTBEHUS

IPOOYKT.



Un. 55. (U3wm. - 1B, 6p. 26 ot 2019 1., B cmuta ot 01.04.2019 r., m3m. - /IB, 6p.
28 ot 2021 r.) MakcumanHaTa CTOHHOCT, Ha KOATO C€ 3aIuialia ¢ MyOJMYHH CPEeICTBa
CBHOTBETHHUSAT JICKAPCTBEH MPOAYKT, c€ OpMHpPa, KATO HUBOTO HA 3arljiamiaHe, OnpeaeacHo
o peja Ha wi. 53, ce yMHOXaBa 110 CTOMHOCTTA 3a OMaKOBKa, olpezesieHa Ha 0a3zara Ha
pedepeHTHa CTOHHOCT.

Ui 56. CbBETHT MOKE J1a TPOMEHSI HUBOTO Ha 3aIulalllaHe Ha JIEKAPCTBEHUTE
npoaykty oT I1JIC equH mbT rOAUIIIHO B PAMKUTE HA CHOTBETHUTE OFOKETH.

Un. 57. (1) (Ilpenumen tekct Ha wi. 57, usm. - JIB, 6p. 92 ot 2015 r.)
[To3UTHBHUSAT JEKAPCTBEH CIUCHK, MyOJIMKYyBaH Ha MHTEPHET cTpaHunara Ha CbBera, ce
aKTyaJlu3upa Ha 2-po YMCIIO BCEKU MECeI] C BIIE3NUTE B cuiia perneHust Ha CbBeTa 3a:

1. (mom. - JIB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) yrBbpK/1aBaHe Ha
1[eHa 1Mo 4iI. 2, anl. 1 uiu 5 1 BKJIIOUBaHe Ha JiekapcTBeH npoAykT B [1JIC;

2. MpoMsIHA Ha JIEKapCTBEH MPOAYKT, BKItoueH B [JIC;

3. U3KIJIIOUBAHE Ha JIEKAPCTBEH MPOAYKT OT mpuioxkenue Ha [1JIC;

4. (mom. - /IB, 6p. 66 ot 2025 ., B cruta ot 12.08.2025 r.) uskmousane ot [1JIC
W 3aJMYaBaHe Ha IIeHa Mo Wi. 2, ai. | uiu 5 Ha JIeKapCTBEH MPOAYKT.

(2) (Homa - IB, 6p. 92 ot 2015 r., m3m. - JIB, 6p. 26 ot 2019 r., B cuna ot
01.04.2019 r.) B IIJIC ce otOens3Bar ¢ pa3nuyeH IBAT JEKAPCTBEHUTE MPOTYKTH, KOUTO
ca ¢ Hali-HUCKaTa peepeHTHA CTOMHOCT, ompezenieHa mo peaa Ha pazaen III ot riaBa
niecra.

(3) (Homa - JIB, 6p. 92 ot 2015 r.) Anunes 2 ce mpuiiara u 3a copTyepa Ha
H3OK no otHOmEHNE Ha iekapcTBeHUTE NpoaykTH, kouto H30K 3arutamia.

I'maBa mecta "a".

YCJIOBUSI, ITPABUJIA U KPUTEPUMU 3A TIOJAAbPKAHE HA
PEUMBYPCHUSA CTATYC HA JIEKAPCTBEHMU ITPOJAYKTU OT
MNO3UTUBHUSA JEKAPCTBEH CIIMCBK (HOBA - JIB, BP. 92 OT 2015
I.

Y. 57a. (Hos - 1B, 6p. 92 oT 2015 1.) (1) CbBeThT noabpka peuMOypcHuUst
CTaTyC Ha JIEKapCTBEHUTE NPOJYKTH Ha BCEKU TPU T'OAMHHU OT BKIouBaHEeTO UM B I1JIC,
KaTo M3BBPILIBA OLEHKAa Bb3 OCHOBA Ha JIOKAa3aTeJlCTBa 3a €(pUKACHOCT, TE€parneBTHYHA
e(eKTUBHOCT, 6€30MaCHOCT U aHaU3 Ha (PapMaKO-MKOHOMHUYECKH ITOKa3aTelH.

(2) (Hoga - /1B, Op. 8 oT 2017 r.) CbBeTHT NOAABPKA pEUMOYPCHHUS CTATyC Ha
JIEKapCTBEHUTE MPOAYKTHU MO 4i. 31a ciea M3THYaHETO HAa TPpU TOAMHU OT BKIIOYBAHETO
uM B [IJIC cien u3BbpiiBaHe Ha OIleHKA 1O al. | ¥ Bb3 OCHOBA Ha OIIEHKA Ha eeKTa OT
TEpanusTa ¢ TIX.

(3) (ITpeaumrna ain. 2 - /1B, 6p. 8 o1 2017 r.) ChBeTHT MOAABPKA PEUMOYPCHUS
CTaTyC Ha BKJIIOUEHUTE JieKapcTBeHU NpoAykTH B IIJIC, KouTO OTroBapsAT Ha cieaHUTE
YCIJIOBHSL:

1. pa3pemienu ca 3a ynorpe0a cbriacHo u3uckBanusTa Ha 3JIIIXM;



2. B Kparkara XapaKTEepPUCTHKa Ha TMPOJYKTa Ca MOCOYCHHU IOKA3aHHs 32
JeueHue, Npo(uIaKTHKa WIK TMAarHOCTHKA Ha 3a00JIIBaHUsATA, 3aIUIAIAHH 110 pe/la Ha Y.
6, am. 2;

3. (u3m. - JIB, Op. 62 ot 2016 r.) MeXIyHapOJHOTO HEMATEHTHO
HAaMMEHOBAaHME, KbM KOETO NMPHHAJUICKH JICKAPCTBEHHUAT MPOIYKT/KOMOMHANUATA (TIpU
KOMOWMHUpPAHU JICKAPCTBEHHU INPOJYKTH), € BKIIOUEHO BBB (hapMaKo-TEpPareBTUYHOTO
PBKOBOJICTBO U MEITUIIMHCKHS KOHCEHCYC 3a JICYCHHE Ha ChOTBETHOTO 3a00JISIBaHE;

4. (m3m. - JIB, Op. 8 ot 2017 r.) HanpaBeHa e oleHKa Mo pena Ha 4wi. 30
ChIJIacHO NpuiIokeHue Ne 5, KaTo 3a JIeKapCTBEHUTE MPOAYKTH 110 Wi. 31a € u3BbpIIeHa U
OLIEHKa Ha e()eKTa OT TepanusiTa C TAX.

(4) (Hosa - 1B, 6p. 28 ot 2021 1.) AKO npu o1ieHKaTa Ha e(h)eKTa OT TepanusiTa
1o aj. 2 ce yCTaHOBH, Y€ TaKaBa HE MOXe J1a ObJe U3BbPIICHA Bb3 OCHOBA HAa CHOPAHUTE
JAHHW, WIA OIICHKaTa HE € C JOCTaThb4Ha CTAaTHCTHUYECKa JIOCTOBEPHOCT, TO IPH
NOJTbpKaHEeTO Ha peuMOypcHUs ctaTyc CBHBETHT MOXKE /1a TIOCTAHOBHU TPOCIEISIBAHETO
Ha e(dekTa OT TepamusATa Ja MPOABDKMA 3a CPOK JO CIEABANIOTO MOJUIbPKAaHE Ha
peruMOYpCHHS CTaTyC Ha JIEKAPCTBEHUS MPOTYKT.

(5) (Homa - IB, 6p. 28 ot 2021 r.) B cnydaute no ain. 4 CpBEeTHT MOXeE Ja
W3MEHHU W/WIM Aa JAONBIHU YCIOBHITa M KPUTEPUUTE 3a MpocieAsBaHe Ha edekra OT
TEpamnusTa ¢ JICKAPCTBEHUTE MPOAYKTH, KAKTO M TEPAIICBTHYHHUTE TIOKA3aHHUs, 32 KOUTO J1a
ce MpocCIeasIBarT.

Ui 576. (Hos - IB, 6p. 92 ot 2015 r.) (1) 3a mogabpxane Ha peuMOypCHUS
CTaTyc Ha JeKapCTBeH NMpoAyKT, BkItodeH B [IJIC, npurexaTensT Ha pa3pelieHUeTo 3a
yrnoTpeda WM YIBIHOMOIIEH HETOB MpeAcTaBuTeN mojaBa a0 ChBeTa Ha BCEKH TPHU
TOJIMHU OT JaTaTa Ha BKJItouBaHe Ha npojaykra B [IJIC 3asBnenue no oGpasel, yIBbpieH
ot ChbBeTa. 3asBIEHHUETO CE M0J]aBa B CPOK HE MO-PaHO OT YETHPHU Mecela U He MO-KbCHO
OT TPHU Mecela Npeay U3THYAHETO Ha TPUTOJAUIIHMS CPOK 10 WiI. 57a, an. 1.

(2) (U3m. - 1B, Op. 26 oT 2019 1., B cuiia ot 01.04.2019 r.) I1pu noaabpxane
Ha peuMOYpCHHUSI CTaTyC Ha €THAKBUS WJIM Ha MOAO0OHMUS JEKapCTBEH MPOAYKT Mo ui. 214
ot 3JIIIXM, BxitoueH B [1JIC, CrBeThT ciyke0HO MOAABPKA PEUMOYPCHUS CTaTyC U HA
JEKapCTBEHMsI MPOAYKT mo ui. 34, am. 1. CeBerpT yBenoMsiBa IpUTEXKATEIS HaA
paspellieHre 3a MapajieJieH BHOC WM pa3pelleHHe 3a MapajieinHa AUCTpUOyLus 3a
3aro4YBaHe Ha aJMUHUCTPATUBHOTO MPOU3BOACTBO.

Uin. 578. (Hos - IB, 6p. 92 ot 2015 1.) (1) KbM 3asBnenuero mo wi. 5706, a.
1 ce npunarar:

1. Komue OT paspelieHue 3a ynorpeda Ha JEKapCTBEHMsI MPOAYKT, KOTraro
pazpelieHueTo 3a ymnotpeba e uzmageHo mo pena Ha Permament (EO) Ne 726/2004,
ITpunoxenne [ "KpaTka xapakrepuctrka Ha npoaykrta", [Ipunoxenue II "I[Ipurexaren Ha
pa3perIeHneTo 3a MPOU3BOACTBO, OTTOBOPEH 32 OCBOOOXKAaBaHE HA MAPTHIU. Y CIIOBUS Ha
paszpemenuero 3a ynorpeba" u Ilpunoxkenwme III "O3HaueHuss BHpPXy OIAaKOBKaTa W
JUCTOBKATAa"; MPUJIOKEHUATA CE IIPEJICTABAT Ha €JIEKTPOHEH HOCUTET,

2. uH@opMaIus OTHOCHO €AMHHUS UICHTU(UKALMOHEH KO/ Ha IPYKECTBOTO
WJIM KOOTepaIusTa OT ThPrOBCKUSI PETUCTBD, a 3a APYKECTBATA, PETUCTPUPAHHU B IbprKaBa
- ujgeHka Ha EBporneiickusi chro3, WM B IbpxkaBa - crpaHa no Cropa3yMeHUETO 3a
EBpONENcKOT0O MKOHOMMUYECKO TMPOCTPAHCTBO - KOINUE OT JOKYMEHT 3a akKTyallHa
perucTpanys Mo HaMOHAJTHOTO 3aKOHOAATENICTBO, U3Ja/JIeH OT KOMIIETEHTEH OpraH Ha



ChOTBETHATA JIbpKaBa Ha Junarta mno wi. 570, ai. 1 He MO-KbCHO OT 6 Mecela Mpeau
[10JIaBaHETO Ha 3asBJICHUETO;

3. U3pUYHO HOTAPUAIHO 3aBEPEHO ITBIHOMOIIHO, B ClTydail e 3asBJICHUETO Ce
[oJlaBa OT NPEICTABUTENl HAa IPUTEKATENd Ha pa3pelleHUuEeTo 3a ynoTpeda; Korarto
I'BJIHOMOIITHOTO HE € u3AaaeHo B PenmyOnnka bbiarapus, 3a Hero ce npeacrass MpeBoJl Ha
OBJITApCKU  €3HMK, W3BBpPUIEH OT TMpeBOjad, KOWTO UuMa CKIIOYEH JOTOBOp C
MuHHCTEpCTBOTO Ha BHHITHUTE paObOTH 3a U3BBPILIBaHE HA O(QULIMATHY IPEBOJINU;

4. nmamHM OT mTpoBelneHHM B PemyOnwka bearapus wim B 49yxOuHa
MOCTMAapPKETUHTOBU W/UJI HEMHTEPBEHIIMOHAHU U3NUTBAHUS HA JIEKAPCTBEHUS MPOIYKT
cbriacHo 3JIIIXM, ako TakuBa ca NpOBEACHH;

5. (m3m. - JIB, Op. 28 ot 2021 r.) TOKYMEHT 3a IUIaTeHa Jbp’KaBHA TaKCa;

6. ¢apMako-MKOHOMHUYECKU aHaIWM3, U3TOTBEH WIW aJanTHpaH 3a CTpaHaTa,
OPUIIPYKEH ChC CPAaBHUTENICH aHAIN3, MPU HAIWYHETO Ha JIEKapCTBEHA ajTepHATHBA 3a
JIeYeHHe Ha 3a00JI19BaHETO;

7. 3aBEpPEHO OT MpUTEXKATENS HA pa3pelIeHUEeTo 3a yrnoTpebda WM OT HEroB
YI'BJIHOMOIIIEH NPEACTaBUTEN Konue oT gorosop, ckinroueH ¢ H30K 3a npenocrassHe Ha
OTCTBIIKA 32 JIEKAPCTBEHUTE MPOAYKTH 110 wi. 45, an. 10, 13 u 19 330.

(2) (U3m. u mom. - IB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 r., mom. - IB,
Op. 66 ot 2025 1., B cuiia ot 12.08.2025 r.) lokymenture 1o an. 1, T. 6 ce mpunarar camo
3a JIGKQpPCTBEHU TMPOAYKTH, KOWTO MPHUHALIEKAT KbM MEXKIYHAPOJHO HEMATEHTHO
HaMMEHOBaHHE, 32 KOETO ¢ Ouia m3BbpIIeHa oreHka mo wi. 30, an. 1 m wi. 30a, npu
BiirouBaHeTo uM B [1JIC. dapmako-UKOHOMUYECKUT aHaIMU3 1o ajl. 1, T. 7 ce U3roTBs
CBIJIACHO METOJOJIOTUYHH YKa3aHUs, MPHETH ¢ petleHre Ha ChBeTa M MyOJIMKYBaHU Ha
odumamHaTa HHTEpHET cTpaHuia Ha CbBera.

(3) (Orm. - IB, 6p. 26 ot 2019 ., B cua ot 01.04.2019 r.)

(4) 3a BepHOCTTA Ha JaHHUTE, IOCOYEHHU B 3a5IBJICHUETO U B IPUAPYKABALUTE
ro IOKYyMEHTH 10 al. | ¥ 3, MpUTEKaTeNAT Ha pa3pelieHUueTo 3a ynoTpeda Uiid HerOBUST
YI'BJIHOMOIIIEH MTPEICTaBUTEN NPEACTaBs JeKIapalus 1o oopasell, yrebpaeH oT CbBeTa.

(5) U3BbH nokymenture mo ai. 1, 3 u 4 CbBeTHT MOKE MOTHBUPAHO J]a TOUCKA
OT 3asBUTENSI JOMBIHUTEIHA WHQPOpMaIMsi, HeOOXOoAMMa 3a B3€MaHE Ha DEIICHHUE 3a
MOIbpKAHE Ha PeUMOYpPCHUS CTaTyC.

Un. 57r. (HoB - JIB, 6p. 92 ot 2015 1.) (1) B 60-n1HeBeH cpok oT maTata Ha
noJiaBaHe Ha 3asBieHHeTO mo 4i. 570, anm. 1 CwBeThT pasriiexaa 3asBICHUETO U
MPUIOKEHUTE KbM HETO JOKYMEHTH U B3e€Ma PEIICHHE, C KOETO MOAbpiKa PEUMOYPCHUS
CTaTyC Ha JeKapcTBeH MpoAyKT, BkitoueH B [LJIC, u3aMeHs peuMOypcHHUS cTaTyc Ha
JIEKApCTBEHUSI MPOAYKT WJIM OTKa3Ba MOJAIBPKAHETO Ha PEUMOYPCHUS CTaTyC.

(2) IIpu oTka3 3a mojgaAbpKaHe Ha peuMOypcHUs cratyc mo an. 1 ChBeTHT
W3KJII0YBA JICKAPCTBEHUS MPOAYKT OT ChOTBETHOTO WJIM OT BcUuku npuioxkenus Ha [1JIC.

(3) (Hom. - AB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) [Ipu u3kmouBane
Ha JIEKapCTBEH MPOAYKT OT Bcuuku npuinoxkenus Ha [1JIC ce 3ammuaBa v ieHaTa My 10 4I.
2,an1. 1 wm 5.

(4) Koraro npu pasriexaade Ha 3asBlIeHHETO 1o aj. | ChBETHT KOHCTATHPA
HEJOCTAThIIM WM HEMBIIHOTH B TIPEJICTaBeHATa JOKYMEHTAIIUS, TOW NMa MpaBo Jla H3UCKa
OT 3asABUTENS TIXHOTO OTCTPaHSBaHE, KAaKTO W JOMBIHUTEIHA WHMOpMaIus, KaTo
YBEOMSIBA 3asBUTENS MO pefa Ha AJIMHHUCTPATHUBHONPOLECYaHUs KoJekc. B To3m
CIIy4dail CpoKbT 1O ai. 1 criupa J1a Teye.



(5) B ciyuaii ge B cpok 10 30 THM CUMTAHO OT JaTaTa Ha YBEIOMSBAHETO IO
ajn. 4 3aABUTEIAT HE OTCTPAHU KOHCTaTUpaHuTe oT ChBeTa HEJOCTAThLM M HEMBJIHOTH,
npoueaypara ce npekparsina.

Un. 57x1. (Hos - [IB, 6p. 92 ot 2015 1.) (1) 3a BCSIKO MOCTHITUIIO 3asIBIICHUE TIO
wi. 576 ce u3roTBs IOPUANYECKA, MEIUIIMHCKA U UKOHOMUYECKa OIIEHKAa OT €KCIIEPTH OT
crielManu3upanara agMuHuctpanus Ha CbBera.

(2) ExcrneptuTe u3BBLPIIBAT NpEIBApPUTENICH Mperiie[ Ha 3asBICHUATA U
npuapyKaBamniata i JOKYMEHTAlWs U M3TOTBIT MO BCSIKO 3asBJIEHWE CTAHOBHINA IO
oOpaszen, yrBbpaeH oT CrBeta. [I5pBO ce u3BbpIIBa IOpUANUECKA OLIEHKA, a ClIe]] TOBA -
MEJIUIIMHCKA 1 MKOHOMHYECKA OLICHKA.

(3) IIpu HeobxoaumocT npeacenatenst Ha CbBeTa onpeaesns eKCrnepT Mo .
38, an. 3, KoiTO Ja U3BBPIIH (hapMaKO-MKOHOMHUYECKA OIICHKA U J1a JaJie CTAHOBHIIIE.

(4) (M3m. - B, 6p. 28 ot 2021 r.) Ilo 3asBieHHsATa 3a MOIIbP)KAHE Ha
peumMOypcHHs ctatyc Ha JiekapcTBeHH npoayktd B [IJIC mo . 262, an. 6, 1. 1 u 2 oT
3JIIIXM - OTHOCHO JIEKapCTBEHUTE MPOAYKTHU, MPUJIOKUMH MpU JICYEHUETO Ha
3JIOKQYE€CTBEHUTE 3a00JIsIBaHMs, 3aIUIalllaHd B OOJIHMYHATA MEIUIIMHCKA TOMOI] M3BBH
CTOMHOCTTA HAa OKa3BaHUTE MEIMUMUHCKHU ycinyru ChBeThT U3uckBa craHoBuile or H30K,
a Ha siekapctBeHu npoayktu B [1JIC o wi. 262, ain. 6, T. 3 3JIIIXM - ot M3. CranoBuieTo
ce npenoctass B 10-AHEBEH CPOK OT OUCKBAHETO.

(5) OnpeneneHusT OT mpeaceaaTeNs 3a JOKIaI4uK WwieH Ha ChBeTa 000011aBa
EKCIIEPTHUTE CTAHOBHUIIA, KAKTO M CTAHOBHILIETO MO al. 4 U U3TOTBS €KCIEPTEH J0KIa/ M0
obpasen, yrBspaeH oT ChbBera, B 14-1HEBEH CPOK OT MOJy4yaBaHE HA CTaHOBHIIATa 3a
BCSIKO 3asIBIICHUE.

(6) (U3wm. - IB, Op. 28 ot 2021 r.) [Ipu pasriexaaHe Ha 3asBJICHUATA 10 I
576 3a nekapcTBEHU MPOAYKTH Mo wi. 262, an. 6, T. 1 u 2 or 3JIIIXM - otHOCHO
JIEKAPCTBEHUTE TPOAYKTH, TPHWIOKUMU TIPU JICYCHHETO Ha 3JI0KAYeCTBECHUTE
3a00ngBaHMsl, 3aljaliaHd B OONHWYHATa MEAMIIMHCKA TOMOIIl W3BBbH CTOMHOCTTA Ha
OKa3BaHWUTE MeauIuHCKH ycnyrd, BkiatoueHu B I[IJIC, B 3acemanmero Ha CbBeTa
3abJDKUTENHO B3eMa ydactue npeacraButen Ha H30K, koifTo mpeacTaBsi CTAHOBUILETO
Ha H3O0K mno Bcsiko 3asBieHue.

(7) Ilpu pasriexaane Ha 3asBICHUATA MO WI. 570 3a JeKapCTBEHU NMPOIYKTH
mo wi. 262, an. 6, . 3 3JIIIXM, Bxmouenun B IIJIC, B 3aceganmero Ha CbBeTa
3aIbJDKUTENHO B3eMa ydyactue mpencrasuren Ha M3/H3O0K, koifto mnpencrass
cra”osuieTo Ha M3/H30K no Bcsiko 3asiBieHue.

Un. 57e. (HoB - [IB, Op. 92 ot 2015 r.) (1) Ilpu otka3 3a moagbpkaHe Ha
perMMOYpPCHUS CTAaTyC M U3KIIIOYBaHE Ha jiekapcTBeH NpoaykT oT [1JIC CrBeThT MOTHBHUpA
PEILICHUETO CH B CHOTBETCTBHE C KPUTEPHHTE, YCAOBUATA W MpaBHJaTa, YCTAHOBCHH B
Hapen0aTa, Karo yBEIOMsBA 3asBUTENS MO pela Ha AJMHHHUCTPATHBHOIPOICCYATHUS
KOJICKC.

(2) (Jom. - JIB, 6p. 66 ot 2025 r., B cuma ot 12.08.2025 r.) Pemennero Ha
CewBeta 1o ain. | moanexu Ha o0KajaBaHe MO0 aIMUHUCTpATUBEH pes npea Komucusra mo
NPO3pPaYyHOCT WIIHM TPEJ ChOTBETHUS ChJ MO pelia Ha AMHHHUCTPATHBHOIPOICCYATHUS
KOJICKC.



I'naBa ceama.

PEJ 3A TEHEPUPAHE U BIIMCBAHE B PETUCTBPA HA
HAIIMOHAJIEH HOMEP 3A WIEHTU®UKALIUA HA
JEKAPCTBEHUTE ITPOAYKTHU (OTM. - JIB, BP. 26 OT 2019T'., B
CHJIA OT 01.04.2019T'., HOBA - 1B, bP. 28 OT 2021T.)

Ui 58. (Otw™. - JIB, 6p. 26 ot 2019 1., B cruta ot 01.04.2019 r., HOB - /IB, Op.
28 or 2021 r.) 3a BcWUKH pa3pelieHH 3a ymoTpebda Ha TEPUTOpHATA HA CTpaHATa
JCKapCTBCHH TPOJAYKTH aBTOMAaTHYHO C€ TeHepupa HAIMOHAJICH HOMEp 3a
uAeHTUUKAIMS Ype3 HHPOopMamoHHaTa cuctemMa Ha CbBeTa.

