HAPEJIBA 3a yciioBusiTa, IPABWIATA U PeAa 32 peryJupaHe u
PerucTprupaHe HA HEHUTE HA JIEKAPCTBEHUTE NMPOAYKTH

[Tpuera ¢ [IMC Ne 97 ot 19.04.2013 1., 06H., JIB, 6p. 40 ot 30.04.2013 r., B cuna ot
30.04.2013 1., u3m. u gor., 6p. 66 ot 8.08.2014 r., B cuna ot 8.08.2014 r., 6p. 92 ot 7.11.2014 1., B
cuna ot 7.11.2014 r., uzm., 6p. 107 ot 24.12.2014 r., B cuna ot 24.12.2014 r., u3m. u gor., 6p. 92
or 27.11.2015 r., 6p. 3 ot 12.01.2016 r., B cuma ot 1.12.2015 r., uzm., 6p. 14 or 19.02.2016 ., B
cuna ot 16.02.2016 r., 6p. 32 ot 22.04.2016 1. u Pemmennie Ne 13049 ot 3.12.2015 r. na BAC na Pb
- Op. 32 o1 22.04.2016 1., B cuna ot 22.04.2016 r.; u3Mm. u go1., 6p. 62 ot 9.08.2016 1., u3m., 6p. 74
ot 20.09.2016 r., B cuna ot 1.09.2016 1., 6p. 2 01 6.01.2017 1., B cruma ot 1.01.2017 r., u3M. u z01.,
op. 8 or 24.01.2017 r., 6p. 102 ot 22.12.2017 1., u3m., 6p. 94 ot 13.11.2018 r., u3m. u gor., 6p. 26
oT 29.03.2019 r., B crira ot 1.04.2019 r.; u3m. ¢ Pemenne Ne 9346 ot 18.06.2019 r. Ha BAC Ha Pb -
op. 58 or 23.07.2019 r., B cuna ot 23.07.2019 r.; usm. u gom., 6p. 62 or 6.08.2019 r., nom., 6p. 19
ot 6.03.2020 r., u3M. u jgor., 6p. 28 ot 6.04.2021 r., 6p. 66 ot 12.08.2025 r., B cuna ot 12.08.2025
r., u3M., op. 12 o1 30.01.2026 1., B cuma ot 1.01.2026 .

I'maBa nbpBa
ObIIHA ITOJIOXKXEHUA

Uin. 1. C mapendara ce onpeaesT:
1. ycnoBusiTa U npaBuiiaTa 3a peryjiipaHe Ha IIEHUTE Ha JIEKAPCTBEHUTE MPOIYKTH, OTIYCKAHU I10
JIEKapcKo Ipeanucanue, BkiIouBaHU B [lozutuBHus nexkapcrBeH cnuchbk (IVIC) m 3amnamanu c
yOJINYHU CPECTBA;
2. ycinoBMsTa W IpaBWiaTa 3a peryjvpaHe Ha MPEAETHUTE LIEHU Ha JIEKAPCTBEHUTE HPOIYKTH,
OTIIYCKaHU IO JIEKAPCKO INpearnucaHue, Kouto He ca BkiatodeHu B IJIC, npu nponpaxOata UM Ha
npeOHo;
3. ycnoBuATa U peIbT 3a PErMCTPUpPaHE HA LIEHUTE Ha JIEKApCTBEHHUTE MPOAYKTH, OTIYCKaHU 0e3
JIEKapCKO IMPEANNUCaHUE;
4. ycnoBuATa, NpaBWiIaTa U KPUTEPUUTE 3a BKIIOYBAHE, NPOMEHUM W/WIM HU3KIOYBaHE Ha
nekapcTBeHu npoayktu ot I1JIC;
5. (moBa — JIB, 6p. 92 or 2015 r.) ycnoBusTa, mpaBuUjaTa M KPUTEPUHUTE 3a MOJIbp)KAaHE Ha
peuMOypCHHUS CTaTyC Ha JIEKapCTBEHUTE MPOAYKTH, BKItoueHu B [1JIC;
6. (HoBa — JIB, Op. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) peast 3a
MIOCTBHIIBAHE HA JIOTOBOPUTE 3a MPEIOCTABSIHE HA OTCTBHIKHU 32 JIEKAPCTBEHUTE MPOAYKTH 10 4il. 45,
an. 10, 13 u 21 ot 3akona 3a 3apaBHOTO ocurypsasane (330) u Ha criopazyMeHusTa 1o wi. 262, ai.
12 ot 3axoHa 3a JE€KapCTBEHUTE MPOAYKTH B XyMaHHaTa MeaunuHa (3JIIIXM);
7. (mpegumna 1. 5 — IB, 6p. 92 ot 2015 r., mom., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.)
yCIIOBUSITA U PEIbT, MO0 KOHTO MuHHcTepcTBOTO Ha 3apaBeona3BaHero (M3) m Hammonannara
3npaBHoocuryputensa kaca (H30K) morar na npassat npeanoxkenust 10 HarpoHanHust ¢bhbBeT 1o
LIEHU U peuMOypcupaHe Ha JIEKapCTBEHUTE NPOAYKTH, HapuyaH Mo-Hatarbk "CbBera', 3a
npepasriexaHe Ha BKIIOUEHH JiekapcTBeHH npoaykTu B IIJIC, kakTo 1 MOTHBUpPAHO Jja MOMCKAT
M3BbpIIBaHE HA OIIEHKA Ha 3/[paBHUTE TEXHOJOTUH HA BKJIIOUEHU JieKapcTBeHH npoaykTu B [1JIC;
8. (mpemumuHa 1. 6 — JIB, 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna or 1.04.2019 r.)
YCIIOBHUSATA U PEABT 3a OIIEHKA Ha 3/IpaBHUTE TEXHOJOTUH;
9. (moBa — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) ycnoBusaTra, peabT U KPUTEPUUTE, T10
KOUTO C€ OMNpEAENAT JIEKapCTBEHUTE MPOAYKTH, 32 KOUTO ce€ MpociesBa eheKThT OT Tepanusra,
CPOKBT U JIeUeOHHUTE 3aBEICHNUS, B KOUTO CE U3BBPILIBA;
10. (moBa — JIB, 6p. 28 ot 2021 r.) peabT, MO0 KOWTO c€ TeHEpUpa M BIHCBA B PETUCTHPA MO 4. 7,
an. 1, T. 4 HaMOHAJIeH HOMeEP 3a UACHTU(UKAIMS HAa BCEKH JIEKApPCTBEH MPOAYKT;
11. (HoBa — JIB, Op. 28 ot 2021 r.) peast, no koito M3nmbiaHUTENHATa areHIUs IO JieKapcTBaTa
(MAJI) npenocraBst Ha CbBera MH(OpMAIMs 3a pa3pelieHUTe 3a ynorpeda W perucTpupaHuTe
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JIEKapCTBEHU MPOJYKTHU Ha TepuTopusaTa Ha Peny6nuka bearapus u paspemieHute 3a ynorpeda mno
[EHTpaJIM3MpaHa MpoLeypa JIEKapCTBEHU MPOAYKTH o pena Ha Permament (EO) Ne 726/2004 na
EBpomneiickus napinament u Ha CobBera oT 31 mapt 2004 r. 3a ycTaHOBABaHE Ha MPOLEAYPU Ha
OOmHOCTTa 32 paspeniaBaHe ¥ KOHTPOJI Ha JIGKAPCTBEHU MPOJYKTH 32 XyMaHHA M BETEpUHApHA
yrnotpeba u 3a ch3aBaHe Ha EBpornelicka areHuus mno JieKkapcTBara;

12. (moBa — /IB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) mpaBata u 3anbpkeHusta Ha CbBera
kato wieH Ha KoopaunanmonHata rpyna u noarpynu mno wi. 3 ot Permament (EC) 2021/2282 nHa
EBpornelickus mapnameHT U Ha CuBera or 15 nmekemBpu 2021 roavHa OTHOCHO OLIEHKAaTra Ha
3IpaBHUTE TEXHOJIOTWHU U 3a u3MeHeHue Ha JlupektuBa 2011/24/EC (OB, L 458 ot 22 nexemBpH
2021 r.), napuuan no HataTbk "Permament (EC) Ne 2021/2282".