Ui 59. (Otw™. - [IB, 6p. 26 ot 2019 1., B cruta ot 01.04.2019 r., HOB - /IB, Op.
28 ot 2021 r.) (1) M3mpaHuTEeTHATA areHIMS 1O JeKapcTBara mpenocraBs Ha ChBeTa B
eNeKTpoHeH ¢opMar 1o obpaszell, YIBbPACH OT HEero, HHGoOpMaIus 3a pa3pelieHuTe 3a
yrmorpeba W PEruCTpUpPAHUTE JICKAPCTBEHU IMPOJIYKTH Ha TepUTOpHsaTa Ha Permybnuka
bearapus u pazpemieHute 3a ynorpeda Mo IEHTpalIu3UpaHa IMpoleaypa JeKapCTBEHU
npoaykTu o pena Ha Permament (EO) Ne 726/2004 na EBpomeiickusi mapiaMeHT U Ha
CoBera ot 31 mapt 2004 r. 3a ycraHoBsiBaHe Ha mporeaypu Ha OOmHOCTTa 3a
paspernraBane ¥ KOHTPOJI Ha JISKAPCTBEHH MTPOIYKTH 32 XyMaHHA U BETEpUHAPHA yIIOTpeda
U 3a ch3AaBaHe Ha EBpomneiicka arennus mo nekapcrara (OB, L 136/1 ot 30.04.2004 r.).

(2) UndopmanusTa no an. 1 ce mpenocrass exxeMeceyHo A0 15-0 yucio Ha
Mecella U ChAbPKA BCUYKU pa3pelieHd 3a ymoTrpeda JEeKapCTBEHH MPOIYKTH Ipe3
MIPEAXOAHUS MECEIl.

(3) B cpokogerte o an. 2 MAJI npenocrapst Ha CbBeTa B €IEKTPOHEH popmaT
uH(pOpMaIMsg ¥ 32 BCHYKH HACTHIIMIN MPOMEHH B OOCTOSATEICTBATA, TOJICKAIIM Ha
BIIUCBaHE B perucrbpa mo wi. 60, an. 1 3a nekapcTBEHUTE MPOAYKTH, KAKTO H 3a
JIEKApCTBEHUTE TPOJYKTH C MPEKPATEHU, OTHETH M U3TEKJIM pa3perieHus 3a ynorpeoa,
KOUTO HE Ca MOJHOBEHHU.

Y. 60. (Hos - IB, 6p. 28 ot 2021 r.) (1) CbBeThT BOAU MyOJINYEH PETUCTHP
no wi. 7, an. 1, T. 4 Ha HalMOHAJIHUTE HOMEpa 3a WJCHTU(UKAILUSA Ha JEKAPCTBEHUTE
OPOAYKTHU IO Wwi. 68, KONTO ChABpIKa ciieIHaTa UHPOpMAIIHSL:

1. HaMoOHAaJIeH HOMEp 3a UJCHTU(UKAIUS Ha JIEKAPCTBEHUS MPOIYKT;

2. HaMEHOBAHUE Ha JIEKAPCTBEHUS IPOJIYKT;

3. nekapctBeHa (¢opMma, KOJIMYECTBO Ha AKTUBHOTO BELIECTBO H
OKOHYAaTeJTHaTa ONaKOBKa,

4. uMe Ha MpUTEKaTeNd Ha Pa3pelIeHUeTo 3a ynoTpeoa;

5. perucTpanruoHeH HOMEp, BIMCaH B Pa3pelIeHUETO 3a yroTpeda;

6. MEXIyHApOIHO HEMAaTEHTHO HAMMEHOBAHUE;

7. ATC;

8. BUI Ha JIEKapCTBEHHUS TMPOJYKT, OMNpeJeNieH B Mpoleaypara I0
paspelIaBaHeTo My 3a yrnoTpeoa;

9. pexXUM Ha OTITyCKaHe;

10. nonbyIHUTENHA HH(OPMALIUSL.

(2) (M3m. - IIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) CeBeThT
aKTyalu3Mpa PErucTbpa Mo al. | NMpu HalIW4YWe Ha BIUCBAaHE HA HOBH JIGKAPCTBEHU
IPOAYKTH UJIH MPOMSIHA B 0OCTOSATENICTBA.



JlonbJIHHUTEIHN pa3nopeadu

§ 1. ITo cMuchiia Ha Hapeabara:

1. (m3m. - JIB, 6p. 26 ot 2019 r., B cuna ot 01.04.2019 r.) "OOmecTBeH
3npaBHOOCUTYpUTeNeH (GoHA" € MyOJIMYHAa MHCTUTYIHS, KOATO ChOMpa M pasmpenens
3/IPaBHOOCUTYPUTEIHH BHOCKU U 3JJPaBHOOCUTYPUTEIIHU MPEMUHU 32 3/IPaBHU JIEHHOCTH,
YCIIYTH U CTOKH Ha TEPUTOPHUATA HA ChOTBETHATA CTPAHA.

2. (mom. - JIB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., u3m. - /IB, 6p. 92 ot
2015 r., ot™m. - JIB, 6p. 8 o1 2017 1.)

3. (m3m. - IB, 6p. 26 01 2019 1., B crta ot 01.04.2019 1.) "ChImsT IEKapCTBEH
OpOAYKT" € JIeKapCTBEH HPOAYKT CbC CBHUIOTO MEXAYHapOJHO HEMNAaTEHTHO
HAaUMEHOBAaHME, KOJIMYECTBO aKTUBHO BEIIECTBO B 1030Ba €AMHMUIIA, JIeKapcTBeHA (popma B
OKOHYATEJIHA OIAKOBKA HAa IPOU3BOAUTEI/TPOU3BOJUTEIN, BIHMCAH/BIUCAHU B
paszpelieHueTo 3a ynorpeba/periennero Ha EBpomneiickara KoMucHs, U31JICHO 110 peia Ha
Pernament (EO) Ne 726/2004 na Eponetickust mapinameHnT u Ha ChBeTa.

4. (ot™. - [1B, 6p. 26 ot 2019 1., B cruta ot 01.04.2019 1.)

5. (m3m. - JIB, 6p. 92 ot 2014 1., B cuna ot 07.11.2014 r., u3m. - [IB, 6p. 92 ot
2015 r., ot™m. - JIB, 6p. 26 ot 2019 1., B cuna ot 01.04.2019 1.)

6. (HoBa - [IB, Op. 62 ot 2016 1., u3m. - IB, 6p. 26 ot 2019 r., B cuia ot
01.04.2019 r.) "KonnuecTBO aKTUBHO BEILIECTBO B JJ030Ba CUHMIIA" € ChIbPKAHUETO Ha
AKTUBHOTO BEIIECTBO, M3PAa3eHO KOJMYECTBEHO 3a €Ha J030Ba eAWHMIA (TadJieTKa,
Karcyla) Wiy 3a eIMHHIIA Maca Wi 00eM, B 3aBUCUMOCT OT JIeKapcTBeHara opma.

§ la. (Hos - 1B, 6p. 92 ot 2014 1., B cmuma ot 07.11.2014 1., ot™. - IB, 6p. 92
or 2015 T.)

IIpexoanu u 3aKIIOYUTETHE pa3nopeaou

§ 2. (1) Beuuku mpoueaypu, 3alo4yHaTH M HENOBBPIIEHHM MO peda Ha
Hapenbara 3a perynupaHe M perucTpupaHe Ha IIEHUTE Ha JIEKapCTBEHUTE MPOIYKTH,
yCIIOBHATA, MpaBUjaTa U KPUTEPUUTE 3a BKIIIOYBAHE, MPOMEHU W/MIM M3KIIOYBAHE Ha
JIEKapCTBEHU NPOAYKTHU OT [l03UTHMBHHS JEKapCTBEH CHHMCHK M YCIOBUSATA U pela 3a
pabota Ha Komucusita o uenu u peumOypcupane, npueta ¢ [locranosnenne Ne 390 Ha
Munuctepckus cbeT oT 2011 1. (B, 6p. 100 ot 2011 r.), ce noBBpIIBAT MO pea Ha Ta3u
Hapenoa.

(2) 3amouHaTuTe M HENOBBPLIEHH KbM BIM3aHETO B CHia Ha HapeadaTa
IIPOLEAYPH 32 PETUCTPUPAHE HA LIEHA Ha JIEKAPCTBEHU ITPOJYKTH, OTIIYCKaHH I10 JIEKapCKO
npeJnucaHue, ce JOBbPILIBAT M0 Pe/ia Ha IJ1aBa YeTBbPTA OT HapeadaTa.

(3) IIputexarenure Ha pa3pelIeHHs 3a YHIOTpeda UM TEXHH YITbIHOMOIICHU
npejacTaBuTeNd B 14-IHEBEH CpOK OT BJIM3aHETO B CHJa Ha Hapeadara mojaBar
M3UCKYEMUTE IOKYMEHTH 3a JOBbPILIBAHE HA TPOLEAYPHUTE 110 al. 1 u 2.

(4) B cityuaii ye cpokbT 10 an. 3 He ObJie cra3eH, ChbOTBETHATA MPOIielypa ce
IIPEKpATSBA.

§ 3. (1) B nBymecedeH Cpok OT BIM3aHETO B CHJIa Ha Hapeadara
OpUTEeXKATENIUTE Ha pa3pelmieHus 3a ynorpedba (WM TEXHH YII'BIHOMOIIECHU



NPEJCTaBUTENIM) Ha JIGKAPCTBEHU TPOJYKTH, OTIYCKAaHU TI0 JIGKAPCKO NPEANHCAHUE, C
perucTpupaHd MaKCHMAallHU TPOJaXHU I[ICHHW IOAaBaT 3asBICHUE 3a OOpa3yBaHE Ha
npejieiHa [eHa 110 pejia Ha IiaBa YeTBbPTA, 32 KOETO HE Ce IBJDKH JIbp)KaBHA TaKca.

(2) B ciyuaii ye He ObJIe TIOIAZCHO 3asBIICHUE 3a OOpa3yBaHe HA MpeleTHa
IICHA 3a JIEKapCTBEH MPOJAYKT, OTITYCKaH 1O JICKapCKO MpEANKCcaHue, B Cpoka mo ai. 1,
MaKCHMaJIHaTa MpoIakKHa IeHa ce 3ajuJaBa ciry>keOHo ot ChBera.

§ 4. 3amouHaTuTe W HEJOBBPIICHU KBbM BJIM3AaHETO B CHJIa Ha HapeadaTa
MIPOLIeIypHU 3a MPOMSIHA HA PETUCTPHUPAHA [IEHA HA JIEKAPCTBEHHU MPOAYKTH, OTIYCKAHU IO
JIEKapcKo MpeaArnrucaHue, ce mpeKparTsBar.

§ 5. 3a cpok emHa roawHa OT BIJIM3aHETO B CHJIa Ha Ta3W Hapenda
MPHUTEKATEIIUTE HA pa3pelICHHs 3a YIOTpeOa UM TEXHHU YIThTHOMOIICHU MIPEICTAaBUTEIIN
HE MOraT Jia 3asiBABaT yBEJIMUYECHHNE HA PETUCTPUPAHUTE LIEHU Ha JIEKAPCTBEHUTE IPOIYKTH,
OTIyCKaHu 0e3 JIEKapCKO TMPEANHCaHUe, C TMO-TOJISIM TMPOLEHT OT CTaTHCTHYECKHU
oTYeTeHaTa MHQIIaIK 3a IEPHo/ia Ha ACHCTBUE OT MOCJICHATa PErUCTPUpaHa IIeHa.

§ 6. 3a cpok eaHa TOAMHA OT BIM3AHETO B CHJIA HA Hapeadara B ciaydyauTe, B
KOHTO € JIOIyCHATa rpelika B [ieHaTa Ha IPOM3BOIUTEN Ha JICKAPCTBEH MPOIYKT, 00sSBEH
B IICHOBUSI OIOJIETMH Ha JieKapcTBaTa Ha ['bpuus, M € mpeicTaBeHa JeKIaparusi OT
NPUTEXKATEIIS HAa PAa3pPEIICHUETO 32 YIIOTpeOa, YAI0CTOBEpsBaIa TOBa 00CTOSTEICTBO, Ta3U
[IeHA HE Ce M3I0JI3Ba P 00pa3yBaHETO Ha IIeHa/TIpeeTHa IieHa 1o pena Ha wi. 8 u 10,
KaKTO U IIPU TIPOMSIHATA Ha Be4e YTBBbPJICHA IICHA/TIPEICITHA TICHA.

§ 7. (1) IlpenocraBenure mo pena Ha § 130, an. 4 ot 3akoHa 3a U3MEHEHUE U
nombiaHenue Ha 3JIIIXM (ZIB, Op. 102 or 2012 r.) peructpu Ha KoMucusita no nesu u
peuMOypcupaHe ce CYMTaT 3a PEerucTpd Mo wi. 7 OT Ta3u Hapenda, BOJAEHU OT
Hanmonanuus chBeT 10 IIEHU U peuMOypcHUpaHe Ha JIEKapCTBEHUTE MPOIYKTH.

(2) HaumoHamHMST ChBET MO LIEHH U peUMOypcHpaHe Ha JIEKapCTBEHHUTE
MPOJIYKTH TOJIbPKAa PETUCThpa HA MAaKCUMAITHUTE MPOJIAXKHU IIEHH Ha JIEKAPCTBEHUTE
MPOJIYKTH, OTIYCKAHU IO JIEKAPCKO MPENUCAaHNE, 10 PUKIIIOUBAHE Ha MPOLEAYPUTE MO
§ 3 ot Ta3u Hapeaba, caed KOETO IO 3aJIMYaBa.

(3) Pasrnenanute no 20 mapt 2013 r. 3asBnenust or Komucusita mo 1neHu u
peuMOypcupane, o KOMTO MMa BJIE3JIM B CHJIA CJIJl Ta3W Jara peuieHus, CIyKeOHO ce
OTpa3sBar B MyOJIWYHUTE PETUCTPU OT HalmoHanHus ChBET MO IIEHH U peuMOypcrupaHe Ha
JIEKapCTBEHUTE MPOIAYKTH.

§ 8 B cpox mo mect Mmecena OT BIM3aHETO B CWJa Ha HapezabaTa
HanmoHamHUAT ChBET 10 LIEHU ¥ peuMOypcHpaHe Ha JIEKApCTBEHUTE MPOTYKTH MTPUBEXK 1A
MKGB konosere B [103UTHBHUSA JIEKAPCTBEH CIUCHK MO Wi, 262, an. 6, 1. 1 u 3 3JI[IXM B
choTBeTCTBUE ¢ WiI. 1, aim. 3 ot Hapenba Ne 42 Ha MuHHCTBpa Ha 37paBEOMa3BaHETO OT
2004 r. 3a BpBexk1aHE Ha Mex1yHapoJHaTa CTaTUCTHYECKa KIIacH(PHUKaIMs Ha 00JeCTUTe
U pobiemMuTe, CBbP3aHu ChC 37paBeTo - Aecera peBusus (06H., [IB, Op. 111 ot 2004 r.;
U3M. U jom., 6p. 103 o 2012 1.).



§ 9. Jlo ch3aBaHeTO Ha €IEKTPOHHA CTpaHuIla Ha HanvoHanHus ChBET MO
[IEHU U peUMOYypCHpaHe Ha JICKAPCTBEHUTE MPOYKTH [I03UTUBHUSAT JTIEKAPCTBEH CIUCHK U
perucTpure 1o wi. 7, ai. 1 ce myOauKyBaT Ha HHTEPHET CTpaHHUIaTa HAa MHUHUCTEPCTBOTO
Ha 3JIpaBEOIa3BaHETO.

§ 9a. (Hos - /IB, 6p. 3 ot 2016 1., B crna ot 01.12.2015 r., m3m. - /1B, 6p. 14
ot 2016 r., B cuia ot 16.02.2016 1., u3m. - 1B, 6p. 32 ot 2016 1., u3m. - [IB, 6p. 74 ot
2016 ., Bcumaor 01.09.2016 r., u3m. - /IB, 6p. 2 o1 2017 r., B cuna ot 01.01.2017 ., u3m.
- AB, 6p. 8 or 2017 r.) YUnen 8, an. 5 ce npuinara ot 1 ssuyapu 2018 .

§ 96. (Hos - IB, 6p. 3 ot 2016 r., B cuna ot 01.12.2015 r.) Yka3zanus mo
NpUjaraHeTo Ha HapendaTa JaBa MUHHCTBPBT Ha 37paBeoOIa3BaHETo.

§ 10. Hapenbara ce npuema Ha ocHOBaHue 4wi. 261a, aji. 5 1 BbB Bpb3Ka C 4Jl.
259, an. 1, 1. 4 1 un. 262, an. 7 ot 3aKoHa 3a JEKAPCTBEHUTE NMPOAYKTH B XyMaHHaTa
MEIUIINHA.

IIpexonHu u 3aK/JIIOYUTETHA pa3nopeadu
KBM ITIOCTAHOBJIEHME Ne 233 OT 31 FOJIN 2014 I'. 3A U3MEHEHUE
N JOITBJIHEHUE HA HAPEJIBATA 3A YCJIOBUSITA, IPABUJIATA U
PEJIA 3A PEI'YJIMPAHE U PETUCTPUPAHE HA HEHUTE HA
JIEKAPCTBEHUTE ITPOAYKTHU, IPUETA C IOCTAHOBJIEHHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 66 OT 2014 I'., B CWJIA OT 08.08.2014 I'., U3M. - /B, BP.
107 0T 2014 T'., B CHJIA OT 24.12.2014 T'., U3M. - /IB, BP. 92 OT 2015 T'., U3M. - ]IB,
bP. 102 OT 2017T".)

§ 2. (1) (U3m. - IB, 6p. 107 ot 2014 r., B cuna ot 24.12.2014 r., uzm. - JIB,
6p. 92 ot 2015 1., u3m. - JIB, Op. 102 ot 2017 r.) o 31 nexemBpu 2019 r. npurexarenure
Ha pa3pemieHus 3a yrnorpeda WiM TEXHU YITBIHOMOIICHH MPEACTABUTEIN HE MOTaT Ja
3asBsIBaT yBEJIMUEHHE HA PETUCTPUPAHUTE LIEHHU HA JIEKAPCTBEHUTE MPOAYKTH, OTITYCKaHU
0e3 JeKapcKo TMpenrnucaHue, C TO-TOJISIM TIPOIEHT OT CTAaTHCTHYECKH OTYeTeHara
uHIaIMs 3a nepuoia Ha JecTBUE OT MOC/IeAHaTa pEruCTpUpaHa IeHa.

(2) 3amouHaTuTe M HEJOBBPIIEHM KbM BIIM3aHETO B CHJIa Ha TOBa
MOCTaHOBJICHHE TIPOLIEAYPH 3a YBEIHMUEHUE Ha PETUCTPUPAHUTE 1IEHU HA JIEKApCTBEHUTE

MPOAYKTH, OTIYCKaHM 0€3 JIeKapCKO MpeAnrcaHue, ce JOBbPIIBAT MPH yCIOBHITA Ha all.
1.

§ 3. IlocraHoBneHWeTo BiM3a B CWiIa OT JE€HA Ha OOHAapOJBaHETO MYy B
"JIbp>KaBEH BECTHHUK .



IIpexoanu u 3aK/JII0YUTETHU pa3nopeadu
KBM IIOCTAHOBJIEHHUE Ne 348 OT 3 HOEMBPHU 2014 T'. 3A
MN3IMEHEHUE U JOITBJIHEHUE HA HAPEJIBATA 3A YCJIIOBUSITA,
INPABUJIATA U PEJIA 3A PETI'YJIUPAHE U PETUCTPUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE INPOAYKTU, IPUETA C
INOCTAHOBJIEHHUE Ne 97 HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 92 OT 2014 T'., B C1JIA OT 07.11.2014 T".)

§ 26. Bcuuku 3aroyHaTv ¥ HEJOBBPIIEHU MPOLIEAYPH KbM BIM3AHETO B CUJIA
Ha MOCTAaHOBJIEHUETO CE JIOBBHPIIBAT MO JOCETaIlIHUS Pel.

§ 27. B 14-mHeBeH CpOK OT BIM3aHETO B CHJIa HA IOCTAHOBJIECHUETO
HammonanHusT chBEeT MO IIEHM W peuMOypcHpaHe Ha JEKapCTBEHHTE MPOAYKTU
YTBBPIKJIaBa U MyOJIMKYyBa Ha HHTEPHET CTPAaHMIIATa CH 0Opa3IUTEe HA JIOKYMEHTH I10 4Jl.
13, 14, 16, 23, 25, 32, 33, 34, 38 u 43.

§ 28. IlocraHoBieHHETO BiIM3a B CWia OT JEHS Ha OOHApOJBAHETO MYy B
"Ibp>kaBeH BECTHUK".

3aK/II0YUTeHU pa3nopendu
KBM ITIOCTAHOBJIEHUME Ne 441 OT 22 IEKEMBPH 2014 1. 3A
N3MEHEHUE HA IOCTAHOBJIEHUE Ne 233 HA MUHUCTEPCKUS
CBBET OT 2014 T'. 3A UBSMEHEHHUE U JOIIbJIHEHUE HA
HAPEJIBATA 3A YCJIOBUSATA, IPABUJIATA U PEJIA 3A
PETYJIUPAHE U PETUCTPUPAHE HA IEHUTE HA
JIEKAPCTBEHUTE INPOAYKTHU, IPUETA C IOCTAHOBJIEHHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 107 OT 2014 I'., B CHUJIA OT 24.12.2014T".)

§ 2. IlocTaHoBNEHHETO BIM3a B CWJIa OT JIEHA Ha OOHApOJBaHETO MYy B
"JIbp>KaBeH BECTHHUK'".

IIpexoanu u 3aKIOUYUTETHHA pa3nopeadoun
KBM IOCTAHOBJIEHHME Ne 323 OT 20 HOEMBPH 2015 T'. 3A
N3MEHEHUE U JOITBJIHEHUE HA HAPEJIBATA 3A YCJIIOBUATA,
INPABUJIATA U PEJIA 3A PEI'YJIUPAHE U PETUCTPUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE INPOAYKTH, ITIPUETA C
IHOCTAHOBJIEHUME Ne 97 HA MUHUCTEPCKUSA CBBET OT 2013 1.

(OBH. - JIB, BP. 92 OT 2015 T")



§ 23. IIvpBaTa nexnaparus mo wi. 35a, an. 2 or Hapenbara 3a ycioBusTa,
MpaBujIaTa U pejia 3a peryjiMpane u perucTpupaHe Ha IIEHUTE HA JICKAPCTBEHUTE MPOJAYKTH
(o6H., IB, 6p. 40 ot 2013 1.; u3M. 1 go11., Op. 66,92 1 107 ot 2014 1.) ce moaBa 3a Meceria,
cleqBall TO31, B KONTO MOCTaHOBJICHUETO BIIM3a B CUJIA.

§ 24. llepuoauTte no un. 36, an. 1, T. 12 u 13 ot Hapendara no § 23 3anmouBar
J1a Tekat cuuTaHo ot 1 nexempu 2015 r.

§ 25. (1) 3a nexkapcTBEHUTE MPOJYKTH, 32 KOUTO Ca U3TEKIU TPU TOJIMHU OT
BkiaroyBaHero uM B IIJIC xpM MOMEHTAa Ha BJIHM3aHE B CHJIa Ha IIOCTAHOBJICHHETO,
NPUTEKATEIIUTE HA pa3pelieHueTo 3a ymoTrpeba WIM TEXHU YITBIHOMOIICHH
MIPEACTaBUTENH T10/1aBaT 3asBJICHH 110 pelia Ha riaBa mecra "a" ot HapenOaTa 1o § 23 B
CPOK JI0 IIECT Mecella OT BIM3aHETO HA TIOCTAHOBIICHUETO B CUJIA.

(2) JIexkapcTBEeHUTE IPOYKTH, 32 KOUTO HE € TI0/IaJICHO 3asBJICHHUE B CPOKA 10
an. 1, ce u3kiouBat ciyxebno ot CrBera ot [1JIC, kaTo ce 3aMyaBa U 1I€HATa UM I10 YJI.
2,am 1.

(3) 3a nekapcTBeHHTE TPOJYKTH, 32 KOUTO B Mpoleaypara mo ai. 1 uma
peleHue 3a MojabpkaHe Ha PeUMOYpPCHUS CTaTyC, CIEABAIINTE TPUTOAMIIHU MEPUOAU
3armoyBar Ja TeKaT OT MOMEHTA Ha BJIM3aHETO B CHUJIa HA TOBA PEIICHUE.

3aKJII0YUTEeIHU pa3nopeadu
KBM ITOCTAHOBJIEHHUE Ne 381 OT 29 IEKEMBPH 2015 T'. 3A
JOITBJIHEHUE HA HAPEJIBATA 3A YCIOBUATA, IPABUJIATA U
PEJIA 3A PEI'YJIUPAHE U PETUCTPUPAHE HA IEHUTE HA
JIEKAPCTBEHUTE INPOAYKTH, IIPUETA C IIOCTAHOBJIEHHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 3 0T 2016 I'., B CHJIA OT 01.12.2015T".)
§ 2. ITocranoBneHueTo BiM3a B cuia ot 1 gexemspu 2015 r.