Y. 2. (1) (U3m. — IB, Op. 12 ot 2026 1., B cuna ot 1.01.2026 r.) Llena Ha nexapcTBEH
npoaykt, BkatouBaH B [1JIC u 3amnaman ¢ myOJIMYHU CPENICTBA, € IIeHATa B €BPO, YIBBPACHA OT
CobBera.

(2) LUenara mo an. 1 e u mpeaenHa lieHa Ha JIEKAPCTBEHUTE MPOAYKTH MPU MpojaakdaTa UM Ha
IpeOHo.

(3) (M3m. — B, 6p. 12 ot 2026 r., B cuna ot 1.01.2026 r.) IIpenennara meHa Ha JIGKAPCTBEH
MPOJYKT, OTIYCKaH IO JIEKAPCKO Mpeanucanue, kouto He e BkitoueH B [1IJIC, e nenata B eBpo,
yTBBpJcHa OT ChBETa, KOATO € MAaKCHMAITHO JOIYCTHMA IIPH MPoaaxdara My Ha ApeOHO.

(4) (M3m. — OB, 6p. 12 ot 2026 1., B cuna ot 1.01.2026 r.) llenara Ha nekapcTBEH MPOAYKT,
OTITyCKaH 0€3 JIEKapCKO MpeIICcCaHne, € MaKCHMaJTHATa IPOJaKHa IieHa Ha JPeOHO B €BPO, 3asBEHA
OT MIpUTEkKATEIs Ha pa3pelIeHUeTo 3a ynorpeda u peructpupana ot ChBeTa.

(5) (dom. — B, 6p. 66 ot 2025 r., B cruta ot 12.08.2025 1.) 3a nekapCTBEHUTE MPOIYKTH, 32 KOUTO
€ TMOJIyUeHO pa3pelieHre 3a MapajielieH BHOC/yBEIOMIICHHWE 3a MapaliellHa AUCTPUOyIHs, ce
YTBBPIKJaBa/perucTpupa 1eHa 1o pena Ha Hapezaoara.

UYn. 3. KoraTto B pa3penieHreTo 3a ynorpeda Ha JIEKapCTBEH MPOAYKT € MOCOUYEH PEXUM
Ha TMpeAnucBaHe '"MO JIEKapCKO TMpeAmnucaHue U 0Oe3 JeKapcKko IMpeanucaHue", I[eHarta Ha
JIEKapCTBEHMSI IPOJIYKT ce 00pa3yBa M0 pejia Ha IiiaBa TpeTa.

UYn. 4. (Jon. — IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) JIekapcTBeH MPOIYKT MOXKeE
7la ce TpoJIaBa Ha TEPUTOPHATA HA CTPaHATa caMo CJIe]l BJIM3aHETO B CHJjla Ha perieHneTo Ha CbBera
3a YTBBp)KJAaBaHE Ha IICHA/TIpelieNTHA [[€HA WM pPETUCTpUpaHe Ha I€Ha, C HW3KJIIYEHHE Ha
JIEKapCTBEHHUTE MPOAYKTH 10 Wwi. 9 u 266a ot 3JITTXM.

Yn. 5. (1) (U3m. — IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., 6p. 66 ot 2025 1., B
cuna ot 12.08.2025 r.) JlekapcTBeH NMPOAYKT MOXKE Ja Ce€ IMpojaBa Ha II€Ha, HE IMO-BHCOKA OT
yIBBpACHATa ILIeHAa 0 4i. 2, ain. 1 m 5, oT mpenenHarta meHa nmo wi. 2, an. 3 U 5 nuiam or
perucrpupaHaTa 1eHa o wi. 2, an. 4 u 5.