3akJIl04YUTeHH pasnopenou
KBM ITOCTAHOBJIEHHUE Ne 32 OT 16 PEBPYAPH 2016 I'. 3A
N3MEHEHUWE HA HAPEJABATA 3A YCJIOBUSATA, IIPABUJIATA U
PEJIA 3A PETI'YJIMPAHE U PETUCTPUPAHE HA IEHUTE HA
JIEKAPCTBEHUTE INPOAYKTH, IIPUETA C IIOCTAHOBJIEHHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T

(OBH. - 1B, BP. 14 OT 2016 T"., B CWJIA OT 16.02.2016 T".)
§ 2. [TocTtanoBnenueTo Bim3a B cuia ot 16 pespyapu 2016 T.
3ak/ro4uTeHU pasnopendu

KBM ITOCTAHOBJIEHME Ne 238 OT 13 CEIITEMBPH 2016 I'. 3A
N3MEHEHUWE HA HAPE/IGATA 3A YCJIOBUSATA, IPABUJIATA U



PEJIA 3A PEI'YJIMPAHE U PETUCTPUPAHE HA IEHUTE HA
JIEKAPCTBEHUTE ITPOAYKTH, IIPUETA C IIOCTAHOBJIEHHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T'.

(OBH. - IB, bP. 74 OT 2016 I'., B CUJIA OT 01.09.2016T".)
§ 2. IlocTtanoBnenueTo Biu3a B cuia ot 1 cenremBpu 2016 T.

3aK/JII0YUTEeIHU pa3nopendu
KBbM IIOCTAHOBJIEHUE Ne 380 OT 28 IEKEMBPH 2016 I'. 3A
N3MEHEHUE HA HAPEJIBATA 3A YCJIIOBUSATA, IIPABUJIATA U
PEJIA 3A PET'YJIUPAHE U PETUCTPUPAHE HA IEHUTE HA
JIEKAPCTBEHUTE INPOAYKTHU, IPUETA C HIOCTAHOBJIEHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP.2 OT 2017 T'., B CHUJIA OT 01.01.2017T.)
§ 3. [loctanoBneHueTo Biu3a B cuia ot 1 ssayapu 2017 r.

IIpexoanu u 3aKIIOUYUTEHHA pa3nopeadoun
KBbM NIOCTAHOBJIEHHUE Ne 56 OT 28 MAPT 20191'. 3A USMEHEHUE
N JOITbJIHEHUE HA HOPMATHUBHU AKTOBE HA
MUHUCTEPCKUSA CBBET

(OBH. - 1B, BP. 26 OT 2019 T'., B C1JIA OT 01.04.2019T".)

§ 4. (1) Henpuxmounnute no 1 anpun 2019 r. mpouenypu 3a oleHKa Ha
3/IpaBHUTE TEXHOJIOTMH Ha JIEKAPCTBEHH MTPOYKTH C€ N0BBpIIBAT OT HannonanHus cbBeT
0 LIEHU ¥ peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOAYKTH IO pelia Ha Ta3u Hapenaoa.

(2) Ilputexaren Ha pa3pelieHue 3a ynorpeda, KOWTO ejlae MPOU3BOJCTBOTO
no ajn. 1 ga 6bae AOBBPILEHO KaTo Mpolieypa Mo OLEHKA Ha 3/[paBHUTE TEXHOJOTUHU WIN
BKJIIOUBAHE Ha JIEKAPCTBEH MPOIYKT, IpPUHALIEKAL] KbM HOBO MEXAYHApOIHO
HENaTeHTHO HauMeHoBaHME B [103UTHBHUS JIEKapCTBEH CIUCHK, [10/1aBa 3asBJICHUE MIPE]l
HanuoHnanHus cbBeT 10 LIEHW U peuMOypcHpaHe Ha JIEKapCTBEHUTE MPOJYKTH B CPOK J10
20 anpun 2019 1.

(3) B cnyuaii ue B cpoka 1o ajl. 2 CbOTBETHUAT MPUTEXKATENl Ha pa3pelleHne
3a ynotpeba He nojaje 3asBiaeHue npea HannonanHus chBeT M0 LIEHU U peuMOypcupaHe
Ha JIEKApCTBEHUTE MPOAYKTH, 3allOYyHajaTra IpoLeaypa IO OIEHKAa Ha 3JpaBHUTE
TEXHOJIOTHH C€ MPEeKpPaTsBa.

(4) 3anouHanuTe KbM MOMEHTA Ha BIIM3AHETO B CUJIa HA TOBA IOCTAHOBIIEHUE
npouenypu 3a Bkiarousane B [IJIC Ha nexkapcTBEHM NPOAYKTH, IPUHAJIEKAIIA KbM HOBO
MEXYHApOJHO HEMATeHTHO HAaWMEHOBAHME, N0 KOUTO Ca IPEJICTaBEHU YTBBPIAEHHU OT
qupekTopa Ha HanumoHanmHus LHEHTBpP MO OOIIECTBEHO 3[paBe M aHAIM3M JOKJIATU 3a
OLICHKAa Ha 3JpaBHAaTa TE€XHOJOTHS, CE€ JOBBPIIBAT IIPU YCIOBUATA M IO pela Ha Tasu



HapenOa, 0e3 1a ce U3BBPILBA HOBA OLIEHKA HA 3[JpaBHUTE TEXHOJIOTUH U 0e3 J1a ce chOoupar
TaKCH 32 U3BBPIIBAHE HA OIICHKA HA 3/IpPABHUTE TEXHOJIOTHH.

(5) B cpox mo 10 anpur 2019 r. qupexktopbT Ha HanmoHamHus HEHTHP MO
0OIlIECTBEHO 3/IpaBe M aHAIM3W MpenocTaBs Ha HanuoHanmHWS CBBET MO IEHU U
peuMOypcrpaHe Ha JIEKapCTBEHUTE MPOAYKTU C IpeJaBaTEHO-TIpUEeMaTeIeH MPOTOKOI
3asBJICHUATA U JOKYMEHTHTE, MOJaJICHN 3a MPOILeAypUTe MO al. 1, KaKTO U apXuBa Ha
MPUKITIOYUIIUTE TPOLEIYPH.

§ 5. (1) B eqHOMECeUEH CPOK OT BJIM3AHETO B CHJIa HA TOBA MOCTAHOBJICHHE
JeyeOHUTE 3aBE/ICHUS, KOUTO BEYE Ca OIPEJIeNICHH Ja MPOCiesBar e)ekra OT TepanusTa
C JIEKapCTBEH MPOAYKT, OCUTYpsIBAT ChbBMECTUMOCT Ha OOJIHWYHATA CH MH(POpPMAIMOHHA
cucreMa ¢ HHpopManrnoHHara cuctema Ha CbBera.

(2) Cnen w3THuyaHeTO Ha Cpoka mo aiu. 1 yeuyeOHUTE 3aBefeHUs 1o ai. |
npenocrapitT Ha ChbBera uype3 OOJIHMYHATA CH HWH(POPMAIMOHHA CHCTEMa JIaHHU 32
JICKapCTBEHHUTE MPOJAYKTH, 32 KOUTO € TIPOCIIesiBaH e()EeKTHT OT TePaIusTa.

§ 6. (1) B cpok no 31 nexemBpu 2020 r. HanoHamHUAT CHBET IO LIEHU H
penMOypcrpaHe U3BbpIIBA CiIy)keOHa MPOBEpKa HA HACTHIIMIU MPOMEHU B YTBBPACHUTE
IIPEJICIHY LIEHU Ha JIEKapCTBEHUTE NPOAYKTHU 10 wi. 261a, an. 2 ot 3JIIIXM. IIposepkara
ce M3BBPILIBA MPU CIIa3BaHE MOPETHOCTTA Ha MOCIeaHATa YTBbpPJACHA MpeesHa [IeHa Ha
JIEKapCTBEHUTE MIPOJYKTH.

(2) Koraro Bb3 ocHOBa Ha MpoBepkara mo ain. 1 Oble yCTaHOBEHO, 4e €
HAcCThIIMJIA IPOMSHA B ChOTBETHATA YTBbPJCHA IIPEJIEIHA 1IEHa Ha JIEKapCTBEH MPOAYKT,
CbBeThT ciy>KeOHO 5 MPUBEXkAa B ChOTBETCTBUE C U3UCKBaHUATa Ha wi. 10 ot Hapenbara
3a peryJiupaHe U perucTpupaHe Ha LIEHUTE Ha JIEKaPCTBEHUTE MPOIYKTH.

(3) 3a 3anouyBaHe HA aAMHUHHCTPATUBHOTO MPOU3BOACTBO MO ail. 2 ChbBETHT
YBEIOMSIBA IIPUTEKATEINS HAa Pa3pelIeHUETO 3a yrnoTpeoda.

(4) 3a u3BBpIIBAaHE Ha chykeOHATa MpOBEpKa Mo ai. | MpuTexaTenuTe Ha
paspelieHus 3a ynorpeda He IbJKaT BHACSHETO Ha JIbp)KaBHA TaKca.

§ 8. (1) Cpoxbr o § 1, T. 42, 6ykBa "a", monOykBu "aa" u "66", Oyksa "B",
nonoyksu "aa" u "06" 3amousa na Tede cuurano ot 1 ampui 2019 1.

(2) Hexnapauuute, mogaaeHu mo peaa Ha ui. 43 ot Hapenbara 3a ycnoBusra,
MpaBujIaTa v pefia 3a peryupaHe U perucTpupaHe Ha IIEHUTE Ha JICKAPCTBEHUTE NMPOTYKTH
1o 1 ampun 2019 r., ce pasriexxaat oT HarmonanHust cbBeT MO IIEHU U peuMOypcHpaHe Ha
JIEKAPCTBEHUTE MPOAYKTH MO JOCETALIHUS PE.

§ 9. B cpok 10 ennmH Mecell OT BIM3aHETO B CUJa Ha TOBA IOCTAHOBIJICHHE
npenaceaarensT Ha HanuvoHanHus ChBET HO IIEHM M peuMOypcupaHe Ha JEKapCTBEHUTE
MIPOJYKTH YTBBPKIABA JIBKHOCTHOTO pa3MCaHUE HA CIY>)KUTEIINTE B CHBETA.

§ 10. ITocranoBnenuero Bau3a B cwiia ot 1 ampun 2019 1.

3aK/II0YUTeHU pa3nopendu
KBM INIOCTAHOBJIEHHUE Ne 195 OT 2 ABI'YCT 2019T. 3A
N3MEHEHMUME U JOITbJIHEHUE HA HAPEJABATA 3A YCIIOBUATA,
IMPABUJIATA U PEJIA 3A PEI'YJIMPAHE U PETUCTPUPAHE HA



HEHUTE HA JIEKAPCTBEHUTE INPOAYKTU, IIPUETA C
INOCTAHOBJIEHUE Ne 97 HA MUHUCTEPCKHUA CBBET OT 2013 T.

(OBH. - 1B, BP. 62 OT 2019 T".)

§ 2. Ilaparpadp 1, 1. 1 BIM3a B cwia OT JeHA Ha OOHapojJBaHE Ha
nocraHoByiieHueTo B "JIbpkaBeH BecTHUK", a § 1, T. 2 u 3 BaM3ar B cuja oT 1 HOeMBpHU
2019 r.

IIpexoanu pasnopendu
KBM ITOCTAHOBJIEHUE Ne 30 OT 28 ®EBPYAPU 2020 T. 3A
JOITbJIHEHUE HA HAPEJIBATA 3A YCJIIOBUSTA, IPABUJIATA U
PEJIA 3A PEI'YJIMPAHE U PETUCTPUPAHE HA HEHUTE HA
JIEKAPCTBEHUTE INPOAYKTHU, IPUETA C HIOCTAHOBJIEHUE Ne 97
HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 19 OT 2020 T".)

§ 2. 3amo4yHaTuTe W HEAOBBPIICHW KbM BIM3aHETO B CHJAa Ha TOBa
[IOCTAHOBJIEHUE NPOLEAYPU 32 YBEIMUEHUE HA PETUCTPUPAHUTE LIEHU Ha JIEKaPCTBEHUTE
IPOAYKTH, OTITYCKaHU 0€3 JIEKapCKO MPEANNCaHNE, CE JOBbPIIBAT IIPH YCIOBUATa HA § 1.

IIpexonHu u 3aK/JIIOYUTETHA pa3nopeadu
KbM IIOCTAHOBJIEHUME Ne 124 OT 1 AIIPUJI 2021 T'. 3A
N3MEHEHUE U JOITbJIHEHUE HA HAPEJIBATA 3A YCJIOBUSITA,
INPABUJIATA U PEJIA 3A PETI'YJIUPAHE U PETUCTPUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTH, IPUETA C
IHOCTAHOBJIEHHUE Ne 97 HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 28 OT 2021 T.)

§ 33. B CpOK OO0 TpHU Mec€la OT BJIM3AHCTO B CHJIa HA IOCTAHOBJICHUCTO
npeaceaaTeysT Ha CnBeTa YTBBbpPIKAaBa IIbPBUS CITMCHBK I10 YJI. 43a.

§ 34. (1) B cpok o nBa Mecera OT BIM3aHETO B CHJIa Ha MOCTAHOBIEHUETO
CBbBETHT CIy’keOHO HaMaJIsBa IEHUTE 10 WJiI. 2, aJl. 1, MpeeTHuTe [IeHH U MaKCUMaTHUTE
MIPOJIaYKHU 1I€HU Ha JIEKAPCTBEHUTE IPOYKTH, MOJYUUIIN pa3peleHre 3a napajiejeH BHOC
WM pa3pelleHue 3a napaienaHa quctpulyuus ot EBpornelickara areHuus mo jgekapcraara,
KOUTO ca MO-BUCOKH OT T€3U Ha €HAKBUS UM T000€H JIeKapCTBEH MPOAYKT 1o uwi. 214
ot 3JIIIXM.

(2) 3a 3anouBaHe Ha aAMMHMCTPATUBHOTO IMPOU3BOACTBO MO an. 1 CbBETHT
YBEIOMSIBA MIPUTEKATEINS Ha Pa3pelIeHUEeTO 3a yrnoTpeoda.

(3) 3a u3BbBpIIBaHE HAa MPOMSHATA HA LEHUTE MO an. | mpuTexarenure Ha
paszpelieHus 3a ynotpeda He IbJDKAT BHACSHETO Ha Ibp)KaBHA TaKca.



§ 35. B cpok 10 ABa Mecena OT BIM3AHETO B CHJIa Ha TOBA MOCTAHOBJICHUE
CBBeThT BIIMCBA CIIY)KEOHO B PETUCTPHUTE MO Wi. 22 U 28 perucTpalioHHHUs HOMEp Ha
pa3perieHneTo 3a ynorpeda Ha JIEKapCTBEHUTE MPOYKTH, KOTaTo HE € BIIMCAH TaKbB.

IIpexoaHu 1 3aKJIIOYUTETHE Pa3nopeadu
KBbM ITOCTAHOBJIEHUME Ne 155 OT 8 ABI'YCT 2025T. 3A
MN3IMEHEHUE U JOITBJIHEHUE HA HAPEJIBATA 3A YCJIIOBUSTA,
IMPABUJIATA U PEJIA 3A PEI'YJIMPAHE U PETUCTPUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE IMPOAYKTU, IIPUETA C
INOCTAHOBJIEHHUE Ne 97 HA MUHUCTEPCKUSA CBBET OT 2013 T.

(OBH. - 1B, BP. 66 OT 2025 T"., B CWJIA OT 12.08.2025T".)

§ 42. (1) Cpoxbr mo § 32 3amouBa JAa Teye CUYMTAHO OT JaraTa Ha
YTBbPK/IaBaHE Ha MOCJIEAHATA [IeHa 3@ BCEKU JIEKAPCTBEH MPOAYKT.

(2) Hexnapanuute U 3asBIEHUATA, IOAaIcHH 110 pena Ha wi. 43 ot HapenOata
3a YCJIOBHATA, IpaBWiIaTa W pela 3a pPEryjJupaHe U PEerucTpupaHe Ha LEHUTE Ha
JIEKapCTBEHUTE MPOAYKTH 1O BIM3aHETO B CHJIa Ha HACTOSALIOTO MOCTaHOBIICHUE, CE
apXuBHpaT.

§ 43. IlocraHoBieHHETO BIM3a B CWia OT JEHS Ha OOHApOJBAaHETO MY B
"JIbp>KaBeH BECTHUK'".

[IpexoaHu 1 3aKJII0YNTETHU pa3nopendu
KBM IIOCTAHOBJIEHHUE Ne 18 OT 26 IHYAPH 2026 I'. 3A
N3MEHEHUE U JOITBJIHEHUE HA HOPMATUBHU AKTOBE HA
MHUHUCTEPCKUS CBBET

(OBH. - 1B, BP. 12 OT 2026 I"., B CWJIA OT 01.01.2026 T".)

8 5. [locranoBnenuero Biu3a B cuia ot 1 stHyapu 2026 T.

[Tpunoxenne Ne 1 kbM 4. 7a, an. 2

(Otm. - [IB, 6p. 92 ot 2014 1., B cruta ot 07.11.2014 1., HOBO - JIB, 6p. 28 oT
2021 r., u3Mm. u jom. - /B, 6p. 66 ot 2025 ., B cuna ot 12.08.2025 1.)

Nudopmanus, KoATO YBEAOMICHHETO OT MPUTEKATEIUTE HA pa3pelieHue 3a
yrotpe0a WM TeXHH YITBITHOMOIICHH MpeicTaBuTeNH 10 ChBETa ChIBPKA:

1. mpuTexkaTeNn Ha pa3penIeHHeTo 3a yrnorpeoa;

2. HaMMEHOBAHKE Ha JICKApCTBEH MPOIYKT;

3. ATC xox (ako € HaJTM4eH);

4. MeXTyHApOIHO HEMATCHTHO HAMMECHOBAHUE;

5. TepameBTHYHHM ToKazaHus U mokazanus 1o MKDB wmm  Orphanet
(mpenyIokeHo WiH GUHAITHO 0I00PEHO OT PeryJaTOPHHS OpPTaH);

6. TMHUS Ha Teparusi;



7. manueHTCcKa Momyaanus U cyorpymnu;

8. mekapcTBeHa Gopma;

9. KOJIMYECTBO aKTUBHO BEIIECTBO;

10. okoHYaTeIHA OITAKOBKA;

11. nosupoBka (medpuHupaHa JHEBHA J03a WM TEPANEBTUYEH KypC, WIIHU
KOHIIEHTpAIUs WA 00eM);

12. HauMH Ha TPUIIOKECHUE;

13. MexaHU3bM Ha JIEHCTBHE;

14. mpuapyskaBall TMarHOCTHYEH TecT (companion diagnostic);

15. HacTOSIIM TepPaeBTHYHU TIOIXO/IH;

16. cpaBHUTEIHY TepPaNeBTUYHU AJITEPHATHUBH;

17. iMe Ha KIMHUYHOTO MPOYYBAHE, KOSTO € HM3II0JI3BAaHO 32 IOJIaBaHE Ha
3asBJIEHUE 32 PETUCTPALUsl KbM PETYJIaTOPHUS OpraH;

18. HOMEp Ha KIIMHUYHOTO MPOYYBAHE;

19. pa3za Ha KIMHUYHOTO NMPOYYBAHE;

20. HayayiHa J1aTa ¥ OYaKBaHa KpaiHa JaTa Ha KIIMHUYHOTO MPOYYBAHE;

21. (mom. - JIB, Op. 66 ot 2025 r., B cuia ot 12.08.2025 r.) Hactosma ¢a3a Ha
KIIMHUYHO pa3paboTBaHE HA JICKAPCTBEHHS MPOAYKT (Hampumep ¢a3a 3) u KpaTko
0000111eHIE HA PE3yATATUTE OT KIMHUYHUTE U3IUTBAHNUS;

22. 3asBEH CTaTyC Ha JICKAPCTBEH MPOJYKT CUPAK (1a/He);

23. mpoueaypa 3a peructpanus (HapuMep IeHTpaAIU3UpaHa);

24. ovakBaHa nata Ha perynatopHo omobpenue (CHMP para w nara
0J100peHue OT peryJaTOpHUs OpraH);

25. oyakBaHa JaTa Ha Ha4ajJo Ha IMpouLeAypa 3a ILieHooOpa3yBaHEe U
peumOypcanus;

26. mpearana cpenna go3a (Hanpumep 300 Mr Ha Bceku 6 mecena);

27. o4akBaHO MSCTO B TEPANEeBTUYHUS MOAXOJ, MOCOYEH BBB (papMako-
TEpaeBTHYHUTE PHKOBOJICTBA (HApUMep 3aMsHa Ha HIKOW OMPEJIENICH KJIac HACTOSIIIA
Tepamnus);

28. ouakBaH pa3xo] (Iuana3oH OT - JI0) HAa TMAIlMeHT Ha TOJAWHA WU Ha
MAIUEHT 32 eMU30]/IIUKBII, aKO € MO-KPaThK OT TOJINHA;

29. BnusgHue BbpXY Hacrosmure pazxonu Ha H30K (nanpumep 3abaBsiHe Ha
MPOrpecusiTa, KOETO J1a HaMalld Pa3XOAHUTE 32 HElllO);

30. BIUsHUE BBPXY MAINMCHTUTE W XOPaTa, MOJaraiii TPUXKH 3a MaIUeHTHTE
(Hampumep HamausiBa 0oJIKaTa Wi MOA0OpsSBa KaueCTBOTO Ha JKUBOT);

31. nporHo3eH Opoil (quama3oH OT - 10) OBATapCKU MALMEHTH, KOUTO IIE
ObJIaT IeKyBaHU C TepamusiTa;

32. (u3m. - IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) mporro3Ho 5-
TOJIUIITHO OIOJKETHO BB3JCHUCTBUE (IUANa30H OT - JI0), IUII0C OFOKETEH MOJIEN, aKo €
HaJIMYEH;

33. (noBa - /IB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) mporHoszeH o0xBat
Ha OIICHKATa Ha 3J[paBHATa TEXHOJIOTHUS 33 CTpaHaTa ChIiIacCHO MHCTpyMeHTa [lomymanus,
WHTEPBEHIINS, CPAaBHUTEHA anTepHaTuBa, pesyarar (PICO).

Population (Ilonynamus): Ilomymanusara 3a crtpaHata TpsiOBa Aa Obae
neduHUpaHa ChITACHO TEpaleBTUYHATA WHIWKAIINSA, 32 KOSTO KaHJIUAATCTBA 3/IpaBHATA
TexHoyiorus. Morat fa 6b1aT qeUHUpPAHU OTACIIHU CYOTIOMyIalii B OTACIIHA TaOIHIH,
KOTaTo TOBa € MOIXOISII0, HAPUMED:



* Pa3znuuHu cpaBHUTENHU aNTEPHATHBH 32 Pa3IMYHUTE CyONOMyIalny;

* PaznuuHuTe CyOmomynanuu MMaT pa3iudHa MMPOTHO3a U CIIETOBATEIHO Ce
OYaKBa pa3ianyHa e()eKTUBHOCT.

Intervention (Mutepsenuums): MuTepBeHimsTa TpsOBa 1a ChOTBETCTBA Ha
KaHIuJaTCTBAlllaTa 3[paBHA TEXHOJIOTMSI UM KOHKpETHaTa WHAMKAIMs, 3a KOATO Ts
KaHauaaTcTBa. TpsiOBa a ce yTOYHM Jalid KaHIWJATCTBAIATa 3paBHA TEXHOJIOTHUS CE
Ipujiara CaMoCTOSITEIHO (MOHOTEpanusi), B KOMOUHAIIMS C IPYTH JIEKAPCTBEHU MPOAYKTH
Wi ce A00aBsi KbM ChHIIECTBYBAIM TEPANCBTUYHH MOAXOAH (PapMakoIOTHUHU U
He(apMaKoJIOTUYHH).