(2) Bcexku ThproBer Ha IpeOHO € JTbXKEH Ja MOCOYM IMpoJakHaTa IleHa BbpPXY ONAKOBKaTa Ha
JIEKapCTBEHHS MTPOAYKT Ha 0003HAYEHO OT IPOU3BOJUTEIS MSCTO.

(3) BkiroyBaHuTe LIEHU Ha JIEKapCTBEHHUTE NMPOJYKTH B CTOMHOCTTa Ha OKa3aHaTa OT JeyeOHUTe
3aBEJICHUS MEIWITMHCKA TIOMOIl HEe MOrar Ja OBJaT MOo-BHCOKM OT IIEHATa, Ha KOSTO JICYeOHOTO
3aBeJICHHE € 3aKYIUIIO JIEKAPCTBEHUS NMPOIYKT OT ThproBela Ha eJipo.

(4) (HoBa — JIB, 6p. 26 ot 2019 r., B cuia ot 1.04.2019 r., ot™m., O6p. 62 ot 2019 r., B cuia ot
6.08.2019 1.).

(5) (HoBa — 1B, 6p. 62 ot 2019 1., B cuna ot 1.11.2019 r.) JlekapcTBeH MPOIYKT HE MOXE Ja C€
MpojaBa Ha JeyeOHUTe 3aBeIeHUs MO Wi. 5 OT 3aKoHa 3a JieyeOHUTE 3aBe/leHHUs M Ha JieueOHUTe
3aBe/ICHUSI C JBP)KABHO W/WiM OOmMMUHCKO ydacthe mo wi. 9 m 10 ot 3akoHa 3a nedeOHHTE
3aBeJICHUA Ha 1IeHa, [T0-BUCOKa OT CTOMHOCTTA, ONpe/ieNieHa 10 peaa Ha ui. 55.

(6) (HoBa — JIB, 6p. 92 ot 2015 r., B cuma ot 1.01.2017 1. - u3m., 6p. 74 ot 2016 r., B cuia oT
1.09.2016 r., ot™., 6p. 2 ot 2017 r., B cuna ot 1.01.2017 r., npeaumna an. 4, usm., 6p. 26 ot 2019
r., B cuna ot 1.04.2019 r., mpeaummna an. 5, 6p. 62 ot 2019 r., B cwma ot 1.11.2019 r.) 3a
JeKapcTBeHUTe Npoayktu, BkiatodeHH B IIJIC mo wi. 262, an. 6, T. 1 ot 3JIIIXM c HuBO Ha
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3arutamane 100 Ha cTo, HE ce HauMclsABa HaJ0aBKa 32 THProOBEIl HA IPEOHO MPH OTITYCKAHETO MM B
anTeka.

Y. 6. (1) B [To3uTuBHUSA J€KapCTBEH CIUCHK CE€ BKIIOYBAT Pa3pelieHH 3a yrnoTpeda 1mo
pena Ha 3JIIIXM nexapcTBEHH MPOAYKTH, KIACHPHUIMPAHU N0 (HapMaKOJIOTUYHU TPYIU CHIVIACHO
KOJIa 110 aHATOMO-TepaneBTUYHO-xuMHuHaTa kiacuduxamnus (ATC).

(2) I1o3UTUBHUSAT JICKAPCTBEH CIUCHK CE€ ChCTOU OT YETUPHU MPUIIOKEHHUS U BKIIIOYBA!

1. (m3m. — JIB, Op. 92 ot 2015 r.) nexapcTBeHM NPOJIYKTH, NpEeAHA3HAYEHU 3a JICUCHUE Ha
3a00IsIBaHMsI, KOUTO ce 3artamar mo peaa Ha 330;

2. IeKapCcTBEHU MPOIYKTH, 3aIlIalllaHy OT OI0/KEeTa Ha JIeueOHHUTE 3aBeIeHU 0 Wi. 5 OT 3aKoHa 3a
neyeOHUTE 3aBeJeHUS M OT OJUKeTa Ha JICYeOHHWTE 3aBelEHHS C IBbPKABHO W/WIM OOIIMHCKO
yuactre o wi. 9 u 10 ot 3akoHa 3a 1e4eOHUTE 3aBEICHUS;