Comparator (CpaBuutenna antepHatuBa): JlepuHupar ce cpaBHUTEITHUTE
alTepHaTHBM IPU KOHKpETHaTa MOMyJlalMs, CHOPSIMO KOHTO IIeé C€ CpaBHsBa
KaHUJAaTCTBAIATa 3paBHA TeXHONOTHs. KaTo cpaBHUTETHU alTEepHATHBH MOTAT Ja ce
MOCOYBAT BCUYKU 3]PaBHH TEXHOJOTHH, HE CaMO JIEKAPCTBEHHM MPOIYKTH. AKO KaTo
CpaBHHTEIHA aJITSPHATHBA Ce M3IMOJ3BAT cTaHaapTHa rpuxka (Standard of Care, SoC) wim
Hali-nobpa moanbpkamia rpuxka (Best Supportive Care, BSC), e HeoOxoqumMo TSIXHOTO
JIEeTAaNIHO OIIMCAHUE.

Outcome (Pesynrar): OnucBar ce BCHYKM JaHHHM, KOUTO MoOraT Ja ce
U3II0NI3BAaT 3a OIEHKAa HAa OTHOCUTENHAaTa e(UKacHOCT M 0e30macHOCT Ha 3[paBHATa
texHojorus. [lpumepu 3a TakuBa JaHHU ca CMBPTHOCT, PEMHUCHS, KOHTPOI Ha
3200JIIBaHETO, BH3JCHCTBIE HA 3a00JSIBAHETO W JICUCHUETO BBPXY €XKCIHECBHHUS JKUBOT,
(GU3UYECKOTO, MCUXUYECKOTO U COLMATHOTO (YHKIMOHHpaHE M Oyaromonxydyue Ha
MAIUEHTHTE, CAMITOMHU, U3MEPHUTEIN Ha CBBP3aHOTO ChC 31PAaBETO KAYECTBO HA )KUBOT U

ZPYTH.

[Tpunoxenue Ne 2 kbm ui. 14, an. 1, 1. 5

(Otm. - [IB, 6p. 92 or 2014 1., B cuna ot 07.11.2014 1.)

[Ipunoxxenue Ne 3 kbm unt. 16, an. 2, un. 25, an. 2 u . 38, an. 2

(Otm. - [IB, 6p. 92 oT 2014 1., B cuna ot 07.11.2014 1.)

[Ipunoxenue Ne 4 kpm un. 16, an. 3, un. 25, an. 3, wi. 38, an. 8

(Otm. - [IB, 6p. 92 oT 2014 1., B cuna ot 07.11.2014 1.)

[Ipunoxenue Ne 5 kpm un. 31, an. 1, 1. 2

OLEHBYHA TABJIMIIA
Ha Tokaszatenute 1o wi. 30 ot Hapeaoara]




ITokazaren

O1enka

3a0enexKa)

1. He chiiecTByBa pyra
JIEKapCTBEHA Bb3MOXKHOCT 3a
JedyeHre Ha 3a00IsIBAaHETO, 33 KOETO
€ IIpe/IHa3HAYCH JIEKApPCTBEHUST
npoAykT - ui. 30, an. 1, 1. 1

20 1.

2. Kputepuu 3a epukacHoOCT 1
TeparneBTHYHA €PEKTUBHOCT - HJI.
30, am 1, 1. 2:

45 1.

a) OLICHKAa Ha TepaleBTUYHATa
10J13a Ha JIEKAPCTBEHHS POIYKT

Karo nbpBu n360p

10 T.
Karo cnensam uzdop
ST.

Hpyra tepanus
1T

0) yabJDKaBaHe
MPOJIBDKUTEITHOCTTA HA JKUBOTA

)KI/IBOTOHOI[[[T)p)KaIIIO C XKHUBOTOCIIacsAaBamo

10 T.
VY awikaBsa JKUBOTa
6T.

He Brnuse BBPXY NPOABILKUTCIHOCTTA Ha
KHBOTa

0.

B) BH3MOXKHOCT 3a MOJ00psiBaHe
KauyeCTBOTO HA KUBOT

IIB1HO BB3CTAaHOBSIBaHE

10 T.
YactuuHO, TpaiHO
6 T.
YacTu4HO, BpEMEHHO
2T

F) HaaIn4yuec U 3HAYMMOCT Ha
JOIBJIHUTCIIHU TCPANICBTUYHHA
IIOJI3H, IbJIDKaIllh CC Ha OCHOBHOTO
I[GﬁCTBHG Ha aKTUBHOTO BCUICCTBO

Hma

2T.
Hsama
0T

}1) HaMaJIsIBAHC HA YCJ'IO)KHGHI/ISITa
OT OCHOBHOTO 3a00JIsIBaHe

Bucoko - 10 1.

Cpenso - 5 T.
Hucko - 0 1.

€) yaoOCTBO 3a MalnueHTa

Ha-1T.




He-0rT.

JIEKApCTBEHUTE MPOJAYKTH:

K) €PEKTHBHOCT Ha JIEKAPCTBEHHS Nma -2 1.
MPOIYKT, CBbp3aHa ChC
crienrduuHaTa aekapcTBeHa gpopma
U IIBT HA BHBEXKIAHE

Hsama - 0 .
3. Kpurepuu 3a 6e30macHoCT Ha 30 T.

a) 4YecToTa Ha IosiBa Ha
HEXEJIAHUTE pPeaKIuu

Bucoxka (MHOro 4ecTu; 4ecTH)

0.
Cpenna (HedecTH; peaKu)
2T

Hucka (MHOTO peliku; ¢ HEM3BECTHA YECTOTA)
5T.

0) CEpHO3HOCT HA HEKEIIAHUTE
peaKiuu

Jlexu, o6patumu

10 T.
Texku, oopaTumMu
ST.
Texxku, HeoOpaTUMHU
1T

B) ITOBJIMABAHC U ITOBCACHUC IIPU
MosIBa Ha HCXKCJIAHU PCAKIINA

He ce namara CIIMpaHC U 0e3 JOITBJIHUTCIIHO
JICUYCHUC

10 T.
He ce cniupa, HO ¢ TOMBITHUTENHO JICYCHUE
5T.
Cnupa ce nedeHneTo 6e3 JOMbIHUTETHA
Tepanus
2T,
Crimpa ce JIeUeHUETO U JOIBIHUTEITHA TEPATHS
1T

') HaJM4Kie Ha HEOOXOAUMOCT OT
MpHUJIaraHe Ha JOMbJIHUTEITHA
MpOQUTAKTUYHU WU
TEPAIeBTHYHU MEPKH 32
MPEeIOTBpATsABaHE HA HEXKETaHH
peaKIun

He ce namarat n1onbIHUTEIHA MCPKHU

5T.
Hamarar ce
OrT.

4. ®apMaKO-MKOHOMHYECKHU
[OKa3aTesn

40 T.




a) pa3xo/u 3a Tepanusra c Pazxoaure 3a Tepanus ca
JICKapCTBCHUS TIPOIAYKT
0) cpaBHEHHE Ha Pa3XOAUTE 3a [MO-HUCKU OT TepanusTa 10
Tepamnus ¢ HUIMYHUTE alITePHATUBH
B) ChOTHOIIICHHE Pa3XO]l - Pe3yJITaT [MOMEHTa - 15 T.

') IKOHOMHYECKA OLICHKA Ha WIIn

TONBITHUTEITHUATE TTOJI3H

1) aHaJIU3 Ha OFOPKETHOTO Pazxoaute 3a Tepanus ¢ JIII ca mo-BUCOKH OT
BB3ACUCTBUE 32 OYAKBAHUTE TeparnusaTa J0 MOMEHTa, HO Tepanusdara ¢ JII1
MMalMeHTH HaMaJIsiBa OOIIMTE Pa3XOdH 3a JICUCHHUE Ha

3a00JIIBaHETO (HAIIPUMEP HaMaJIsiBa OOTHUIHHS
[pecTol, HaMaJsBa yCIOKHEHUSATA,
HEO0O0XOAUMOCTTA OT TECTOBE | 1p.) - 15 T.
u
CBHOTHOIIEHUETO PA3XO/Jl - PE3YJITAT € MO-HUCKO
OT TOBa Ha TEpamusiTa 10 MOMEHTa - 15 T.
WIH
HkoHOMHUYECKaTa OI[CHKA Ha JIOIbIHUTEITHUTE
[10JI3M HAJ[BUIIIaBa Ta3l HA Pa3XOIUTE 3a
Tepanus - 10 T.
17001
HkoHomMHueckara olleHKa Ha JOMbIHUTEITHUTE
MOJI3U € MO-HUCKA OT Pa3XOJHTe 3a Teparnus, HO
TE€ ca Ba)KHU 3a JICUEHUETO - 5 T.
u
[TpoayKThT peanu3upa 010 KEeTHH HKOHOMUH Ha
31paBHU pazxoau - 10 T.

5. JIekapCTBEHHUAT NPOAYKT € 3a 20 T.
nedyeHre Ha 3a00JIsIBaHUS C BUCOK
PHCK 32 00IIIECTBOTO

Bxumrousane B ITJIC npu pesynrar 60 n noBeue TOUKH.
Ekcnepr:
Jlarta

ITpunoxxenne Ne 6 kbm 4. 35, an. 3 u 7

(Otm. - IB, 6p. 92 ot 2014 r., B cuna ot 07.11.2014 r., HOBO - JIB, Op. 26 OoT
2019 1., B cuna ot 01.04.2019 r., npegumno [punoxenne Ne 6 kM wi. 35, an. 3 u 6 - /1B,
Op. 66 ot 2025 1., B cuna ot 12.08.2025 1.)

PBKOBOACTBO OTHOCHO H3MCKBAHUATA KBbM CbAbPXKAHUCTO Ha aHAJIN3a 3a
OLICHKA Ha 3ApaBHAaTa TEXHOJIOTHA



CpabpxkaHHETO Ha aHallM3a MOXKE Jla ChIbpXKa U APYTd JaHHU U pas3fenu,
KOUTO ca HEOOXOIWMH, 3a Ja ce OCHUrypud HH(MOpMalMaTa, MOCOYCHAa B 00XBara Ha
OLICHKATA.

OcHOBHHTE pa3Aeiiv, KOUTO CIIEABa J1a ChIbPKa aHAIU3BT, Ca CICTHUTE:

1. BnBenenue.

2. KiuHnyHa omneHKa 3a e(UKacHOCT, TepaneBTHYHA e()EeKTUBHOCT H
0e301macHOCT.

3. ®apMako-UKOHOMHYECKA OIICHKA.

4. Aganu3 Ha OIOKETHOTO BB3IEICTBHE.

5. CnenmuduvHM W3UCKBAHUSA 32 OICHKA Ha 3ApPaBHUTE TEXHOJOTHH,
IpelHa3HaYeHN 3a peAKd 3a00JsBaHUS WIA CHEHU(PUYHU TPYNH MalUEHTH, KaTo
HaIpUMep MOATPYIH, ONPEACTICHN Ha OCHOBAaTa Ha TeHOMHATa WH(OpMaIus, U JIp.

6. Undopmanins 3a MOpaJiHU U €THYHU aceKTH Ha ynoTpebara Ha 3[paBHaTa
TEXHOJIOTHS (aKO UMa).

7. Pe3tome u noknanu (B MpUJIOKEHHNE) HA PELICHUS U OLIEHKH OT JAbP)KaBHU
WHCTHUTYIUH 32 IeJITE Ha IPYTH HAIIMOHAHUA CUCTEMH Ha 3]JpaBeoIa3BaHe.

8. JlokazaTencTBeH MaTepuai OT U3MO0JI3BaHaTa JIUTEepaTypa.

9. Onuc Ha U3MOJI3BaHATA JIMTEpATYpa.

Nudopmanus, KosATO cielBa a ChIbpKAT FTOPENIOCOYCHUTE Pa3aeiu:

1. BoBenenue:

1.1. 3apaBeH npobdiem:

Onucanne Ha 37paBHUS MpoOIeM Ha 0a3ara HA HANCKIHH H3TOYHUIM HA
uH(pOpMaILKs, KAKTO U SICHO NMO3UIIMOHUPAHE Ha 3/JpaBHATA TEXHOJIOTHUS B IUATHOCTUYHUTE
Y TCPANeBTUIHHUTE MIPOIIECH HA aHAITM3UPAHOTO 3a00JIsIBaHE.

[IpenoctaBs ce wuHdopMmaIUs OTHOCHO JehUHHUIMATA HA 3a00JIIBAaHETO
cbriiacHo MexayHapoanata knacudukanus Ha 6onecture (MKB ). Ako omnenkara ce
OTHaca N0 creuuduyHa TapreTHa momynaius (Hampumep chC cheruduYeH eram Ha
OoJiecTTa), Ce MPEACTaBsi HAKpAaTKO OMHMCAHHWE Ha OOJIeCTTa, MOCJENBAaHO OT JeTalHa
uH(popMallns, Kacaella KOHKPETHHs eTar Ha 0oyiecTTa.

OnucBaTr ce TNPUHIUNUTE ¥ KPUTCPUUTE 32 JUATHOCTHIIMPAHE HaA
3a00JIIBaHETO, KAKTO M TPETJICAUTE U U3CIIeBaHUsATa (JTa0OpAaTOPHU U APYTH), KOUTO ca
HEOOXOUMH 3a MOCTAaBSHE HA JWArHo3aTa, KaTo ¢ MOCOYBAT CHOTBETHUTE HAJICHTHU
M3TOYHUIIM - 33 TPEANOYUTaHe KIMHUYHU MPENnopbKH M PHKOBOJCTBA, OCHOBAHM Ha
CUCTeMAaTHUEH IPETJie/l Ha HAYYHHUTE J0KA3aTeJICTBA, BKIIFOUUTEITHO MMyOJIMKYBaHH TaKUBa
3a ObITapcKara cucTeMa Ha 3/ipaBeorna3BaHe. AKO 3a LIeJIUTe Ha MOCTaBsHE Ha IUarHo3aTa
Ce TIOJI3BAT CIICHU(UIHN CKAJIM WM TECTOBE, CBHIIHUTE CJIe/IBA Ja ObJaT MOCOYEHH, KaKTO
¥ KOM OT TsX ce puHaHCcHUpaT OT myonuyaute GoHaoBe B briarapus.

1.2. EnumpeMuonoruyHu JaHHW, MEIUIIMHCKA H COI[MAJIHA TEXKECT Ha
3a00JIIBaHETO:

[IpenocTaBsIT ce aKTyalHH CNUIACMHOJIOTHYHHA JaHHHW, BKIIFOUYHUTEITHO
3a0051eBaeMOCT W OO0JIECTHOCT, KaTO c€ MPEANOoYuTaT AaHHM, Kacaeumd Obiarapckara
MIOITYJTAIKS, KATO OCBEH TOBA € HEOOXOIMMO J1a Ce TIPEI0CTaBh MH(OPMAIIHS 32 TeXKECTTa
U CEpUO3HOCTTA Ha 3a00JIIBaHETO, OOIECTBEHATA MY 3HAYMMOCT U XapaKTEPUCTUKUTE Ha
MAIUEHTHTE, KOUTO IIIe CE TPETUPAT B 3aBUCUMOCT OT 3a00JISIBAHETO, HAIPUMEP XPOHUIHO
3a0ousBane, psiIKo 3a00sBaHe, 3a00sIBaHe MPY MAIUEHTH B aKTUBHA BH3PacT.

1.3. KiimanuHna kapTWHA, €CTECTBEH XOJ Ha 3a00JSBaHETO, YCIOKHEHHUS U
MPOTHO3a:



OmnucBa ce €CTECTBEHUAT XOJ Ha 3a00JsIBAHETO, IPOTHOCTHYHUTE (PaKTOpH,
CBBP3aHM C XOJia Ha 3a00JISIBAHETO, KAKTO U HETOBOTO BIIMSHHE BBPXY Kaue€CTBOTO HaA
JKUBOT Ha marueHTute. IloguepraBa ce MSICTOTO Ha HOBaTa 3/paBHA TEXHOJOTHS B
€CTECTBEHHMsI X0 Ha 3a00JIIBAHETO M BIMSHHUETO M BhPXY HEroBara MpoMsiHa U KauyeCTBO
Ha JKUBOT.

1.4. TepaneBTUYHU CTaHIAPTH:

OrnrcBa ce HACTOSIIOTO JICYCHHE Ha 0a3aTa Ha MEXAYHAPOJIHHUTE TPEIIOPHKU
U pbKoBojcTBa. Ciell TOBa ce ONKCBA AITOPUTHMBT HA JICYCHUE CHITIACHO KIMHUYHATA
npakTuka B bearapus, KaTo ce ciieBaT ChOTBETHHUTE €TalM Ha 3a00JIIBAHETO C aKIICHT
BBPXY €Tana, B KOMTO IIe ce mpuiara 3apaBHara texHosiorus. [locouBa ce nanum HoBaTa
TEXHOJIOTHSl € BKJIIOYCHA BBHB (DapMaKOTEpaneBTHUYHHUTE PBKOBOJICTBA WM B JIPYTH
€BPOIEICKH TepaneBTUYHU PHKOBOICTBA.

BxaouBa ce u uHOpManus OTHOCHO alNTEPHATHBUTE, KOUTO C€
peumOypcupaT B bbirapust 3a ChOTBETHOTO TEPANIEBTHYHO ITOKA3aHHUE.

1.5. lleneBa nomynanus:

OmnucBa ce nomynanusTa, Ipu KOosITO I1I€ Ce Mpujara 3paBHaTa TEXHOJIOTHSI.
AKO 37apaBHAaTa TEXHOJIOTHS 1€ Ce MpWiiara Mpyd KOHKPETHA IOMYyJalMOHHA Tpyra
MAIUEHTH, TUATHOCTUIIMPAHU C AJCHO 3a00JIsIBaHe (HAIPUMED TaKWBa ChC CCIH(PUIHA
MyTalus), € He00X0JUMO SICHO Aa ObJIaT MOCOYEHU KPUTEPUUTE 3a ONpeAeIisiHe Ha Ta3u
cyonomymanusi. [lpu nedwHupane Ha 1eneBaTa MOMYJIANMs CE HW3IOJI3BAT JAHHHU 3a
bearapusi, kaTo ce omucBaT W METOAMTE 3a ompeaensHeTo uM. IlocouBa ce mamm
HEOOXOAMMUTE KIMHUYHH U IPYTH TECTOBE CE 3aIljialiar ¢ MmyoJIuyHU CPEeICTBA.

1.6. Onucanue Ha 3paBHATA TEXHOJOTHS:

1.6.1. OCHOBHM XapaKTEPUCTUKHN HAa HOBATa TEXHOJIOTHSI:

INN

TBproecko nme

[TpuTtexxaten Ha pa3pelIeHUeTo 3a yrnorpeda

TepaneBTHYeH Kiac

AKTHUBHA CyOCTaHIINS/aKTUBHU CyOCTaHIIUN

®dapmaneTuyHa popma/papmManieBTUIHH (HOpMH
ATC xon

MexaHn3bM Ha IEHCTBHE

dapmakogHaAMUKa

q)apMaKOKI/IHCTI/IKa

1.6.2. ITbT Ha IPUIIOKEHUE U TO3UPAHE:

IIsT Ha IMPUITOKCHUC

Ho3upane




YecToTa Ha AO3UPAaHETO

[TpoabIKUTENTHOCT HA Kypca Ha JICUEHUE

VYcTaHOBEH HHTEpBAJl MEX/ly KypCOBETE Ha JICUEHUE

YcTaHoBeH Opoil MOBTapsIILK Ce KypCOBE Ha JI€UEHUE

Kopurupane nHa no3ara

TexHonorusaTa, KoATO ce OICHsSBa, TpsOBa na ObAEe MOAPOOHO OIMHMCAHA.
TpsiOBa na ce yrouHu Aanu € pa3pelieHa 3a ynorpeda B bbirapus, Kora 3a mbpBU BT €
paspelieHa M KbJA€, B KOJIKO JIPYI'M ABPXKaBU € paspemieHa (B CiIy4yaid Ha JMIca Ha
LEHTpaJu3upaHo paspenieHre 3a ynorpedba B EBpoma) u kakBu ca KOHKPETHHTE
TEpaneBTHYHU MOKa3aHMs, 32 KOUTO € H3/AaJCHO pa3pelIeHneTo. AKO OIICHKara ce
M3BBPIIIBA 32 HOBO TEPANEBTUYHO [TOKA3aHKE, 33 KOETO HE € Ipujlaraia 0 MOMEHTa, TOBa
TpsiOBa J1a Ce MOCOYH.

HeoOxomuMo e ma ce mpepoctaBu cienHata WHGOpMalus: BHUABT Ha
TEXHOJIOTHATA (IMArHOCTHUYHA, MpOo(HIaKTHYHA, TEpPaANeBTUYHA), HEHHHUTE OCHOBHH
XapaKTepUCTUKH, Pa3IMYHU MMOKa3aHHs, MPOTUBOMOKA3aHUS U PUCKOBE, KOMTO Beue ca
W3BECTHHU U OIMCAHU B JINTEpATypaTa.

Konkpernara undopmaius, KOATO 3aIbJDKUTEIHO TpsOBa /1a ce BKIIOYH, €
cleqHaTa:

* paspenieHue 3a ymnorpeba Ha ChbOTBETHATa 3/paBHA TEXHOJIOTHS, KOETO
BKJIIOYBA U CIICIIHATHUTE YCIIOBUS, aKO MMa TaKWBAa, U CPOK Ha BAIUHOCT;

* MEXaHU3bM Ha JIeHCTBUE, TepaneBTU4HA rpymna, ATC koJ - 3a TIeKapCTBEHUTE
TIPOJTYKTH;

* YCJIOBHUS, MPU KOUTO 3/IpaBHATa TEXHOJIOTHUSA IIE ce Mpujara (Hampumep B
IbPBUYHATA H3BHHOOTHIHYHA METUITMHCKA TTOMOII], B CIICIIUATM3UPAHATa N3BEHOOTHIYHA
MEAMIIMHCKA TIOMOIIL, 332 OOJTHUYHO JIYeHUE WU APYTH).

OnmcBa ce MACTOTO Ha 3JpaBHATa TEXHOJOTHS CBITIACHO HACTOAIIATA
KIMHUYHA MPAKTHKa, KaKTO M KOS Tepamusi, BKIIOYUTEITHO IPYTU 3ApaBHU TEXHOJIOTHH,
e Ob/IaT U3MECTEHU YaCTUYHO WIIM U3IISIIO OT HOBATa TEXHOJIOTHS.

B ciydail Ha MOJOXKUTENHO pEIIeHHEe ClIe[[BA Jla C€ OMHINe PEUMOYPCHHST
CTaTyC Ha 3JpaBHATa TeXHOJOTWs B EBpora, TepameBTHYHU MOKA3aHUS, PECTPUKIUU U
HUBO Ha peuMOypcamusi, oOoOIIeHHe Ha MPEnopbKUTE 3a peuMOypcupaHe, naiu
peuMOypcanusTa € 3a BCHUYKH TCPANEBTUYHHM IMOKA3aHHS WJIM CaMO 3a KOHKPETHH
TEparneBTUYHU MOKa3aHUs B IPYTUTE IbPIKABU.

1.7. I360p Ha CpaBHUTEITHU aITEPHATUBH:

Koraro chbmiecTByBaT HSIKOJKO TEPaNeBTUYHU TMOAXOAa (BKIIOYUTEITHO
HEJIEKapCTBEHU Tepanuy U HelledeHue), Te TpsioBa aa Obaat uzdbpoenu. TepaneBTHUHUTE
MOJIXOJTH, KOUTO CE U3IOJI3BAT KaTO CPABHUTEITHU aTepHATHBH, Clie/IBa 1a ObaaT n30paHu
Ha 0a3ara Ha Haif-4ecTo M3MOJI3BaHaTa TePAaITusl WM TepaIusTa Ha ITbPBH U300p. 3a 1a nMa
MEXIYHApOJHA CHIIOCTABUMOCT, € MPEMOPHUUTEIHO KAaTO OMpeAeTiCHUE 3a CPaBHUTEIIHA
aJTEepHATHBA J1a C€ TTIOCOYN BB3MPHUETOTO KaTO "Hal-100pOTO CTAaHIAPTHO JeUeHue".