3. IeKapCTBEHU MPOIYKTH, IpeaHazHadeHu 3a yedenne Ha CIIMH, Ha nHbeknno3nu 3a00nsBaHus,
Ha 3a0o0ssBaHus M3BBbH oOxBaTta Ha 330, 3aruramanu 1o peaa Ha 4wi. 82, am. 1, T. 8 or 3akoHa 3a
3IpaBETO, KAKTO M BAKCHHMU 32 3abJDKUTEIHHM UMYHH3alMM W PEUMYHHM3AlMHU, BAKCUHHU TIO
CHelMalHi  TOKa3aHUus M TNpU  HU3BBHPEAHM  OOCTOSTENCTBA, CHEHUPUYHU  CEpPYMH,
MMYHOTJIOOYJIMHY, OTIpeAeIeHN ¢ Hapeaoara 1o 4wi. 58, an. 2 oT 3aKoHa 3a 37ApaBeTo;

4. mpenernHa 1I€Ha Ha JIEKAPCTBEHUTE MPOTYKTH 110 4iI. 2, all. 2 TI0 €JIeMEHTH.

(3) (U3m. — 1B, 6p. 92 ot 2015 r., 6p. 26 oT 2019 1., B cua ot 1.04.2019 1., mom., 6p. 28 ot 2021
r.) B mpunosxxenusra Ha [JIC no an. 2, 1. 1 — 3 ce mocouBat: ATC koJi, MEXTyHapOIHO HETTaTEHTHO
HaumeHoBanne (INN), HamMeHOBaHHME Ha JICKAPCTBEHUS NPOAYKT, JICKapcTBeHara ¢dopMa u
KOJMYECTBOTO HA aKTUBHOTO JIEKAPCTBEHO BEILIECTBO, OKOHYATETHA OMAKOBKa, MPHUTEKATEN Ha
paspemenueTo 3a ynorpeda, [IJI/l/TepaneBTruueH Kypc/KOHIIEHTpalms/o0eM, IieHara o wi. 261a,
an. 1 or 3JIIXM, pedepeHTHa CTOWHOCT, CTOMHOCT 3a OIAKOBKa, M34HCIeHAa Ha 0a3ara Ha
pedepeHTHa CTOWHOCT, HUBO Ha 3allIalllaHe Ha JICKAPCTBEHUS MPOIYKT, TEPANICBTUYHH MTOKA3aHUS U
3a00NsBaHUs 10 MEeXAyHapoAeH kon Ha 3abonsBanuara (MKB), mpousBoauTen/mpous3BoAUTENH,
uHdopManug 3a OrpaHMYEHUSTA B HAayMHA Ha NPEANUCBAHE MpPHU Pa3TUYHH HHJUKAILINU,
HAI[MOHAJICH HOMED 32 UICHTU(PHUKAIUS Ha JIEKAPCTBEHHUS MPOIYKT M TOTBIHUTEIIHA HHPOPMAITHSI.
(4) (U3m. — 1B, 6p. 26 ot 2019 r., B cuma or 1.04.2019 r.) 3a nexapcTBEeHHUTE MPOAYKTH
pedepeHTHaTa CTOWHOCT ce ompexaess Ha 0a3ara Ha ompeneneHa aedUHUpaHA THEBHA 1033 WU
TepaneBTHYEH KypcC, UM KOHIEHTPAIUs, UK 00eM.

(5) (Hoea — /1B, 6p. 28 ot 2021 r.) [103UTHUBHUAT JE€KapCTBEH CIUCBHK ChAbpXkKa HHPOpMAIUL
OTHOCHO BHJIa Ha JIEKapCTBEHHUS NMPOAYKT, ONpPENENEH B IMpOIEeAypaTa MO pa3pellaBaHeTO My 3a
ynotpeba. Mudopmanusara 3a Bua Ha JEeKapCTBEHHs MPOAYKT ce mpeactasst oT MAJl B 7-nHeBeH
CPOK OT MOCTBIIBAHETO Ha 3amuTBaHe OT cTpaHa Ha CbBeTa 3a BCEKM KOHKPETEH JIEKAPCTBEH

MPOJYKT.