Morat 1a ce U3Moy3BaT U CIeTHUTE AITEPHATUBH: JICUCHUETO, U3MOI3BAHO B
HACTOsANIaTa KIWHUYHA TIPAKTHKA; HAW-4eCTO W3IMOJI3BaHATa Tepalus; Hai-u4ecTo



U3II0JI3BaHU AJTEpHATUBHU JIEKAPCTBEHU NPOAYKTH; PEeUMOYpCUpaHM TEpaluu CbC
ChI[aTa WJIM €KBUBAJICHTHA TEPANleBTHYHA WHAMKALUS, POAYKTHT, KOUTO HAW-BEPOSTHO
me ObJe W3MECTeH WJIM JONBIHEH OT HOBaTa TEXHOJOIMA. AKO HOBaTa 3/]paBHa
TEXHOJIOTUSl TPUHAMICKA KbM  CBIIECTBYBalla (apMakoTeparneBTUYHA TpyIa,
CPaBHUTENHUAT NPOLYKT TPsiOBa Jja € Hall-4eCTO U3MOJI3BAHUAT IPOAYKT OT IpyriaTa Hiu
TO3H, KOUTO Hail-BepOSATHO Iie Obje MOBIUSH OT BHBEKIAHETO HA HOBATa TEXHOJIOTHSL.
AKo HOBara 3/jpaBHa TEXHOJIOIUs MPUHAUIEKH KbM HOBA (papMaKoTepaneBTUYHA IPyTIa,
CPaBHUTEIHUAT MPOAYKT TPsOBa Ja € Hal-4eCTO M3IMOJI3BAHUAT JICKAPCTBEH MPOIYKT 32
CBIIUTE TEPANIEBTUYHH [TOKa3aHMSL.

Jlo3ata ¥ NPOIBIDKUTEIHOCTTa HAa JIEUEHUE C alITEpHATUBUTE TpsiOBa n1a €
cnopen  uHpopMmanusATa B KpaTKaTa — XapaKTepUCTHKa  Ha  HPOAYKTa U
(dapMakoTepaneBTHYHUTE PHKOBOACTBA. HenekapcTBeHUTE Tepanuu M HEJIEYSHHUETO ca
JIOIYCTUMH aJITEPHATHBM CaMO aKO TOBAa € Hall-4eCTO H3IMOJI3BAaHO B TEpaleBTHYHATA
IIPAKTHKA UM KOraTo HAMa IPYTU ajITepHAaTUBY 3a JICUECHHUE Ha 1ieJieBaTa rpyna HalueHTH.

Tps6Ba na e sicHo 060CHOBaHa JOII'BJIHUTENHATA [10J13a OT T€paIusATa ¢ HoBaTa
3/IpaBHA TEXHOJIOTHS, HAPUMEP MoA00peHa 6e30MacHOCT, MOA00PEHO MPUIbPKAHE KbM
TepanusATa CHPSIMO aJTEpPHATHBUTE, U3MEpEHAa C KOHKPETHH KJIMHUYHU IIOKa3aTelu
CIPSIMO CHILECTBYBAILUTE AJITEPHATHUBH.

2. KnuHuyHa ouLeHKa 3a e(UKACHOCT, TepaleBTHYHA e(EeKTUBHOCT WU
0e3011acHOCT:

2.1. O6wm ga"Hu.

Karo wu3rounmmm Ha [oKa3aTeincTBa 3a e€(PUKACHOCT, TepaneBTHYHA
e(eKTUBHOCT U O€30IIaCHOCT HAa HOBUTE TEXHOJIOTUH CE CUUTAT CIETHUTE U3TOUYHHIIU:

- KJIMHUYHU W3MUTBAHUSA, KOWTO Ca 4YacT OT HaydyHara mporpama Ha
IPOM3BOIUTENS U Ca BKIIOYEHU B IOCUETO 3a pa3pellaBaHe Ha ynorpeba u/uim ono0peHne
Ha 3/IpaBHATa TEXHOJIOTUS (TE3W OT TAX, KOMTO ca MyOJMKYBaHW B HAayYHH CHHCAHUS,
cieziBa ja ObJ1aT MOCOYEHN);

- TIOCTPETHCTPALMOHHN M TIOCTMAPKETHHTOBH M3MHUTBAHUS, MyOINKYBaHH B
Hay4HaTa JIUTepaTypa;

- IpyTY U3MUTBAHUS U3BBH JIBETE TOCOUEHH T'PYIIH;

- CUCTEMaTHYHU 0030pH U METaaHAIIU3H.

Pesynrature OT M3MMTBaHUATA TPSAOBa Ja C€ MPENCTABIT B TaOIMYEH BHII,
KOMTO /1a chIbpika ciieiHaTa MH(opMarus:

- JTaHHW 3a WIeHTH(HUIMpaHe Ha M3MHUTBAHETO (PErHCTPallMOHEH HOMEp U
6ubnuorpadus Ha myOIMKaNUATA);

- IbpKaBa, B KOSTO € TPOBEIEHO HW3MUTBAHETO (NIPU MYJATHHAIMOHATHU
U3IUTBaHUS CE TOCOYBAT BCUUKU AbPKaBN);

- Opoil Ha ywacTHUUUTE (omMcaHWe Ha Opos U JeMorpadCckuTe
XapaKTEePUCTUKN Ha MAIMEHTUTE, KaKTO M CHeUU(UYHU MOATPYNH MAlMEHTH, ako MMa
M3BaJIKOBU WM post hoc npoyuBanus);

- BUJ Ha WU3NUTBAHETO (PaHIOMU3HMPAHO, HEPAHAOMH3UPAHO, CIydaid
KOHTpOJIA, OTJIEIHU CIy4au, KOXOPTHO, TOCTMapKETHUHIOBO U Jp.);

- IpOBE/IeHA MHTEPBEHLNUS;

- CPaBHUTEIIHU aJITEPHATHBH;

- OTMCaHHUe Ha pe3yNATaTuTe;

- TOJNy4YeHU pe3yiaTaTH (JaHHUTE C pe3ylTaTUTE MOXE Ja ChIbpXKaT
uHpOpMalKs 32 Bb3MOXKXHUTE TPELIKU U OTPAHUYEHUS Ha TPOYUBAHUATA).



Bcsika emHa oT ropenocoueHuTe rpyId MPOYyYBaHMs Clie/IBa J1a ObjIe ONMKUCcaHa
B OT/c/IHA TabIHIa.

[IpenopbuuTenHO € 1a ce OOCHAAT U OTPAaHUUYCHUATA HA JTUTEpaTypaTa u Jia ce
MO0COYaT MPOYYBAHUSTA C TIO-HUCKO Ka4eCTBO.

2.2. O60oCHOBaH CHUCTEMATU3HMpPaH aHAIU3 3a UACHTU(UIIMPAHE U TTOA00p HA
pelIeBaHTHU KJIMHUYHU U3MUTBAHUS U JIUTEPATYPHU JaHHU.

2.2.1. Kputepun, meroau 3a uaeHTUGUKanus, moadoop u 0a3u JaHHU, KOUTO
rapaHTUpaT BKJIIOYBAHETO HA BCHYKHM PEIICBAHTHU DPAHJOMH3UPAHU W3IUTBAHUS B
KJIMHUYHATa orieHKa. CTpaTerus Ha mo0opa Ha KIIMHUYHU U3 TBAHUS.

OcHoBHaTa men € Ja ce WACHTUQHUIMpPAT BCHYKH PaHJAOMH3UPAHH
W3MUTBAHUS, KOUTO CPaBHSBAT HOBaTa TEXHOJIOTHS C OCHOBHATA aJTEpHATHBA. AKO HE C€
OTKPHST AUPEKTHU PAHIOMH3UPAHU CPAaBHEHUS, TPSAOBA J1a CE THPCAT PAHIOMH3UPAHU
W3MUTBAHUSA, KOUTO IIE MO3BOJIAT WHIUPEKTHU CPaBHEHHUSA. AKO HE € BB3MOXKHO Jia Ce
HATPABSIT U MHIUPEKTHHU CPAaBHEHUS, TPSIOBA J1a Ce IPOBEJIC ThPCEHE 32 HEPAaHIOMHU3UPAHU
W3NUTBaHUA. Bcsko mpwiaraHe Ha KOCBEHM CpaBHEHHMS U BKJIIOYBAHETO Ha
HEepaHJIOMHU3UPaHH U3MUTBAHM TPsiOBa 1a Ob1e 000CHOBAHO.

[IpenopbuntenHuTe Oa3W [JaHHW, KOUTO MOTaT Ja CE€ H3MOoJ3BaT 3a
uAcHTH(UIIMpaHEe HA U3MUTBAHUATA Ha OI[CHSBAaHATA 3/JpaBHA TEXHOJIOTHSI, Ca CICIHHUTE:

ba3za nanuu 3aja/ieH nepuo. Ha Pesynrtat oT ThpCEHETO
TBPCEHETO (OT - J10)

PubMed KirouoBu aymu ¥ osry4eH
Opoil pezynratu

Cochrane Library KirouoBH 1ymMu 1 motydeH
Opoii pezynratu

ClinicalTrials.gov KirouoBu gymu 1 momydeH
Opoit pe3ynraTu

European Union Clinical Trials KirouoBu gymu 1 momy4eH

Register Opoii pe3yiraTu

Hpyru u3rouHunu KnrouoBu nymu u nosryueH

Opoii pezynratu

[IpenacraBs ce mbIEH COUCHK HAa WACHTUGUIMPAHUTE W3MUTBAHMUS,
BKJIFOYBAIIM KaHIUAATCTBAIaTa TEXHOJIOTUS (HE3aBUCUMO OT IpylaTa 3a CpaBHEHUE), U
BCUYKHM WM3MUTBAHMS, BKIIOYBAIM OCHOBHOTO CPEJCTBO 3a CpaBHEHHE (HE3aBHUCHMO OT
paMoTo 3a CpaBHEHUE), CUCTEMATU3UPAHU 0030pH U METaaHAIIN3H.

2.2.2. Onncanne Ha N3IMATBAHUATA

W3IMBaHe JIbpKaBU uu MIPOYYBAHETO, u
aJNTEepPHATUBH

Kmuanuno | dwpxaBa/ | YyacTHH Bun na HNurepBenuusi| CpaBuutend| Pesynratu



MPOABIKUTEIHO
CT
Perucrpamuon| M36posian| bpoii, PKII (6poit Onucanue Ha |Onucanne |Onucanue
€H HOMEDP WUJIH | e Ha MOATPYIIH| paMeHa, TOYHUS Ha Ha
oubauorpadu | 1bpKaBUTE 3acJeNeHoCcT U |craauii Ha aJITepHATUBH| pe3yJITaTU
g Ha , B KOUTO € Ip), 3a00JIIBAHETO | TE TIO Te U
myOIMKaIUATA| IPOBEICHO MOCTMApPKETUHT |1 00XBaHATH |MOKA3aTEeNUT | TEXHUTE
MpOy4YBaHe OBO H JIp. XapaKTEPUCTH | € MO-TOPe | OCHOBHU
TO K1 CTOMHOCTH

OcBeH mnpeacTaBsHETO B TaOJIMYeH BUJ Ha BCAKO €AHO OT MOATPYIHTE
U3MUTBAHUA - KIMHUYHU, IOCTMAPKETUHIOBH, CUCTEMAaTHYHU 0030pU M METaaHAIM3H, €
HE00X0/1MMO J1a ce ONHuIle MOJPOOHO U MHPOpPMALUATA 32 KPUTEPUUTE 3a BKIIIOUBAHE U
U3KII0YBAaHE B MM0A0Opa HAa KIMHUYHHUTE W3MUTBAHUSA: OCHOBHUTE JeMOTpadCKu u
KJIMHUYHM XapaKTEepPUCTUKM Ha YYaCTHUIUTE B H3IUTBAHETO; PEXKUMBT Ha JIEUECHHUE,
nopoOHOCTH 3a J103aTa, HAYWHBT Ha MPUIOKEHUE U MPOIBIDKUTEIIHOCTTA HA JICYCHHUETO.
Jla ce mocoun manM jo3aTa WIM CXeMaTa Ha JIeYeHHE, BKIIIOYMTEIHO H3I0JI3BAHETO Ha
CBITBTCTBAIIO JICUYCHHE, CE TIOAKPEIIS OT HH(OPMAIHITA OT KpaTKaTa XapaKTepUCTHUKA Ha
npoaykTa. Jla ce 000CHOBE KbJie OIpe/iesieHara 103a ce pa3jiniyaBa OT IpenopbYUTEIHATa
JO3MPOBKA CBHITIACHO KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTA.

3a BCAKO M3MMTBAaHE Ja Ce NPEACTaBAT JaHHU 3a IpHUEMaHa KO-MEeIUKallHs
(ako WMa TakaBa) M Ja c€ AWCKyTHpa HEHHOTO 3HAYCHHE 3a IOJyYCHUTE MAHHU 3a
KJIMHUYHA e(PUKAaCHOCT U OE30I1aCHOCT.

Jla ce mocoun nanu 37paBHATa TEXHOJOTHS € B MPOIEC Ha JOMBIHUTECIHH
U3MUTBaHUA 3a JPYTrd MHIMKAUMM WM KOMOMHAIMM M Jla ce€ U30pOosT CHOTBETHHUTE
U3IUTBAHUS U BPEMETO 32 TAXHOTO NPUKITIOYBAHE.

2.3. lIan0CTHO onucaHWe Ha Pe3yJTaTUTE OT BCAKO KIMHUYHO M3MHUTBAHE U
METO/INTE 32 TAXHOTO U3MEpPBaHE.

HezaBucumMo 0T mocoueHUTE pe3yaTaTM B TaOJWYHMUA Tperien Ha
M3NUTBAHUATA B TO3U pazjien TpsAOBa MmoapoOHO na ObAAT U3SICHEHH M WIIOCTPUPAHU
BCUYKH PE3YATATU OT TAX, KAKTO M OT CUCTEMaTHUYHHUTE 0030pH, METaaHAJIM3U U APYrH
BUOBE NMpoyuBaHus. MimocTpanusta MoXxe Ja ChIbpKa JOIBIHUTEITHNA Ta0IUIH, GUTYPU
(HampuMep 3a mpexHuBsieMocT) U JIp. Pe3ynTarure, TokIaABaHU B MPOYYBaHUATA, Ca:

* 'BPBUYHHU PE3YINITATH,

* BTOPUYHU PE3yJITaTH;

* KpailHU pe3yTaTH.

[TpuopuTeTHO 3HaYEHKE NPH OLIEHKATa Ha 3JpPaBHUTE MOJI3U HA TEXHOJIOTUATA
TpsiOBa Ja UMaT KJIMHUYHO 3HAYHMH PE3YIITaTH, KOUTO ca C KITF0YOBA BAYKHOCT 32 AaICHOTO
3a0oJsBaHe WM WHTEepBeHIMs. KIMHUYHO 3HAUMMH ca TPU TJIaBHU TPYIU pPE3yNTaTH,
KOUTO TpsiOBa 1a ObAaT oTOEsI3aHu:

* pe3yJTaTH, CBbP3aHU CbC CMBPTHOCTTA;

* pe3yJITaTH, CBbP3aHU ¢ OOJIECTHOCTTA;

* pe3yJITaTH OT CBBP3aHO ChC 37]paBeTo KadecTBO Ha kuBoT (HRQOL).

KnuHMYHO 3HAYMMHM CBIIO Taka ca CBOWTHS W HEXKEIaHH PEaKINH
(kJacupUIMPaHU TIO TEKECT U YECTOTA).




JlokiiagBaHUTE pe3yNITaTH TPsOBa:

* na ObaaT AeUHUPAHU U IOSICHEHH OT TJIE/IHA TOYKA Ha pelIaBaHus 3/[paBeH
npo0Jem;

* 1a OBAAT OTHECEHU KbM OLEHSIBAHOTO 3a00JIIBaHE M HETOBHS KypC Ha
MPOTUYAHE;

* a OTpa3sBaT Hali-Ba)XHUTE ACIEKTH HA 3[paBHUS MPOOJIEM U B CHIIOTO
BpeMe Jla TO3BOJISIBAT Ja C€ YCTAHOBST BBH3MOXKHUTE PA3IMKU MEXKIYy CpPaBHSBAHUTE
TEXHOJIOTUH,

* a ObJaT BaXXHU 3a B3€MaHE HA KIMHUYHU peUIeHHs (KPUTUYHHU TOUYKHU 32
JaICHUS 3/IpaBeH MpooIIeMm).

Koraro ce moknaaBar pe3ynrarute, Ja ce OMMILAT U METOJUTE, KOUTO ca
U3II0JI3BaHU 32 MOCTUTAaHE Ha JBJITOCPOYHH PE3YJITaTH, B CIydail HA JIMIICA HA JaHHU
(Hamp. excTpamnoanus Ha MPeXXKUBSIEMOCT U JIp. ).

TepaneBTnunuTe pe3ynraTu TpsOBa Ja ce aHAIM3HPAT 32 BH3MOXKHO Haii-
IbJber nepuon. OneHkaTa Ha JICYEHHETO 3a KpaThK MEpHUOA € MOAXOASAIA HMPU OCTPU
3a00JsBaHMs WM TP 3a00JSIBaHUA, TPU KOWTO HsAMA JIBJITOCPOYHH Tocneaunu. lpu
XPOHUYHU 3a00JIIBaHUS TONYyYEHUTE PE3YNTaTH 3a ABIBI MEPUOJl UMAT MO-BHCOKA
CTOHHOCT, HO B HSKOW CIy4aW OLIEHKaTa Ha TEpareBTHYHUS e(eKT mopagu apirara
MPEKUBIEMOCT MOXE Ja ObJe MOoJlydeHa U OT EKCTpAloJupaHe Ha KPaTKOCPOUHU
pe3yJiTaTu 3a BPEMETO Ha MPOCIesiBaHe.

[Ipu ananu3a Ha MPEKUBAEMOCTTA CE€ MpPENopbYBa Jla ce MOKIaaBa oOIara
NPEXHUBIEMOCT, KAKTO U J1a C€ MPEJOCTaBSAT SICHA JJaHHH 32 BB3MOXEH KPBCTOCAH €(hEeKT.
[IpexxuBsiemMocTTa, CBOOOAHA OT MpOrpecus, B HIKOM 3a00JIIBaHMS CBIIO MOXKE Ja
MPEIOCTABH IOJIe3Ha HH(DOpMAIIHSL.

[Ipn omenkaTa Ha KJIMHWYHATA €(pEKTUBHOCT BBH3 OCHOBA HAa CypOTaTHU
KpaliHU TOYKH (MEXJIWHHU, KPATKOCPOUYHHU PE3YNITaTH) KIMHUYHHAT aHAIHM3 TPsOBa Ja
JEMOHCTpHpa TIXHATa BPb3Ka C KIMHUYHO 3HAUMMHUTE pe3ynTaTH. Bammaupaneto Ha
CypOraTHUTE KpailHH TOYKH TPsIOBA Ja Ce MPOBEX/1a B ChOTBETCTBUE C OCHOBHHUS 3/JpaBEH
npooiem.

B onpenenenu ciaydan (Hamp. aHanu3 Ha creuud@uyHa cyOmomynanus) e
MO3BOJICHO JIa ce JI0KJIaABaT pe3yaTaTu oT post-hoc ananus, HO Te3u pe3ynraT TpsOBa J1a
ObJaT MHTEPIIPETUPAHM CaMO IO OTHOIICHHWE Ha JaJeHaTa MOATpyNna W Ja He ObIaT
reHepanu3upanu. Post-hoc ananu3bsT TpsiOBa na ce pa3iuuaBa OT aHalHM3a Ha MOATPYIU
NAUEHTH C pa3INyHa HayaJlHa IPOrHO3a 3a pa3BUTHE Ha 3a00JIsIBaHETO.

N3non3BaneTo Ha 06001IEHN KpalfHU TOYKH € MPENOPBUUTETHO CaMO aKo ca
OwK mpenBapuTeaHO NeGUHUpPAHU B JAW3aiiHa HA MpoydyBaHETO. KOMIUIEKCHU KpalHH
TOYKH HE ca MpEenopbUUTETHH B post-hoc aHanmmza. Ako aHaMM3bT HA TOATPYNH OT
HACEJICHUETO € ONPE/IENICH MPEABAPUTENHO, PE3YITaTUTE MOTraT Aa OBbAAT MO-PEIEBaHTHU
OTKOJIKOTO B post-hoc ananuza. Koraro ce gokiaaBar 06001meHn KpailHU TOYKH, TpsiOBa
Jla Ce TPENOCTaBAT W OTIEITHHUTE PE3YJITaTH 3a BCEKHM KOMIIOHEHT JIOpPHM M KOTaTo He
MOCTUTAT CTATUCTUYECKA 3HAUUMOCT.

Koraro pesynararure ca mocTUrHAaTH 4pe3 cKajla ¢ BBIPOCH, TpsOBa na ce
npenocTaBu HHGOPMAITUS 3a TAXHATA KIMHUYHA 3HAYUMOCT. B ciiyyanTe Ha KOHBepCHs Ha
MPOJBIDKUTEITHA WM OPJHHAIHU MPOMCHJIUBH, WU JUXOTOMHH MPOMCHJIMBH (HAIp.
31IpaB-00JIeH) TPsIOBA Ja ce YTOYHM IpeceuHata Touka (cut-off point).

JlaHHUTE C Pe3yNTATUTE CHABPKAT U WHPOPMAIIHS 32 BE3MOKHUTE TPEIIKH 1
OTpaHWYEHUS Ha MPOYYBAHUSITA.



[Ipyu u3noNI3BaHETO HAa MPEKOBU METAaaHAIM3U WJIM MHIUPEKTHO CPAaBHEHUE
pesyaratuTe TpsiOBa ja ce 0OCHAAT OT TJIeHA TOYKA HA JIOCTOBEPHOCTTAa HA JAHHUTE U
MPUJIOKUMOCTTA UM TPU B3€MaHe Ha pelIeHHe B CUCTeMarTa Ha 37jpaBeora3BaHe. 3a BCEKU
METaaHAJIN3 PEe3yJNTaTUTe OT TecTa 3a E€THOPOAHOCT TpsOBa na ObIAT HpeICTaBEeHU
cbriaacHo metoaute oT Hapbunuka na Cochrane.

JlannuTe 3a epUKACHOCT U €()EeKTUBHOCT, KAaKTO M JAaHHUTE OT METaaHAIH3H
WM 000011eHUs HAa KIIMHUYHU U3MUTBAHUS CIie/IBa J1a Ce 0OCHIAT CAMOCTOSITEITHO.

2.4. Pe3ynTaTu, 10KJIaIBAHU OT NAIUEHTHUTE.

Pesynrarure, nokinazBaHu OT NAI[IEHTUTE, Ca BayKHA YacT OT OL[EHKATa KaKTo
Ha KJIMHUYHATA €(PEKTHUBHOCT, TaKa U Ha CBBP3aHOTO ChC 3/[PABETO KaYECTBO HA JKUBOT.
Pesynrarure, nokiaaBaHM OT MAllMEHTUTE, BKIIOYBAT OOIM W/WIM cHEHUPUYHU 32
CHCTOSIHMETO JTAaHHU (HArp. IPU PECHUPATOPHU CHCTOSIHHS, JETIPECHs, apTPHUT), MEPKHU 32
kadyectBOo Ha xuBOT (quality-adjusted life year scale) or O (cmbpT) mo 1 (mBaHO
3/IpaBe/03paBsBaHe), CAMIITOMH WIH ()YHKIIHH.

B ananusute TpsaOBa na ce oTOeNeku Kora U Kak ca OLICHSIBaHH Pe3yITaTUTe,
JIOKJI/IBAHU OT TIAllUEHTHTE.

Jla ce mpencTaBu cxemaTta, Mo KOATO ca OLICHSIBaHU PEe3yJITaTUTE, JOKIAIBAHU
OT TanMeHTHuTe (Hampumep, chboOmaBanu ot yyactaunure, QALY, Bu3yaaHO-aHAIOroBa
cKaja Ha OoJKaTa, TEeCT 3a 3pUTEIHA OCTPOTa, 6-MUHYTEH TeCT 3a XOJeHe, Ap.). Beuuku
U3MEPUTENIN Ha Pe3yNTaTuTe, AOKJIAJBaHU OT MalMeHTa, TPsAOBa Aa OBAAT MOCOYECHU
(mamp. EQS5D, HUI).

Heo6xoaumo e 1a ce oueHsAT eheKTuTe Ha N3CiIeBaHaTa 3/[paBHa TEXHOJIOTHSI
BBPXY Ka4€CTBOTO U MPOIBIDKUTEIHOCTTA HA )KUBOT HA MAIIUEHTUTE B peajiHaTa KIMHUYHA
NPaKTHKA.

2.5. Ananu3 Ha 6€30MacHOCTTA.

[IpenocraBs ce o0000meHne Ha ChOOpakeHHSATa 3a OE30MaCHOCT,
BKJIIOYMTEIHO BAXHU WACHTU(QUIMPAHU PHUCKOBE, BAXXHM IMOTEHLUAIHU DPHUCKOBE U
JMIICBaIia HHGopManus, OTHOCUMH KbM OLIEHSIBaHATa 37paBHA TEXHOJIOTHUSI.

[InanbT 3a mpocieasBaHe Ha JIEKapCTBEHaTa O€30MaCHOCT Ha MPOAYKTa
TpsiOBa 1a ObJe pE3OMHUpPAH, KaTO OBJAT ONMHMCAHW BCUYKHU JOITBIHHUTEIHH METOAU 32
npociieisiBaHe Ha 6e30MacHOCTTa, aKo ca U3MCKAHU MPH pa3pelaBaHeTo 3a yrnorpeda 1iu
Opyd  TIOCTENBAIIO PETYIaTOpHO pasriexnaaHe. Kareropuara Ha TPOBEKIAHUTE
MOCTMAapKETUHTOBY ITPOYYBaHUs 3a 6€30MMacHOCT TPpsOBa Jja ObJie onpeseeHa.

OpnoOpeHnTe U mpUilaraHd MEPKHU 3a CBEXKIAaHE 10 MUHUMYM Ha pHCKa IpH
ynoTpebara Ha IpoayKTa TpsOBa a ObJaT MpPeACTaBEHN U aHAJM3UPAHU B KOHTEKCTA Ha
BB3MOKHO YBEJIWYCHHE Ha OOIIECTBEHUTE pa3XxoJy NpW IpuiaraHero uMm. Hampumep
U3MCKBAHETO 32 IEPUOINYHO CJIEICHE Ha TIOKa3aTeInTe Ha YePHOAPOOHO YBPEXKIaHE C 11eT
n305TBaHE HA XEMAaTOTOKCHYHOCT € YBEIMYaBaIlo Pa3XOIUTE 3a JIEKAPCTBEHHUS MPOIYKT
JeiicTBUe, JOKATO Pa3NpOCTPaHEHUETO HAa OOYUNTEIHU MaTepUalld UM CUTHAIHU KapTH €
PHICK MUHIMH3HPAIIO JCHCTBUE, KOETO HE HATOBApBa OOIIECTBEHUS U JIMYHUS OIO/DKET Ha
HalyeHTa.

[{ukbIpT Ha TpEAOCTaBSIHE HA TMEPUOMWYHM aKTyaJH3UpaHW IOKIaau 3a
0€30I1aCHOCT Ha JIEKapCTBEHUS MPOAYKT TpsiOBa aa ObJie MpeICcTaBeH 3aeJHO ¢ 00001IeHa
uHpOpMaNUs 3a KyMYJIaTUBHUS TEPHOJ Ha MapKETUPAaHETO Ha MPOIYKTa M 00OOIIeHU
JTAaHHHU 32 eKCIO3ULUATA.



UYecToTa U TEXECT Ha IPOSIBA HA HE)KEJTAHUTE JICKAPCTBEHU PEaKIuu TpsOBa
na Obae mpelncTaBeHa cropen mociemaHara onodpeHa Kparka xapakrepucThka Ha
MIPOJIYKTa, KaToO CE€ TIOCOYH JIaTaTa Ha 0J00PsIBaHETO.

[To/I0O)XUTETHOTO CHOTHOIIEHUE TMOJ3a/pUCK € OOeKT Ha perylaTopHa
MpereHKa W 3aJbJDKUTEITHO YCJIOBHE 3a BAJIMJHO pa3pelieHue 3a ymnorpeda. Bceska
JOIBITHUTENTHA MPOMSIHA Ha CHOTHOIIEHUETO TO0J3a/pUCK, HE3aBUCUMO Jalld Ce Kacae 3a
JOTBJIHUTEIIHA TIOJ3U WM JONBIHUTEIIHU PUCKOBE, TpsiOBa 1a Objae IpeacTaBeHa
00EKTHBHO U J1a € MPUIPYKEHA C Pa3siCHEHHs] OTHOCHO TOBA Jalli HOBaTa MH(pOpMAIUs
BeUe € M0/[a/ICHa 3a BKIIOUBAHE UPe3 IMPOMSHA B pa3pelIeHUETO 3a yrnoTpeda Win ako He €
MoJIaJIcHa, ChIIECTBYBA JIM TUIAH 3a MO/IaBaHe HA TPOMSHA.

[IpeacraBs ce KaTo NPHIOKEHUE TOCICTHUAT TEPUOAMYCH JIOKIAJ] 3a
0€30I1aCHOCT.

B Tabnuven Bua ce TpeAcCTaBs CpPaBHUTEICH aHAIW3 Ha mpoduia Ha
0€30MMacHOCT Ha OIICHSIBAHATA 3/[paBHA TEXHOJIOTHS U CPABHUTEITHUTE AITCPHATHRH.

Bcenukn HexenaHW CHOWTHSA, KOMTO HMMAaT KIWMHHYHO WM HKOHOMHYECKO
3HaueHue (Hamp. OKa3BaT BIHUSHUE BBHPXY KAaYeCTBOTO HA JKMBOT HAa ITAIIMCHTHUTE,
CMBPTHOCTTA, MPUIBPKAHETO KbM TEpanusaTa), TpsAOBa 1a ObJaT BKIIOYCHU B aHAJIM3a,
KaTo ce 00BpHE CIEIAIHO BHUMAaHUE Ha CITy4auTe, IIPU KOUTO CHIIECTBYBAT ChIIIECTBEHU
pa3Inurs MEX1y CPAaBHSBAHUTE TEXHOJIOTUU.

CrnemnuTe KaTeropuu HeXKeIaHu CbOUTHS TPOBa J1a Ce OIMINIAT:

* BCUYKM HEKeJIaHU ChbOUTHS;

* BCHYKHM HEXKEJTaHW CHOWUTHS, JOBEIW A0 OTMaJaHe Ha YYaCTHUIU OT
M3IHUTBAHETO;

* BCHUKH CEPHO3HH HEXEJIaH!U ChOUTHS;

* BCUYKHU HEXEJIaHU CbOUTHUS, TOBEIH JI0 CMBPT;

* BCUYKH HEXXEJIAHU ChOUTHS, YUATO YECTOTA UITH TEIKECT CE OTKPOSIBAT MEKTY

TPYIUTE.
[Ipencrasst ce B TabiMueH BUI U ce 00001I1aBaT MOTYyUYEHUTE JaHHHU.
WNnentuduxanus Ha KIMHUYHOTO U3MUTBAHE
HaOmronaBanu HexenaHu CLOUTHS
AnTepHaTuBa bpoit | AG6comoren 6poit bpon Yecrora Ha Yecrora Ha
MaUEeHTH HeXeJlaH! MAIUEHTH C CEpUO3HUTE BCUYKHU
CbOUTHS B HEeXXeJlaH! HEeXXeJlaH! HEeXeJlaH!
rpynara cHOUTHS cHOUTHS cbOuTHUS
Hoga
TEXHOJIOTHS
CpaBHurenHa
ajTepHaTUBa
CpaBHurenHa
ajTepHaTUBa
[Tnane6o




[IpencraBar ce omuc M JOKa3aTeJNCTBEH MaTepuail OT H3MOJI3BAHUTE
JUTEPATypHU U3TOUHUIIH.

3. ®apMaKko-UKOHOMHUYECKA OLICHKA.

3.1. Omucanue Ha mnpoBeAcHUTE (PAPMAKO-UKOHOMHUYECKH AHAIM3H C
OLICHSIBaHATa 3/IpaBHA TEXHOJIOTHUS B APYTU AbPIKaBH.

Korato mma mpoBeseHU 3ApaBHO-MKOHOMHYECKH OIEHKH WM (hapMako-
MKOHOMMYECKH aHaJIM3U C OIICHsIBaHATAa 3/JpaBHA TEXHOJIOTHS 3a IIEJIUTE Ha IPYTH CUCTEMU
Ha 3/]paBeolla3BaHe, Te€ clieBa na ce onumar. [IpenopbuuTeneH e TabiuyeH BHJI Ha
OMMCAHUETO U JeTaiIHA MHMCMeHa HHOopMaIusl.

B TabGnuuen Buj cnesiBa Aa ce MOsICHAT CICAHUTE TaHHU:

- U3TOYHHK Ha MPOYYBAHETO;

- LIeJI Ha TIPOYYBAHETO;

- M3MOJ3BaH METOJI/METO/IM Ha MPOYYBAHETO, BKIIOYUTEIHO MPHIOKEHO
MojieNIipaHe (aKko uma);

- CpaBHSIBaHU AJITEPHATUBH;

- U3MEPUTENIUTE HA pe3yATaTuTe (KIMHUYHU TIOKA3aTeNN, KAaYeCTBO Ha JKUBOT,
IBIITOCPOYHU PE3YNITATH U JIp.);

- pe3yiITaTu OT aHanM3a (Harp. CTOWHOCT Ha MHKPEMEHTATHO ChOTHOUICHUE U
ap.);

- 3aKJIFOYCHHE Ha aBTOPUTE.

[Tonydyenurte pesynratu cieiBa ga ObAaT KOMEHTHPAHU M OTHECEHU KBbM
OlIEHKaTa Ha HAcTosmarta 3ApaBHa TexHosorus. llo-crenuduunuTe pe3yiaTaTtd WiIn
MHTEPIIPETAlMS Ha JAaHHUTE U PE3yNITaTUTE clie/iBa J1a ObJaT MOSCHEHU U KaTo TEKCT.

3.2. Omnwmcanne Ha NYyONWKYyBaHW OIEHKM Ha 3]paBHATA TEXHOJOTHSI,
U3BBPIICHU OT AbPKaBHU MHCTUTYIMH 32 LEIUTE Ha JIpyra HalMOHAJIHAa CHCTEMa Ha
3/1paBeora3BaHe.

TpsabBa na ce mpenocTaBsIT JaHHU 32 BCHUKH AbP>KaBH, B KOUTO TEXHOJIOTHATA
¢ OmIia oreHsIBaHa, KaTo TS TPsOBa Ja MMa TIOHE e/[HA TIOJI0KHUTETHA OIlEHKA Ha 3/IPaBHHUTE
TEXHOJIOTUM OT JbpKaBHAa MHCTUTYLUsA Ha BenukoOpuranus, ®panuus, ['epmanus u
[IBenus.

JlanHWTEe 3a U3BBPIICHUTE OIEHKA CcleABa Ja BKIIOYBAT CJelHaTa
uH(popManus:

- UHCTUTYIIUATA, KOSTO € U3BBPIINIA OI[CHKATA;

- TJIeTHAaTa TOYKa Ha oleHKaTa (myOoauyHu (pOoHI0BE, CIICUATHA CUCTEMH 3a
¢duHaHCHpaHe, 00IIECTBO U 1p.);

- TOKa3aHUETO, 32 KOETO € U3BBPIICHA OIIEHKATA;

- 3aCerHaTo HaceJICHHE;

- CpaBHSIBaHU aJITCPHATHBH;

- IPUJIOKEHU METOIH 3a OLIEHKA;

- KOTaTo MMa BKIIFOYCHH CXEMH 3a JOCTHIT Ha MAIMEHTHTE, T€ CHIIO TPsOBa 1a
ce rmocovar;

- B3€TO pelnieHre (BKIIOYUTEITHO OTPAaHHYCHHATA, KOUTO Ca CBhP3aHH C TOBA
pelieHue);

- J1a ce TIOSICHU JIajli B3€TOTO pEIIeHHE € OKOHYATEITHO, WIIM TEXHOJIOTHSITA
MOJUIEKH Ha JIOBIHUTEIIHO MPOCIIEsIBaHE.



Benuku pPEeIICHNA Ha OBbPKaBHHUTC WHCTUTYLHUU Tpf[6Ba Ja C€ IIPpUIOoXKAT C
NoAXOJAIIUTE pe(pepeHum/I " Ja CC NPUIOKHU NOKYMCHTHT, CbAbpiKall OKOHYATC/IIHATa

OLICHKA M 3aKJIIOYCHUC.

3.3. IlpuniokeH aHaius.
[Mpunoxenure aHanm3m TpsiOBa jJa oTpa3siBaT ObJrapcKara TepaneBTHYHA
IMpaKTUKa W CTaHAApTHU 3a JICHCHHUC, KAKTO W HW3TOYHUIM Ha JAHHH 3a PasxoauTc U

TEPANICBTUIHUTE PE3YJITAaTH.

Llen na
aHaiM3a

[[a CC KOHKPCTHU3Hpa LICJITAa HA aHAJIM3a

CpaBHuTeNHa anTepHaTUBa

N36posBaT ce anTepHaTUBaTa/alTEPHATUBUTE, KOUTO Ca
OIIpeJIeJIEHH ChITIACHO YKa3aHUATA B TOUKa 1.7 U ca U3MOJI3BaHU B
KJIMHUYHATA OLICHKA.

AHanu3 Ha MmepcreKTuBaTa

YTouHsBa ce NEPCIEKTHUBA HA 3aIUIAINAIATa HHCTUTYLIMS OTHOCHO
3JIpaBHUTE MOJI3U U PA3XOH U aKO € MPUIIOKHUMO - 00IeCTBeHATa
IIEPCIEKTHBA.

BpemeBu XOpU30HT

JlocTaThuHO IBIBT, 32 J1a CE TApaHTUPA, Y€ BCUUKHU BAXXHU ObACIIN
pasiuuus B Pa3XOJAUTE U PE3YITATUTE MEXKY AITEPHATUBUTE Ca
HJEHTU(DUITPAHHU.

H3non3Banu MeTOaU

Ananus pazxoa-epexkruBHoct (CEA).
Amnanus paszxoa-noneznoct (CUA).
Ananus pazxoa-muaumym (CMA).
Amnanu3 pazxoa-nonza (CBA).

N3mepurenu Ha
pe3ynTaTuTe

QALY, LYG, HRQoL niau MeXIUHHY pe3yJITaTH.

JuckoHTHpaHe

3,5 Ha CTO rOAUIINHO KAaKTO Ha pa3dXOJUTEC, TaKa U HA PC3YJITATUTC
IIpu IpeACTaBAHE 3a NIEPHUOA, ITO-ABJIBI' OT €AHA I'OIMHA.

Mopaenupane Ha
pa3BUTHETO Ha
3a00JI5IBaHETO WIIH
TepanusTa

VYTouHsBa ce BUABT Ha npuioxenust mozen ("IbpBo Ha
pemenusTa", Moaen Ha MapkoB, euIeMHOJIOTHYEH,
CUMYJIAIIMOHEH, MOJIEN Ha AUCKPETHUS U300p U 1Ip.).

MeTto[ 3a olleHKa Ha
HECUT'YPHOCTTA

JleTepMUHUCTHYEH aHAJIN3 Ha yyBcTBUTENHOCTTA (DSA),
BEPOSTHOCTEH aHaJIN3 Ha yyBcTBUTENHOCTTA (PSA).

3.4. llen Ha ananu3a.

®dopmynupanata 1e TpsioBa 1a 0b/ie ACHA U KOHKPETHA U J1a € ChoOpa3eHa ¢
¢uHaHCHpaIaTa MHCTUTYLIHSL.

3.5. CpaBHHUTEHA aNTEPHATHBA.




[Ipu npoBexnaneTo Ha (hapMaKO-MKOHOMHUYECKHS aHAU3 CPaBHUTEIIHUTE
ITEpHATHBH TpsiOBa na OBAAT CHOOpa3eHH € NPENOPHUUTEITHUTE ANTEPHATHBH OT
MPEJICTaBIHETO HAa KIIMHUYHUTE U3MUTBAHUS, & UMEHHO:

- aJTepHaTHBaTa, KOATO Ha-BepoATHO IIe ObJe 3aMEHEHAa OT HOBaTa
TEXHOJIOTHS;

- QJITEPHATUBU OT MPOBEJCHU CUCTEMAaTHYHHU 0030pH U METAaaHAIN3H;

- aJTepHATHUBUTE, KOWUTO Ca BKJIIOYEHH B CTaHAAPTHUTE TEPareBTUYHU
PBKOBOJICTBA;

- aJITepHATUBU OT PAHIOMHU3UPAHU KIIMHUYHU UIUTBAHUS.

B Ttasm mnocnenoBaredHOCT Ha M300p HA AJITEpPHATHBH CIEABAa Ja cCe
OpUEHTHUPAT OLICHSIBAHHUTE 3a 3alllalllaHe JIEKAPCTBEHH IMPOAYKTH, KaTO KOJKOTO IO-
BUCOKO B iepapxuara Ha CpPaBHUTECITHHUTE aJNTEPHATUBU € W3IIOJ3BaHATa B aHAIU3a,
TOJIKOBA MTO-BHCOKA € JIOCTOBEPHOCTTA MY.

N360pbT HA KOSTO M J1a € OT CPaBHUTEIHUTE aITEPHATUBU TPsOBa na Obie
000CHOBAH OT IJIe[IHA TOYKA Ha OBbJIrapckara TeparneBTUYHA MPaKTHUKA.

3.6. IlepciexTuBa.

AHnanu3uTe crneiBa Ja OTpa3sBaT IMepCleKTHBaTa Ha 3arviamianara
WHCTHUTYITHS.

OOmiecTBeHaTa MepCHEKTHBa € MPENopbUMTEIHA TMPU OICHKaTa Ha
BaKCHHAIIMOHHU MPOTPaMH, CKPUHHUHTOBH MPOTPaMHU, MPOPHIAKTUIHH TPOTPAMH.

3.7. BpemeBHu XOpH30HT.

BpemeBuAT XOpU30HT HA aHAIM3a ClIeABA Aa OBbJI€ JOCTaThUHO JABIBT, 32 Ja Ce
rapaHTupa, Y€ BCUYKU BaXXHU OBJCIIM Pa3ivuvs B Pa3XOAUTE U PE3yNTATHTE MEXKIY
QITEPHATUBUTE Ca UICHTU(DUIIUPAHH.

N3060pbT HA BpeMEBH XOPHU30HT Ha aHaiM3a TPsAOBa 1a Obae 0OOCHOBAaH OT
TJIe/IHa TOYKa Ha OYaKBaHATa MPOJBDKUTEITHOCT HA JKMBOT HA 3aCETHATOTO HACENICHHE,
KaKTO U OTYMTAHETO HA JBITOCPOYHUTE TEPANIEBTUUHHU PE3YyATATH MIPH HETO.

3.8. 3non3Banu MeTou.

OCHOBHMSAT MKOHOMHUYECKH METOJl, KOWTO ce mMpujara Mpu OIeHKaTa Ha
3/IpaBHAaTa TEXHOJIOIHs, TpA0Ba /1a BKII0YBA Hall-MaJlKo aHaJIn3 pa3xoa-noiesHoct (CUA)
win aHanu3 pasxoa-edextuBHocT (CEA). Korato e ymectHO, Morar na 6b1aT MpOBEACHU
MOBEYE OT EIMH aHAJU3.

[Ipn cpaBHUTETHM alTEepHATUBH C JIMIICA Ha TMPEBB3XOJCTBA Ha
TEpaneBTUYHUTE PE3yATaTH MOXKE J1a C€ NPUJIOKU aHainu3 pazxon-MuHumMym (CMA),
KaKTO M MIPH OIICHKa Ha KOMOWHUPAHU JIEKAPCTBEHU MPOJIYKTH, KOraTo TePareBTHUYHUST
pe3yaTaT € CpaBHEH C TO3M Ha MOHOINPOAYKTUTE. MeToabT ananu3 pasxoj-mnon3a (CBA)
MOJKE Jla C€ W3IOJI3Ba MPHU OIEHKAa HAa BAKCHHAIMOHHHU MPOTPaMU, 3JpaBHU MPOTPAMU,
amaparypa, OpraHu3alliOHHI MEPKH B 3[paBEOIa3BaHETO (HAIP. CKPHHUHTOBH IPOTPaMHU
u J1p.).

N360pbT HA aHaTUTHYEH METOI TPsIOBA 1a ObJie 00OCHOBAH OT TJIeIHA TOYKA
HA 3aIUTalianara HHCTUTYIIHS, BpeMEBHS XOPU30HT, IOKa3aTeICTBaTa 3a TePAIeBTUIHHUTE
pe3ynTaTH.

[Ipy npunOXKEHHETO Ha METOJUTE Ce CHa3BaT OCHOBHHUTE TEOPETHYHHU
NPENOPBKH, KAKTO U Te3U Ha JloOpUTE N3CIeI0BATEIICKH MTPAKTHUKH.

3.9. Pa3zxozu 3a olieHsiBaHATa 3/[paBHA TEXHOJIOTHS.

Ilenara Ha BCsSKa €IUHHIIA OT OIICHSBaHATa TEXHOJIOTHUS M aJTEPHATHBUTE
TpsiOBa na ObJe MpeJCTaBeHa KaTo eAMHWYHA I[eHa, CTOMHOCT Ha KypC Ha JICYCHHE B



paMKUTE Ha €JHa TOJUHA, KAKTO W JAPYTd pa3Xxoau, HEOOXOAMMHM 3a MPHIIOKEHUETO M
(koraTo € He00X0IUMO).

W3roununute Ha BCUYKM €IMHUYHM IEHU U pa3Xxoau TpsAOBa na Obaat
MOCOYCHH, 32 Jia € BH3MOKHO CpaBHEHHE. 3a IIEHM Ha JIEKAPCTBEHHUTE MPOAYKTH CE
U3MOJ3BAaT peructpure Ha HanuoHamHus chBEeT MO LIEHU M peuMOypcupaHe Ha
nekapctBenute npoayktu (HCLPJIIT), koraTo uma TakuBa; 3a 1IEHU HA 3/IpaBHU YCIYTH -
HarnmonamHusT paMKOB JI0TOBOP U MOA3aKOHOBUTE HOPMATUBHH aKTOBE, U3/1aJICHU BbHB
BpB3Ka ¢ Hero. OcraHanuTe BUJOBE [IEHU HA YCIYrH, KOUTO HE ce mokpuBatr ot H30K,
MoraT Ja ObAar B3eTH OT Tapudu Ha jedeOHU 3aBEACHUS U APYTd U3TOYHHIIM, KOUTO
TpsiOBa 1a ObAaT mocoueHu. B Te3u cirydau ce mpenophyBa a ce U3IM0JI3Ba OBEUE OT SIMH
M3TOYHHUK U J]a C€ U3YUCIIU CpellHA IeHA.

Pa3sxonute 3a nedenue ciensa aa ObAAT MPEICTABEHU TAOIUYHO - Pa3X0IH 32
KypC Ha JIeUeHUE 3a €IMH MallMeHT U 32 BCUUKH MOTEHIMAIHYU MAlleHTH, Ha KOUTO IIIe ce
npuJiara JeKapCTBEHHSIT TPOTYKT.

Pa3xonute 3a nexapcTBeHaTa Tepanus Cie/iBa Jla C€ M3YHUCIAT MO MpeaeiHa
[IEHa Ha HUBO THPIOBEll Ha JpeOHO ¢ JaHbK BBpXY AobaBeHara croitHocT (IJIC). Ako
npoAyKTHT KanauaarcTsa 3a 100 Ha cto peumOypcanus B npuinoxenue Ne 1, pazxoaure
TpsiOBa Ja ce M3YMCIHAT 1o 1eHa Ha Teproeern Ha eapo c¢ JJC. B cuywsaute Ha
KaHIuAaTCTBaHe 3a mpuiioxeHus Ne 2 u 3 pazxoaute TpsiOBa Ja ce U3UUCIAT 1O 1IeHa Ha
Thprosen Ha eapo ¢ 1JIC.

B cnydaute Ha peumOypcanusi, mo-uucka ot 100 Ha cTo, B oTAeTHA Tabnuna
cnena na ce uzuucaar pasxoaure 3a H30K u 3a nmamueHta mo 1eHM Ha ThProBel] Ha
npeono ¢ JIJIC.

Pa3xonure 3a nedeHHWE ChC CPABHUTCIHUTE AITEPHATUBH CE MPEICTaBAT
TaOJIMYHO - Pa3XxoJM 3a Kypc Ha JieYeHHE 3a €WH MAlMeHT 3a €IMH MEecell M 3a eIHa
roguHa. [IpeacraBsT ce pa3xoauTe, ONpeIeicHr Ha 0a3ara Ha IIeHa Ha ThProBeIl Ha eIpo
WM Ha THPTOBEI Ha ApeOHO, B 3aBUCUMOCT OT HUBOTO Ha peuMmOypcarus. Crneasa aa Obaar
BKJTFOUCHU PA3XOJHNTE 32 BCHYKH KIIMHUYHO CHIIOCTABUMHU QITCPHATHBH HA OICHSIBAHUS
OPOAYKT, KaKTO M TMPHUETOTO 3a CTaHAApT JI€YeHHE CBHIJTIACHO TEepPANeBTUUHHUTE
PBHKOBOJICTBA WJIM HAIMOHATHU CTaHIApTH. BakHO € J1a ce ompenessT JICKapCTBEHUTE
MPOJAYKTH, KOUTO HaW-BEpOATHO 1€ OBJAT 3aMEHEHHW OT OIleHSABaHATa 37paBHA
TEXHOJIOTHSI.