Yn. 7. (1) CbBeThT NoAIbPKA U AKTyATU3Upa MyOIUYHUTE PETHUCTPH Ha!
1. neHuTe Ha JEKapCTBEHUTE MPOAYKTHU IO Wi. 2, ai. 1;
2. LIEHUTE Ha JIEKaPCTBEHUTE MIPOAYKTH 110 4. 2, aj. 3;
3. IEHUTE Ha JIEKAPCTBEHUTE MPOAYKTHU IO WI. 2, aj. 4;
4. (moBa — JIB, 6p. 28 ot 2021 r.) HaLMOHATHUTE HOMEpA 3a WAECHTHU(HUKAINI Ha JEKapCTBEHHUTE
MPOJYKTH.
(2) CeBeTbT moABpIKa M akTyanu3upa [103UTHBHUS IeKapCTBEH CIUCHK.
(3) Peructpure no an. 1 u IVIC ce o6sBsBaT Ha MHTEpHET cTpaHulaTa Ha CbBerTa.
(4) (Or™m. — IB, 6p. 26 o1 2019 1., B cuna ot 1.04.2019 1.).
(5) U3m. — 1B, 6p. 26 ot 2019 r., B cumna ot 1.04.2019 r.) CbBeTbT nyONMKyBa Ha UHTEPHET
CTpaHMIIaTa CU WH(pOpMalUs 32 Abp)KaBHUTE MHCTUTYIUH, OTTOBOPHHU 32 1I€HOOOpA3yBaHETO U
penMOypcrpaHeTo, ¥ HOPMAaTUBHUTE aKTOBE Ha JIBP)KABUTE WICHKH MO wWi. §, ai. 1, T. 1, KakTo #
MHTEpHET aIpecuTe, Ha KOUTO ce MyOJUKYBAT IEHUTE Ha JIEKApCTBEHUTE POTYKTH.
(6) (Hoa — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) CbBeTbT nyOIMKyBa HAa UHTEPHET
CTpaHHULaTa CH Pe30MeTa Ha JOKJIa U 32 OLEHKA Ha 3/IpaBHUTE TEXHOJIOTUHU. JloKiiaguTe 3a OllCHKa
Ha 3[IpaBHUTE TEXHOJOTMM MoraT na ObJaT MyOJMKyBaHM caMoO CJEJ MPEeIOCTaBEHO MUCMEHO
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chbryacue OT ChOTBETHHMSI MPUTEXKATET Ha pa3pellieHueTo 3a ynorpeda Ha OLICHSIBAHUS JIEKAPCTBEH
MPOJIYKT.

Y. 7a. (Hos — JIB, 6p. 28 ot 2021 r.) (1) (M3m. — JIB, 6p. 66 ot 2025 r., B cuia ot
12.08.2025 r.) [IpurexkaTten Ha pa3pemieHre 3a yrnoTpeda Wik HEroB yITbIHOMOIICH MPEICTaBUTEI
nonasa 10 ChbBeTa yBeJIOMIICHHE TI0 oOpasel, yrBbpacH oT ChBeTa, 332 HAMEPEHHUE 3a MOIaBaHe Ha
3agBneHne 3a BkmouyBaHe B IIJIC Ha JiekapcTBEH TPOMYKT, MPHUHAIJIEKA] KbM HOBO
MEXyHAPOJAHO HEMATCHTHO HAaWMEHOBAaHHWE, 32 KOWTO 1€ C€ HM3BBPIIM OIICHKA Ha 3JpaBHUTE
TEXHOJIOTUH chIulacHO ui. 30a.