Koraro e HeoOXxoauMo aa ce OCTOMHOCTH TPyABT HAa MEIUIMHCKUTE U Ha
JPYTH CIIEIUAINCTH, CE MIPUIaraT HOPMATUBHUTE 32 MUHUMAJICH OCHTYPUTEJICH JOXO/I.

JIMpeKTHUTE METUIIMHCKU Pa3XO1 Ce MPEJICTABAT KaTO CyMa OT pa3XOAHTe 3a
TEXHOJIOTHATA, HEMHOTO BBBEXKIaHE B YIIOTpeOa, JOMBIHUTEITHN TIPOIEAYPH, PA3X0IH 32
JIPYTH 3[JpaBHU IEHHOCTH, PA3X0/IH 32 IEYCHHE Ha HEXKETaHU ChbOUTHS U/WUITH YCIOKHEHHUS,
WHBECTHUIIMOHHU U YIIPaBJICHUECKU Pa3xou. Bb3MOXKHO € J1a ce 100aBsIT U IPYTH BHIOBE
pa3xo/u, KOUTO MOTaT J]a UMaT OTHOIICHHE KbM 3/IpaBHATa TEXHOJIOTHSI.

NHaupekTHUTE pa3Xxoau Ce U3YUCIISIBAT CaMO MPHU 3HAYUTEIHU COIMATHU U
WKOHOMMYECKH TOJI3U OT BHBEXKJAHETO Ha HOBATA TEXHOJIOTHS, KOUTO Ca U3BBH 3JIPaBHUTE
nomsu. [lpu wW3umMcnsgBaHEe Ha WHAWPEKTHUTE Pa3XoJW C€ NPErophyBa METOIBT Ha
yoBenkus kanutal. [locouBa ce KakbB BUA WHAMPEKTHU PA3XOJU C€ OCTOMHOCTSBAT -
3aryom OT HepabOTOCIOCOOHOCT MOpagl BPEMEHHO OTCHCTBHE OT paboTta, 3aryOou OT
TpailHa  HepabOTOCIOCOOHOCT, HaManeHa paboTOCMOCOOHOCT, MPEXKIAECBPEMEHHO
MIEHCUOHUPaHE, TPESKICBPEMEHHA CMBPTHOCT WJIH JIPYTH.



NuaupekTHuTe pa3xoau ce MpeCTaBsIT U OLEHSABAT OTACIHO OT AUPEKTHUTE
MEIUIIUHCKH Pa3Xxo/u.

Benuku pasxoau ce mpenctaBsaT B TaOJIM4YEH BUI, B KOWTO cieaBa ga ObaaT
MOCOYEHH BUIBT Ha EAMHUIIUTE, KOUTO CE€ OLEHIBAT, OpOAT UM, CXeMaTa Ha MPHIIOKEHHE,
pa3xouTe 3a BCSIKA €AMHULIA U OOIIUTE Pa3XOH.

3.10. Juckontupane.

3,5 Ha CTO TOAMIIHO KakTO Ha pa3XoAWTe, Taka U Ha pe3yiTaTuTe MpH
NpeJCTaBIHE HA PA3XOAUTE U PE3YNITATUTE 33 IEPUO/I, TO-IBJIBI OT €/1HA TOJINHA.

3.11. 3meputenu Ha pe3yJTaTUTE.

[Tpu npoBeXJaHETO HA AHATUTUYHUTE TEXHUKU CE CHa3BaT MPETNOPBHKUTE 3a
U3MEpUTENIn Ha pe3ylITaTuTe, KOUTO CE€ O4YaKBaT IpH BbBEXKJaHE Ha 3paBHATa
TexHoyorus. lIpennounTaHnn ca ABITOCPOUYHUTE pe3yaTaTd (MPOIBIDKUTETHOCT Ha
xuBota (LYG), rommuHa >xuBOT, choOpazeHa c¢ kadectBoro (QALY), cineaBanu oT
MEXIUHHH pe3yaTaTd (MPOMEHH B KIIMHUYHH TIOKA3aTEeNN U TIPOTPECHs Ha 3a00JISIBAHETO).

N3060pbT Ha U3MepuTen Ha pe3yliTaTta cieiBa Aa 0b/ie 000CHOBAH OT TJieHa
TOYKa Ha BUAAa Ha 3a00JSIBAHETO, OYAKBaHATA MPOJBIDKUTEIHOCT HAa JICYCHHETO,
MIPOMEHUTE 10 BpeMe Ha JICUECHUETO.

IIpu orunrane Ha nmokazatens QALY cnenBa na ce mocoud MU3TOYHUKBT Ha
JAaHHU 32 MPOMEHUTE B KAueCTBOTO Ha XUBOT M Jajd TOBAa ca JJaHHU OT MPOBEACHU
KJIMHUYHY M3MHUTBAHUS C KaHAMIATCTBAIIaTa 3paBHA TEXHOJIOTHS, WM OT 0a3u JaHHU C
nyOIMKyBaHH MPOYyYBaHUs (Te TpsiOBa na ObJAT MOCOYEHH), WM €KCIIEPTHHU OLEHKU Ha
MEIUIIUHCKH CTICIHATNCTH, WM IPYTH U3TOYHHIIH.

3.12. MoaenupaHe Ha ChOTHOIIEHUETO Pa3XxoI-pe3yIrar.

Koraro HalmyHNMTE KIMHUYHY ¥ HEKJIMHUYHH JJAHHU HE ca JIOCTaThuHHU, 3a J1a
ce ompelend ChOTHOUICHHETO pPa3xoJ-e(eKTUBHOCT, C€ Tpujara MoOJelIupaHe.
Crpykrypara Ha Monena TpsioBa na Obae mpeacraBeHa. CIIOXKHOCTTa Ha Mojena U
METO/MTE 3a MOJIeJINpaHe TPsiOBa /1a ChOTBETCTBAT Ha CII0XKHOCTTA Ha 3/IpaBHUS MPOOIIEM.

[IperopbunTenHo € MOAENHTE Aa OBJAT JOKOJIKOTO € BB3MOXKHO TIIO-
ONPOCTEHM M TMPO3pauyHu, KAaTo B CHIIOTO BpeME Ce 3ama3Ba TIXHOTO JETalIHO
U3ITBIIHEHHE, 32 J]a MOKE Jla CE OLEHH pa3inKara B €()EeKTUBHOCTTA HA CPABHSIBAHUTE
texHosoruu. TpsiOBa na ca SCHU NpPENOJIOKEHUsATa B MoJena, 100pe 00OCHOBaHU U
TECTBAHM YpE3 aHAJU3 Ha YyBCTBUTEIHOCTTA. Mojenute TpsOBa Aa ObaaT pazpaboTeHu
ype3 00IoNpUeTH mocoOus, 3a 1a MOXKe J1a Ce TeCTBAT U BepuuUIHpaT.

B cnmyuanre, Koraro HsMa CTaTUCTHYECKH 3HAYMMa pa3jiiKa B KIMHHYHATA
e(eKTUBHOCT Ha aITEPHATUBUTE, HE € HEOOXOAUMO MOAETHpaHe. AKO MOJIEIBT BKIIOUBA
KJIIOYOBH JIaHHM, 32 KOWTO HsSMa HECHUTYpHOCT B NPOMEHHTE WM, B aHajW3a Ha
YyBCTBUTEIHOCTTa CE€ TECTBAT CamMoO TE3HW, MPU KOUTO UMa CTATHCTUYECKH 3HAUYMMA
pasnuka. OcTaHanuTe mapaMeTpu TpsAOBa Jla ce U3KIYAT OT MOJelNa WU JIa C€ CUUTAT
KaTO HEYTPAJIHM MO OTHOLICHHE Ha MOJIENA.

[Ipu mpencraBsiHe Ha CHOTHOMICHHUETO pPAa3XOI-pe3ylNTaT MOXe na Obie
NPUIOKEHO Mojenupane oT Buzaa "JIbpBo Ha pemieHusTa", Moaen Ha Mapkos,
eMUIEMHUOJIOTHYSH MOJIEN WM JApyra HaydHO TpUETa TeXHUKa 3a Mojaenupane. Ilpum
MO/JICIUPAHETO TPsAOBa J1a ce ocoyaT CIAeTHUTE JaHHU:



OO0OeKT Ha a”HaJIM3a

CtpykTypa Ha Mojiena

[Tpunumnu Ha 7100pa MpaKTHKa

B"bl'IpOCI/I 34 KpUTUYHA OLICHKA

3,I[paBHO CbCTOAHUC

CpaBHUTENHH
aITepHATUBHU

BpemeBu Xxopu30HT

[TpoaBIKUTETHOCT HA
UKBbIa (IpU
M3II0JI3BAHE HA
MOJIEH C HUKINYHA

CTPYKTYpa)

Bxonmuu nannu B Mojena

Crpykrypara Ha Mojena TpsiOBa 1a
€ OIIPOCTEHA, JOKOJIKOTO €
BB3MOXHO, HO B CBILIOTO BpeMe
TpsiOBa J]a KOPECTIOHIUPA ChC
3/IpaBHUS MpoOIeM, 3HAHUETO 32
Kypca Ha MPOTUYaHe Ha
3a00JIIBaHETO, IPUYUHHO-
cJe/ICTBeHaTa Bpb3Ka MEXKIY
npoMeniuBuTe. Jluncara Ha naHHu
HE € OCHOBAaHME 3a €JIMMUHHUpaHE Ha)
3/IpaBHU ChCTOSIHHUSL.

ScHo nu ca neduHUpaHu
3IPaBHUAT MPoOIIeM, 0OCKTHT Ha
OIICHKATa U aJTePHATHBUTE?
Ornucanu U ca BaXXKHUTE 32 Kypca
Ha nedeHue etanu? Onucanu u
000CHOBAHH JIU Ca
MIPEANOIOKEHHUATA B Mojies1a?
O6ocHOBaH 11 € TOI0OPHT HA
3IpaBHUTE ChCTOSIHUA? AKO 1a, Te
CchOOpa3eHu Jid ca ChC
CBHILECTBYBAIIIOTO MTO3HAHUE 32
3a0onsaBaHeTo? MMa iy JIUIICBaIm
3IpaBHU CHCTOSTHUSA?

MopensT TpsiOBa 1a € choOpaseH
ChC CPAaBHUTCITHUTE AJITEPHATHBH,
OTIMCAaHU TIO-TOPE.

Omnucanu 1 ca CpaBHUTEITHUTE
antepHatuu? Cpo0pa3eHu Jim ca
ANITCPHATUBHUTE C IPEIIOPBKUTE 32
noabdopa um?

BpemeBusiT nuntepai TpsioBa 1a €
JIOCTaThYEH 3a OLICHKA Ha
MPOIBIKUTEITHUTE PA3IUKU B
pa3xouTe U pe3yaTaTUTE Ha
CpaBHSIBaHUTE aJTePHATHBHU.

Jedunupan 11 e BpeMeBHAT
xopu3oHTt? [loaxonsuy m e 3a
aHaJM3UpaHaTa CUTyanus?

[TpoabIKUTENTHOCTTA HA IIUKBJIA
TpsiOBa J1a € Hall-KpaTKUAT HEepUO,
B KOWTO ce HabIoaBaT MPOMEHH B
W3CIICIBAaHUTE MTapaMeTPH Ha
mpoleca Ha pa3BUTHE Ha
3a00JIIBaHETO.

[TpoabIKUTENTHOCTTA HA IIUKBJIA
nedunupana o € B mojena? Ts
CHOTBETCTBA JIM HA Pa3BUTHETO HA
3a00J11BaHETO?

Nnentudunmpane Ha
BXOJHHUTE JaHHU

MopensT TpsiOBa 1a U3MOJI3BA HAM-
No0pUTE HATMYHU JTaHHU
(enmuaeMuoIOTUYHH, Pa3Xoau
KJIMHUYHH), COTBETCTBAIIN HA
MO3HAHUETO U CUTYyaIUsTa B
bwnrapus. Bxonnute nanau TpsioBa
Jla ca TIOJTy4eHH OT OOCKTHUBHU
n3rouHunu. Kinro4yoBu naHuu ca:

[l eexTrBHOCT U G€30MTACHOCT HA
CPaBHSBaHUTE UHTEPBEHIINH,

[IpencraBenu v ca U3TOYHULIATE
Ha JaHHH B Mojena?

[TpunoxeH a1 € moAXOIAII METOT
3a ThpPCEHE Ha JaHHU?

OmpeniernieH U € mapaMeTbphbT Ha
BapHupaHe Ha naHHute? Hemro
MTOJICKa3Ba JIM, 4e JAaHHUTE ca
W3I0JI3BaHU CEJIEKTUBHO?

WMma nmu magHM, OCHOBAHU Ha
eKCIIEPTHO MHEHHeE (aKo J1a, KaK ca
noaOpaHu eKcrepTuTe, Opoi,




Mopaenupane Ha
JTAaHHUTE

BxirouBane Ha
NAHHUTE B MOJ€EIIa

[l mone3HoCT Ha 3[paBHUTE
CBHCTOSIHUS,

[ mpoMeHIMBH, TPH KOUTO JOPU U
MAaJIK{ IPOMEHU B CTOMHOCTTA
0Ka3BaT 3HAYUTEIHO Bb3JIEHCTBUE
BBPXY PE3YNITATHUTE.

H3TouHHIIMTE HA JaHHU MOraT Aa
OBJAT OT KJIMHUYHU MPOYIBAHUS,
HEKJIMHUYHHA, UKOHOMHUYECKH 0a3u
JAaHHU, CHCTEMATHYHU 0030pH U Jp.
N3Toununure TpsaOBa ga ObaaT
IMOCOYCHHU 1 0OOCHOBAHH.

MeTo]l 3a chOupaHe Ha
uHpopManus, KOHQIUKT HA
HHTEpecH)?

MonenupaneTo Ha JaHHU TpsiOBa 1)
ce MPOBEeXk/1a Upe3 OOLIONPHETUTE
CTaTUCTUYCCKHU MECTOHU.

OnucaHu 1 ca U3MN0JI3BAaHUTE
MeToaH? ChIOCTaBHMMH JIM ca C
o01onpueTuTe OMOCTATUCTUYECKU
U €NUIEMUOIOTMYHN METOIU?

MepHute enuHUIM, BPEMEBUTE
UHTEPBAIM U XapaKTEPUCTHKHUTE Ha
HoTyJalysTa TpssoBa 1a ca
B3aUMHO CBHIIOCTaBUMH B LIEJIHS
Mojien. 3a CTaHJapTU3NpaHe WIn
eTMMUHUpAHE Ha ePEKTUTE Ha
BPEMETO MOJXKE J]a Ce Ipujara
METO/]l Ha KOPEKIIMHU C TIOJIOBHH
UKBJI.

Ornucanu U ca MEPHUTE €UHUIIH,
BPEMEBUTE HHTEPBAIIH,
XapaKTePUCTHKUTE Ha HACCIICHUETO
U CBhIIOCTaBHMHU JIHU ca 3a
ajyiTepHaTUBUTE?

[TpunosxeH 1M € MEeTO 32 KOPEKIIHH
C MOJOBHUH IUKBI?

AHanu3 Ha YyBCTBUTEIHOCTTA

AHanus Ha
YyBCTBUTEIHOCTTA

Bceeku mozen Tps6Ba 1a nma
aHaJIM3 Ha YyBCTBUTEIHOCTTA Ha
KJIFOYOBHTE ITApaMeTPHU U TOU
TpsiOBa 1a € 000CHOBaH. AHAIU3BT
Ha YyBCTBUTEITHOCTTA BKIIIOYBA
JETEPMUHUCTHYEH aHAJIN3 Ha
KITIOYOBUTE MapaMEeTPH FITH
BEPOSTHOCTEH aHanu3. Jlumncara Ha
aHaJIM3 Ha YyBCTBUTEITHOCTTA
TpsiOBa /1a € 000CHOBaHA.

IIpoBeneH n € aHanu3 Ha
YyBCTBUTEIHOCTTA 32 BCUUKH
HECUTYPHHU MapameTpu?
JlepuHupaHu 11 ca HHTEpBAINTE
Ha MpoBepKa Ha Bapupane?
ITpoBeneH u € BEpOSATHOCTEH WIH
JNETEPMUHUCTHYEH aHAIN3 Ha
yyBcTBUTENHOCTTA? Jlumcara Ha
BEPOSITHOCTEH aHAJIN3 32
YyBCTBUTEIHOCTTA ONIpaB/IaHa JIu
e?

3.13. IlpencraBsHe Ha pE3yNTaTUTE OT NPUIOKEHUS AHATUTUYEH METOJ.

Koraro mpuioxeHara aHaIMTUYHA TEXHHKA € Pa3X0a-€(EKTUBHOCT MWIIH
Pa3XxoA-MOJIE3HOCT, PE3YITATUTE CE NMPEACTABAT KATO ChOTHOLIEHHUE Pa3X0/-e()EeKTUBHOCT
WJIM NHKPEMEHTAIHO ChOTHOLIEHHE HAa HAPACTBAHE HA Pa3XOJUTE U PE3YJATATHUTE.



[Ipu npeacTaBsHETO UM ce Cra3BaT OOLIONPUETUTE MpaBUiIa Ha MOIPEKIAHE
Ha AJITEPHATUBUTE BHB BB3XOAI] e/l Ha Pe3yJITATUTE U CE U3UUCISIBAa MHKPEMEHTAIHOTO
crotHomeHnue Ha pasxomutre (ICER) 3a Bcska or Tepamuure 1O OTHOIICHHE Ha
CHhOTBETHATA aJTEPHATHBA 32 CPAaBHEHHUE, NIPE/ICTABEH B CleHaTa Tadnuma:

Antepratus| O6mo | O6m | OOy | lomeaautens| Creuenen| Crnevenen| ICER B | Herna

a pa3xon| Opoii | Opoii | upasxomu | mromuuu| u QALY | cpaBHEeHHE | 3ApaBH
u rogua| QALY’ SKUBOT ChC a 1moJ3a

u S (LYG) crorBeTHAT| NHB

JKHUBOT a (Net

antepuatus| Health
aman | Benefit
(QALY’s) )

AJlTepHaTUB
al

AJITepHaTUB
a2

AJITepHaTUB
a3

Korato wu3non3BaHata aHajdUTU4YHA TEXHUKA € Pa3XxoJ-MUHHUMYM, C€
MPEJICTaBAT JOKA3aTeJICTBA 3a €KBUBAJIEHTHOCT HAa TEPANEBTUYHMUTE PE3YJITaTH U Ce
CpaBHsIBaT OOIIMTE 3APAaBHU Pa3xou 3a M30paHaTa MEpCleKTHBa Ha (UHAHCHpaIiara
WHCTUTYITHSL.

Koraro u3non3BaHara aHaJIMTHYHA TEXHUKA € Pa3XxoJ-T0J3a, CE€ MPEACTaBs
CHOTHOILIEHUETO Pa3X0/1-110J13a, HETHATA 3/IpaBHa I10J13a U JPYTU NPUII0KUMH [TOKA3aTEIH.

3.14. Ananu3u Ha NOATPYIH.

[TocouBart ce naHHHWTE, KOUTO MOKa3BaT, Y€ €(hUKACHOCTTA U/UJIU PA3XOHTE,
CBBP3aHU CbHC 3/IpaBHaTa TEXHOJIOTHUS, CE pa3nyaBaT B OTACIHUTE NOArPYNH, ako ca
HaJIMYHU TakuBa. AKO € Taka U MMa UHAMKAIM 32 pa3Xxo/1-e(eKTUBHOCT MPH JEUEHUETO
Ha Te3M MOATPYIH, ce MOCOYBa JalM MOATPYINUTE ca WASHTU(PHUIMPAHH, Tpeau na Obae
MPOBEJCHO KIMHUYHOTO W3MHUTBAaHE WJIM CJie[ I[OJlyuaBaHe Ha pe3yiTaTuTe OT
M3CIIEIBAHETO; OIIMCBAT C€ XapaKTEPUCTUKUTE Ha MOATPYIIUTE U CE IOCOUBAT PE3YIATATUTE
Ha MOJIeJIa 3a Te3U MOATPYIIH.

3.15. MnTeprperanys Ha pe3yaTaTUTe OT aHAJIM3a.

Pesynrature ce wuHTepmpeTHpaTr IO OTHOIIEHHWE Ha MepCHeKTHBaTa Ha
aHaJIM3a, 10 OTHOLIEHUE HAa ChOTHOIIEHUETO Pa3X0A-pe3yaTaT WIA Ha HHKPEMEHTAIHOTO
CHOTHOIIIEHUE.

AHanu3upar ce €eBEHTYaJIHUTE OTPaHMYEHUS Ha NPUIOKEHHUS aHaau3 |
¢dakTopuTe, KOUTO OMXa UMal BB3JCHCTBHIE, HO HE Ca BKIIIOUEHH B aHATN3A.



3.16. CpaBHeHHME C APYTH TPOBEACHU AHAIU3H.

[TocouBa ce nanu pe3yaTrature OT aHaJIM3a ca B ChOTBETCTBUE C PE3YJITATUTE
OT Beue NyOIMKyBaHU NMOAOOHU aHAIM3U U aKO TOBA HE € TaKa, Ce MOCOYBAT BH3MOXKHUTE
MPUYHHHY 32 PA3THUUSTA.

4. Aganu3 Ha OIOKETHOTO BB3IEICTBHE.

AHanu3bT Ha 010 KETHOTO BB3AciicTBHE (ABB) e BaykHa "acT OT IsuIocTHATA
MKOHOMMYECKA OIIEHKA, KaTo onpezesis (UHAHCOBUTE MPOMEHU Ha MyOJUYHUTE Pa3Xou
3a 3]JpaBeola3BaHe ciiel] BKIIOUYBAHETO Ha HOBU 3/IpaBHU TEXHOJIOTHH.

4.1. IlepcnextuBa Ha ABB.

AHanmu3bT Ha OIO/KETHOTO BB3JEHCTBHUE CcliefBa Ja ObJIe MPOBEIACH OT
rJieHaTa TOYKA HA 3ariamiamnara myOonudyHa MHCTHTYIUS. B ciydail Ha cropensHe Ha
pPa3XoJIUTe C MAIMEHTAa CE€ MPENOPbhYBA /1A CE MPEACTABAT U CPETHUTE Pa3XOu OT CTpaHa
Ha manuenTa. Camo B 000CHOBaHU cllydau JIOMBIIHUTEITHO MOXE JIa C€ TIPOBEIC aHAIHN3 Ha
OI0/KETHOTO BB3JICUCTBHE OT JAPYyra MepCreKTHBA.

4.2. BpeMeBH XOpU30HT.

AHanu3sT Ha OI0IKETHOTO BBH3EHCTBHE BKIIIOUBA OLICHKA HA BB3JAEHCTBUETO
HA OIICHSIBaHATa 37paBHAa TEXHOJOTUS BBPXY TOAMIIHUSA MyOIuMYeH OKET 3a
3/IpaBeONa3BaHe B PAMKUTE Ha HAKOJIKO TOJIMHM CJIEJ] BbBEXKIAHETO HAa HOBATA TEXHOJIOTHS




Ha Ta3apa WIM HU3TETJISHE OT Ta3apa Ha HAJWYHUTE alTepHATUBU. AHAIM3BT HA
OI0/IKETHOTO BB3/ICUCTBHUE CE MPEJCTABA 3a MEPUO]] 5 TOJAUHH.

4.3. EreMeHTH Ha aHaIM3a Ha OFOKETHOTO BB3IEICTBHE.

AHanu3bT Ha OOKETHOTO BBH3CHCTBHE BKIIFOUBA CICIHUTE €JIEMCHTHU:

* pa3Mep U XapaKTEPUCTUKU Ha IeeBaTa MOMyJIalus;

* HACTOSAIIA TEPANEBTUYHA PAKTUKA,

* HOBa TEpaNEeBTUYHA TIPAKTHUKA CJIeJ] BHBEXKJAHE Ha HOBaTa 3JpaBHa
TEXHOJIOTH1/0TIIaJaHe Ha HACTOSIIATa;

* pa3Xo/M 3a HACTOSAIIATa U HOBATa 3/[paBHA TEXHOJIOTHS;

* IPEJICTABSHE HA PE3YJITATUTE;

* aHAJIM3 Ha YYBCTBHUTEIIHOCTTA.

4.4. U3TOYyHMIIA HA TaHHH.

H3TouHuiy Ha JaHHU 3a aHajau3a Ha OIOKETHOTO BB3JAEHCTBHE MoOraT Ja
Obaar: NyONMKYBaHU €MHAEMHOJOTUYHU MPOYYBAHUS, HAIMOHAIHU CTAaTUCTUYECKU
JTaHHY, TMa3apHU MPOYYBAHMS, JAaHHU OT PETHUCTpPU. 3a IenTa € HeoOXoaumo na Obae
MpeCTaBeHa CTpaTerusaTa 3a ThpCEHE, KPUTEPUUTE 3a M300p Ha JAHHU M METOAMUTE 3a
aHaJIM3, KaKTO M CHJIHUTE U CIA0UTE CTpaHU Ha M3IOJI3BAHUTE U3TOYHHUIIH.

[IpenoppuuTennHO € Ja ce W3MOJ3BAT CHNUACMHOJOTMYHMA JaHHH 34
Obarapckara Mmomysaius, KaTo U3MOI3BaHETO Ha JaHHU OT APYTHU JbpKaBu TpsiOBa 1a Ob1e
o0ocHoBaHo. Korato ce wu3mon3Bar JaHHM OT HENMyOJIMKYBaHM M3TOYHMLM (HAmp.
eKCIIEPTHU MHEHHUS, MAPKETUHTOBU MIPOYUBAHUS, TAaHHU OT MallMEHTCKU OpraHU3alun), €
HEO0OXOIMMO 3aBJDKUTEITHO JIa CE IeKIapupa KOHMIUKT Ha UHTEPECH.

[IpeacraBsAT ce oyakBaHUTE JACHCTBUTEITHHM Pa3XOAM 3a IUIaTella, CBbP3aHU C
HOBATa 3/[paBHA TEXHOJIOTUSI U CPABHUTEIIHUTE aITCPHATHUBH.

4.5. Pa3Mep 1 XapaKTepUCTUKU Ha LieJeBaTa Momyalus.

[Ipu u3roTBAHETO HA aHAIKM3a HA OIO/HKETHOTO BB3/ICUCTBHUE € 3aAbJIKUTEITHO
Jla Ce OLIEHU pa3MePhT Ha IlesieBaTa MMonyJialus MalueHTH U pa3npeieNssHETO Ha BCSIKAKBU
XapaKTEePUCTUKU, CBbP3aHM C Hesl, KOUTO MOTAaT J1a UMat OroKkeTHO BiusHue. Ciea KaTo
ce neduHUpa I1leneBaTa MOMyJiamus, TpsaOBa Ja ce Ompeneind MpPOUEHTHT Ha
JTUArHOCTUIIMPAHU, Ha JIEKyBaHU TMAlMEHTH, KAaKTO W TEXECTTa Ha 3a00JsBaHETO.
OONKHOBEHO BBB Bph3Ka C TOBA CE MpUIIArar Mo-IMMHUTHPAIIN KPUTEPUH 3a BKIIOYBAHE,
3a J1a € U3YKMCIIM TOYHO TMOMYJalUsITa MAllMEHTH, KOUTO Ca HAJIeKIHU 32 HOBaTa 37JpaBHa
texHonorus. [lpm omeHkara Ha pa3Mepa Ha IielieBara NOMyJanus M TEXKecTTa Ha
3a00JIIBAHETO € BAXKHO J1a C€ TIPEJIBUIM U MPOMSIHATA HAa TE€3U MTapaMeTPU BB BPEMETO ChC
u 6e3 HoBara 3/ipaBHa TexHoNnorus. [1ono6HU MpoMeHn MoraT 1a MPOMEHAT 0I0KETHOTO
BB3/ICHCTBUE HAa HOBATAa 3JJpaBHA TEXHOJIOTHs. 3a OLIEHKA HA T€3W MIPOMEHH CE€ U3MOJ3BaAT
JaHHU OT KJIMHWYHU MPOyYBaHHS WM peructpu. [IyOnuKyBaHM TaHHM WM €KCIIEpPTHA
OIICHKA 3a BCAKAKBA JIOMIBIHUTEIHA BH3MOXKHOCT 32 OTPE/IEsTHE Ha I1eJIeBaTa MOmyJalus
(KaTO TPHUIIOKEHUETO Ha JMArHOCTUYHHU TECTOBE HAMPUMEP), KOSITO MOXKE J1a MOBHIIU
pasMepa Ha TomyJalusITa WK J]a MPOMEHU TEeKECTTa Ha 3a00JsIBAaHETO, CHIO TpsiOBa 1a
OBIAaT BKJIIIOUEHHU B aHAJIM3a.

[leneBara momynanus cieaBa aa Ob/e onpeeneHa Ipy CIeIHUTE KPUTEPHH:

* pa3npocTpaHeHHe Ha 3a00JSIBAHETO;

* OICHKAa Ha TAaIlMeHTHUTE, KOWTO ca TOAXONAIIA 3a HOBaTa 3paBHA
TEXHOJIOTHSI,



* OLEHKAa Ha IpEaIojlaraéMys Ia3apeH Ul Ha HOBAaTa TEXHOJOTUSA OT
TapreTHata MOMNYJNalMs CHOPSIMO IIONMYJIalUATa, KOATO H3MO0JI3Ba CpPaBHUTEIHUTE
JITEpHATHBH 3a 1aJEHOTO ITOKA3aHUE.

4.6. Cuenapuu npu ABB.

AHanmM3bT Ha OFOPKETHOTO BB3JICHCTBUE ce Oa3upa Ha JiBa crieHapus - "CBSIT
0e3 HoBara 37paBHa TexHonorus" u "CBAT ¢ HOBaTa 37apaBHa TexHojJorus". B cuenapus
"Cpar 6€3 HOBaTa 3/jpaBHA TEXHOJIOTHA" Cce OIIMCBA HACTOSAIIATA TepaleBTUYHA IPAKTHKA,
J0KaTo creHapusT "CBST ¢ HOBaTa 3/lpaBHA TEXHOJIOTUA" OTpa3siBa Bb3JACHCTBUETO BbPXY
naszapa clie/l BbBEXKJIaHETO Ha HOBaTa TEXHOJIOTUsA (KOATO MOKe /1a Obae Jo0aBeHa KbM
CBILECTBYBAILUTE MJIM MOXE Ja 3aMEHU 4YacT OT TAX WM Bcuuku). Ilpenmonoxenusra
OTHOCHO JIBaTa CLeHapus TpsiOBa Aa ObJaT AeTaliIHO ONUMCAHU M 0OOCHOBAaHM B aHAJIN3A.

4.7. Pazxonu.

AHanmu3bpT Ha Pa3XxoauTe NPH OLEHKaTa Ha OOPKETHOTO BB3ICHCTBHE € B
CbOTBETCTBUE C INEpPCHEKTHBAaTa Ha aHajiu3a. MeroauTe, HU3MOJ3BAaHM 3a OLCHKA Ha
pasxoauTe, TpsiOBa Aa OBAAT SICHO ONMCAaHU U OOOCHOBAaHU. AHAIMU3BT HAa Pa3XOAUTE ce
Oa3upa Ha JelCTBUTENHATA 1I€Ha Ha MpUJOOMBaHE HA HOBAaTa 3/ipaBHA TEXHOJOTUS OT
3amamlanara MHCTUTYLIMS. M Ha JOI'BJIHUTEIHUTE Pa3Xxolu, CBbP3aHU C OLIEHsABAaHATa
3/lpaBHA TEXHOJIOTUS, KATO M3YUCIIEHUATA CE MPEICTaBAT HAa HUBO II€HA HA ThProBel Ha
enpo ¢ JIJIC nim Ha Thprosen Ha apedHo ¢ JIJIC.

[Ipu npencraBsiHe Ha MyOIMYHUTE pPa3Xoau TPsOBa Ja ce rapaHTupa, ye ToBa
ca JICHCTBUTEIHUTE PA3XOAU UIIH CIIECTSABAHUS 3a IIJIaTela.

B 3aBucHMOCT OT Br/ja Ha HOBaTa 3/ipaBHA TEXHOJIOTHUS € BaXKHO J1a CE OMUILIAT
U BB3MOXHHMTE pa3XxOdu, CBbP3aHM C HEWHOTO BBBEKIAHE, BKIIYHUTEIHO aKo €
Heo0Xxo1uMo 00ydeHre Ha MEAUIIMHCKUTE CIEUAIMCTH WU MaleHTa, KaKTO U IPOMEHHU
B [IPUHLIMIIMTE 32 TUArHOCTUKA WM IPYTU (PYHKIIMOHAIHU IPOMEHH B 37jpaBHATA CUCTEMA.

B ananu3a Ha G10/)KETHOTO BB3/IEHCTBUE PAa3XOAUTE HE CE€ AUCKOHTHUPAT.

IIpu omenkara Ha oOWMTE AONBIHUTEIHHM DPA3XOIU TpsAOBa Ja ce uUMa
HpEeBUI;

* pa3xoJUTE, CBbP3aHU C HOBATa 31JpaBHA TEXHOJOTHS;

* JOMBJIHUTEIHUTE Pa3X0Ju B CHCTEMaTa Ha 3/paBEONa3BaHETO, CBbP3aHU C
IIPUJIAraHETO Ha HOBATa TEXHOJIOTHUS;

* HaMaJIIBAaHETO Ha PAa3XOJUTE, CBbP3aHM C HAMaJCHOTO H3I0JI3BaHE Ha
CBILECTBYBAIUTE AITEPHATUBH, aKO HOBATA TEXHOJIOTHS 3aMEHH HACTOSIINTE;

* HaMaJIsIBaHE Ha pa3Xo0JUTe, CBbP3aHU ChC CIIECTSABAHUSA, KATO HAIIPUMED I10-
MAaJIKO XOCIIUTAIU3ALH U JP.

4.8. AHanu3 Ha 4YyBCTBUTEIHOCTTA.

ITpu ananu3a Ha OIOPKETHOTO Bb3JIEHCTBHE c€ OUAKBaT JBa TUIIA HECUTYPHH
JTAaHHU: HECUTYPHOCT IIPU CTOMHOCTUTE Ha BXOJAHUTE JJAHHU U CTPYKTYPHA HECUTYPHOCT,
CBbp3aHa C HampaBeHWTE IMpenanoyiokeHud. llpemoppuBa ce aHanM3bBT Ha
YYBCTBUTEIHOCTTA J1a C€ IPOBEXk/1a [0 HAUMH, KOMTO MO3BOJISIBa IPOMSIHA B CTOMHOCTHUTE
Ha U30paHUTe BXOJHU NapaMeTpH U CTPYKTYPHUTE MPENOI0KEHNUs, 3a 1a ce GopMHUpaT
MPaBI0NOI00HU aNTEPHATUBHU CLIEHAPHUH.

4.9. IlpencrapsiHe Ha pe3yaTaTUTE.

Tabauya Ne 1 Tabauya Ne 2




Bpoii nnu 151 OT mManueHTUTe, aKo HOBaTa bpoii wnm 151 OT ManMeHTuTe, ako HoBaTa
TEXHOJIOTHS ce peuMOypcupa texnonorusi HE ce peumOypcupa
TI'oguu| 'omguy| IN'ogud| ..| 'ogun Tomuu| I'ogud| 'oguH| ..| 'oogun

al a2 a3 aX al a2 a3 aXx

Hoga Hoga

TEXHOJIOTHUSA TEXHOJIOTHS

AnrepHaTuB AntepHaTuB

al al

AJTepHaTUB AJlTepHaTUB

a2 a2

AJTepHaTUB AJlTepHaTUB

ajl a3

Pazxonu (I'oguiien pazxon Pazxonu (I'oguiien pazxon
3a ManueHT*OpPoid MaMEHTH T'OIUIITHO ) 3a ManueHT*Opoii MAIMEHTH T'O/IUIITHO )
TI'ogusa (I'ogun ['oguH |..|I'oqna T'oguna| I'omus| I'ogun ['ogun

al a2 a3 aX al a2 a3 aXx

Hosa Hoga

TEXHOJIOTHS TEXHOJIOTHS

ANTEepHATUB AnTepHaTuB

a 1 al

ANTepHATUB AnTepHaTuB

a2 a2

ANTEpHAaTUB AnTepHaTuB

a3 a3

OO6mo OO0mo

pasxoau pasxoau

Bo3gaeiicTBueTo BBpXy OrOKETa € pasziMKaTa MEXIy JBaTa CIEHApHUs BbHB
BCSIKa OT ChOTBETHUTE FOJIMHU Ha aHanu3a. ['oquna 1 e mbpBaTa rbjiHa KajeHJapHa ToquHa
CJIeJl B3€MaHETO Ha PELICHUE 3a BbBEXKIAHE HA HOBATA TEXHOJIOTHSI.

BromxeTHo BB3IENCTBHE

1

T'ognnaa

2

I'onnaa

(+) Pa3xoau, ako HOBaTa TEXHOJIOTHA ce peuMOypcHpa

(-) Pazxomau Ge3 penMOypcaIis Ha HoBaTa TEXHOJIOTHS,
T.€. HACTOSIIA CUTYAITUs

T'ognnaa

.| TonnHa




(-) Pa3xonu, 3aruiamianu OT MalKeHTa o BpeMe Ha
aMOyJIaTOpHO JICUeHUE

006110 106aBeHU pa3Xxoau

[Tomydenure pe3ynraTu ciensa na 0baatT scHO (GOpMyIIUpaHH, KaKToO U JIa Ce
1ocoyaT OTPAaHUYCHUATA HA aHATU3A.

5. OneHka Ha 3ApaBHUTE TEXHOJOTHH 3a JICKAPCTBEHH MPOIYKTH,
NpeIHa3HAYCHH 32 CTICHU(UIHU TPYITU 3a00JIIBaHUSI.

[Tpu orieHka HA 3APAaBHUTE TEXHOJIOTHH HA JIEKAPCTBA CHPAIU CE€ MPEIOCTABS
UH(pOpMaIUs 110 OTHOLICHHE Ha e(h)UKACHOCTTA U TepareBTUYHATa €(peKTUBHOCT.

Ornenkara Ha 37paBHUTE TEXHOJOTUHU Ha JIEKApCTBATa CUPALM OTrOBaps Ha
CJICJTHUTE JIOTTBJIHUTEIIHA KPUTEPHU:

* MpEJCTaBsIHE TPE3 ONpEICIICH NEepUo, He MO-ABIBI OT €IHA TOAWHA, Ha
JIOITBJIHUTEITHH JTOKA3aTeJICTBA 3a MOJI3UTE OT IPUJIAraHeTO Ha JIEKAPCTBEHUS MPOIYKT;

* MPECTaBsIHE HAa MOJIeTH (MOe]l Ha MapKoB U JAp.), MPOCIIeAsIBAIIN X012 Ha
3a00JI51BaHETO;

* OIleHKa Ha 0a3a: CEpUO3HOCT, TEIKECT HA PAIKOTO ChCTOSHUE; HAIMYNC HA
QITEPHATHBA, KAKBM Ca Pa3XOJUTE 3a MAIMEHTA, aKO JIEKAPCTBEHHUAT NPOJYKT HE ce
peumOypcupa;

* MOPAJTHU ¥ €TUYHH ChOOPaKEHUS;

* HIKOHOMHUYECKaTa OI[CHKA U 00IIOTO OFOJKETHO BB3ICHCTBUE CE TIPEACTABAT
3a JIeKapCcTBa CHpaIy, KOUTO UMAT rojisiMa COIMAlTHA IT0JI13a, HE ¢a CTOHHOCTHO €()eKTHBHH
U TIXHATa yrnoTpeba € MoKa3aHa 3a CEpPUO3HHM CHhCTOSHHS, 32 KOUTO HsMa e(eKTHBHA
aITepHATHBHA TEPAITHSL.

6. adopmanus 3a MOpaJlHU ¥ €TUYHU aclleKTH Ha yrnoTpedara Ha 37paBHaTa
TEXHOJIOTHS (aKO HMa).

7. Pe3tome U noknanu (B MpUJIOKEHHNE) HA PEIICHUS U OLIEHKH OT JAbP)KaBHU
WHCTHUTYIUH 3a IeJITE Ha IPYTH HAITMOHAHU CUCTEMH Ha 37[paBeora3BaHe.

8. JlokazaTrencTBeH MaTepuall OT U3MOJI3BaHaTa INTEPaTypa.

9. Onuc Ha U3MOJI3BaHATA JIMTEpATYpa.

ITpunoxxenne Ne 6a xpm ui. 43, ai. 3
(Hogo - 1B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.)

Cnucok ¢ JICKAPCTBCHHU NMMPOAYKTH OT EcemmanHaTa JIUCTA Ha

CBeToBHATA 3APpaBHA opranusanus 3a HUTOTOKCUYIHO U XOPMOHAJIHO JICYCHHUEC HA
3JI0Ka4YeCcTBEeHU 3200/I9BaAHNS:

. Abiraterone (Hormones and antihormones);

. Anastrozole (Hormones and antihormones);

. Bendamustine (Cytotoxic medicines);

. Bicalutamide (Hormones and antihormones);

. Bleomycin (Cytotoxic medicines);

. Calcium folinate (leucovorin calcium) (Cytotoxic medicines);

. Capecitabine (Cytotoxic medicines);

. Carboplatin (Cytotoxic medicines);
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9. Chlorambucil (Cytotoxic medicines);

10. Cisplatin (Cytotoxic medicines);

11. Cyclophosphamide (Cytotoxic medicines);

12. Cytarabine (Cytotoxic medicines);

13. Dacarbazine (Cytotoxic medicines);

14. Dactinomycin (Cytotoxic medicines);

15. Daunorubicin (Cytotoxic medicines);

16. Dexamethasone (Hormones and antihormones);
17. Docetaxel (Cytotoxic medicines);

18. Doxorubicin (Cytotoxic medicines);

19. Doxorubicin (as pegylated liposomal)(Cytotoxic medicines);
20. Enzalutamide (Hormones and antihormones);
21. Etoposide (Cytotoxic medicines);

22. Fludarabine (Cytotoxic medicines);

23. Fluorouracil (Cytotoxic medicines);

24. Flutamide (Hormones and antihormones);

25. Gemcitabine (Cytotoxic medicines);

26. Goserelin (Hormones and antihormones);

27. Hydrocortisone (Hormones and antihormones);
28. Hydroxycarbamide (hydroxyurea) (Cytotoxic medicines);
29. Ifosfamide (Cytotoxic medicines);

30. Irinotecan (Cytotoxic medicines);

31. Leuprorelin (Hormones and antihormones);

32. Mercaptopurine (Cytotoxic medicines);

33. Methotrexate (Cytotoxic medicines);

34. Methylprednisolone (Hormones and antihormones);
35. Nilutamide (Hormones and antihormones);

36. Oxaliplatin (Cytotoxic medicines);

37. Paclitaxel (Cytotoxic medicines);

38. Pegaspargase (Cytotoxic medicines);

39. Prednisolone (Hormones and antihormones);
40. Prednisone (Hormones and antihormones);

41. Procarbazine (Cytotoxic medicines);

42. Tamoxifen (Hormones and antihormones);

43. Tioguanine (Cytotoxic medicines);

44. Triptorelin (Hormones and antihormones);

45. Vinblastine (Cytotoxic medicines);

46. Vincristine (Cytotoxic medicines);

47. Vinorelbine (Cytotoxic medicines).

[Ipunoxxenne Ne 7 kpm 4. 44, ai. 2

N3pazxonBanu (prHAHCOBU CPEICTBA 32 JIEKAPCTBEHM MPOIYKTH 3a OpOs MAlUEHTH 110
CBHOTBETHHUTE 3a00J1s1BaHus, 3a yieTo qomarrno Jedenrne H30K 3amnama HambaHO WM YaCTUYHO
JIEKapCTBEHU MPOYKTH 3a IEPUOJIa M. - M.



MK (HaumenoBanu| AT [Mexaynapoad| Tbprocko
b € Ha C | o HEaTeHTHO [HAUMEHOBAHH
KoJ | 3a0o0JiiBaHE |KOJ [HAMMEHOBaHUE e

JlekapcTBeH
a popma

bpoii bpoii | Croiinoc
OMAaKOBK | TAIIUEHT T,
u u 3ariaTeH
aor
H30K

bpoii 330J1, 00bpHaAIN ce KbM CHCTEMAaTa 10 ChOTBETHUTE 3a00JIIBaHUS, 32 YUETO JJOMAIITHO
neyenne H30K 3amaina HamrbIHO WM YaCTUYHO JIEKApPCTBA 32 MEPUOJA ......... | (IR T.

Kon |3abonsiBane bpoii 330J1, 00bpHaIN ce KbM
MKb cucremara Ha H30K o noBoja Ha

3a00JIIBAHETO

OTHOCHTENEeH ST CIPSIMO OOLIHs
opoii 330J1, o6bpHATH ce KbM

cucreMmara

[Ipunoxenue Ne 8 kbm ui. 54

OLEHDBYHA TABJIMIIA

Ilokazaren

OneHka

3abenexka (3amucBar ce
OTpPaHHYCHUS U YCIIOBUS,
IIPU KOUTO C€ MpeJiarar - 3a
gacT 1 - 3aIbJDKUTEIHO
MKSB - xox mo Hapenba Ne
38 na M3)

I. [Ipennarano HuBo Ha 3arutamane (wi. 53) (B %)

1. Ha JleKapCTBEHUTE NPOIYKTH 1O 1il. 6, all. 2, T.
2,3-100nacro - um. 53, 1. 1

2. Ha JIEKApCTBEHUTE MPOIYKTH 32 3a00JSIBaHUS C
XPOHUYHO MPOTHUYAHE, BOJICITH 10 TEKKH
HapyILIEHUs B KAYECTBOTO HA KUBOT WIH
WHBAJIMTU3AIMS 1 U3UCKBAIIH MPOIBIKUTEITHO
nmeuenue - 100 Ha cTo - wi. 53, 1. 2

3. Ha JIeKapCTBEHUTE MPOIYKTHU 3a XPOHUYHO
MPOTHUYAIY 3a00JIIBAaHUS C BUCOKA CTETICH Ha
pa3npocTpaHeHue Ha 3a00IeBaeMoCTTa - 75 Ha
cTo - wiI. 53, 1. 3

4. Ha JTIeKapCTBEHUTE MPOAYKTH 32 3a00JIIBaHUS
W3BBH T3 O T. 1, 2 1 3 - mo 50 Ha cTO

[TapameTpu (un. 54):

1. kpaiiHa onieHKa Ha KpuTepuuTe 1o 41i. 30

2. IOKA3aHUATA 3a IPUIIOKEHUE HA JIEKAPCTBEHUS
MPOJYKT ChITIACHO KpaTKaTa XapaKTEepUCTUKA 3a
BUJA JICUCHHUE!




pbKOBOJICTBA B PenyOnuka buirapus, a npu
JIMIICa Ha TaKMBA - CTAHJAPTHU 32 JIEUEHUE U

EBponeiickus cpro3

I[06paTa MCIUILHMHCKA IIPAKTUKA B CTPAHUTEC OT

a) OCHOBHO €THOJIOIMYHO/TIATOICHETUYHO 5T.

JeueHue

0) CUMIITOMAaTUYHO JIEUEHUE 2 T.

B) Npo(UIAKTUYHO JICYCHHE 4 1.

') MaJMaTUBHO JICYCHUE 1T

1) TOAIBPIKAIIO JIeUeHUE 3T 3aMecTUTeNHA Tepanus

€) IOI'BJIHUTEIIHO JICUCHUE It

3. conpanaHaTa 3HaYUMMOCT Ha 3a00JISBAHETO B 2T1. - 1A

PenyOiinka bwrarapus, 3a unero JieueHue ce 0T.-HE

M3M0J13Ba JIEKAPCTBEHUSAT MPOIYKT

4. IPOABIKUTEIHOCT Ha JICUEHUETO U U3X0]1 bbp30o u
ne(UHUTHBHO -
ST.
Jbaro u
e(eKTUBHO - 3 T.
[baro u
HEJOCTAaThYHO
e(eKTUBHO - 1 T.

5. TepaneBTUYEH aJrOPUTHM CHITIACHO 2 1. - JIA

YTBBbPACHUTE (papMaKo-TepaneBTUUHU O0t.-HE

HwuBo Ha 3arutamiase mo wi. 54 3a JeKapCTBEHU MPOIYKTH 10 Wwi. 6, an. 2, 1. 2 u 3 - 100 %.
HuBo Ha 3amnamane o wi. 54 3a 1eKapCTBEHU NPOAYKTH IO 4il. 6, ain. 2, T. 1:

- Hag 78 Touku - 100 %:;

- Ot 73 no 77 Touku - 75 %;

- Ot 68 1o 72 Touku - 50 %:;

- Ot 62 10 67 Touku - 10 50 %.