(2) (U3m. — [IB, 6p. 66 ot 2025 1., B cruta ot 12.08.2025 1.) YBegomiieHueTo 1o aji. 1 ce mojgasa B
CpOK He mo-kbcHO OT 10 gHU cien mojgaBaHe Ha 3asiBiieHne no wi. 6 ot Permament (EO) Neo
726/2004 u cpabpka nHGOpMaNUATa, MOcoUeHa B npuioxenue Noe 1.

(3) CeBerpT myOMMKyBa €XKETrOJHO Ha HHTEPHET CTpaHMIaTa cHM 0000meHa WHpopmauus 3a
JICKApCTBEHHUTE TPOIYKTH, 32 KOMTO € TI0JIaJICHO YBEJIOMJICHHUE TI0 al. 1.

I'naBa BTOpa
OBPA3YBAHE HA IEHA HA JIEKAPCTBEH ITPOAYKT,
BKJ/IIOYBAH B IIOBUTUBHUS JIEKAPCTBEH CIITMCBK
N 3AIIVIAIIAH C ITYBJIMYHU CPEACTBA

UYn. 8. (1) Lenara Ha nexapctBeH npoaykT, BkiaouBad B [IJIC u 3amnaman ¢ myoauyHu
CpeAacTBa, ce 00pa3yBa OT CIEJIHUTE €JIEMEHTH:
1. (m3m. — IB, 6p. 26 ot 2019 r., B crita ot 1.04.2019 r., 6p. 12 o1 2026 1., B cuia ot 1.01.2026 1.)
LI€Ha Ha [IPOU3BOJUTEI, KOATO HE MOXKE J1a Ob/I€ MO-BUCOKA OT CTOMHOCTTA B €BPO HA Hall-HHUCKAaTa
[[EHA Ha MPOM3BOAMUTEN 3a ChIIUS JieKapcTBeH NpoAykT B bemnrus, ['vprus, Wcnanus, Wrtanus,
JlatBus, JIutea, Pymbaus, CnoBakusi, CnoBenus u @paHius;
2. (m3m. — JIB, 6p. 26 ot 2019 r., B cmma ot 1.04.2019 r.) HagOaBKa 3a THProBell Ha €IPO B pa3Mep
7, 6 1 4 Ha cTO OT 3asiB€HaTa 1o T. | 1IeHa ChOOPa3HO KpUTEpHs, OIIPEIeeH B Wi. 9;
3. (m3m. — [IB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) HaxbaBKa 3a THProBsel Ha JAPeOHO B
pa3mep 20, 18 u 16 Ha cTo OT 3asiBeHaTa 1o T. | 1leHa ChbOoOpa3HO KpUTEpHUs, ONpeaesieH B uil. 9.
(2) Llenara Ha nekapcTBeH NpoaAyKT, BkiItouBaH B [1JIC, ce uzuucnspa kaTto cOOp OT €IEMEHTHTE 110
an. 1, 1. 1,2 u 3 u 1aubK BpXy 100aBeHAaTa CTOMHOCT.
(3) (M3m. u mon. — 1B, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., ot™m., Op. 26 oT 2019 1., B cuna ot
1.04.2019 r.).
(4) (U3m. — 1B, 6p. 92 ot 2014 ., B cuma ot 7.11.2014 r., Op. 26 o1 2019 1., B cuna ot 1.04.2019 1.)
Koraro 3a nekapcTBeH NpOJYKT HE MOXKe Ja ObJe HaMepeHa 1IeHa Ha MPOU3BOJMTEN 3a ChIIUS
JIEKapCTBEH MPOJYKT B CTPaHUTE, MOCOYEHHW B aji. 1, T. 1, 3asgBeHara IieHa Ha MPOM3BOAMTEN HE
MOXe Ja ObAe TMO-BUCOKAa OT HaW-HUCKaTa IleHa Ha [POU3BOJIUTEN/TIPOU3BOJAUTEINH,
BIIMCaH/BIMCAaHU B pa3pelleHHeTo 3a yrnoTpeba/perieHneTo Ha EBporeiickata KOMUCHS, U3a/IlEeHO
no pena Ha Permament (EO) Ne 726/2004 na EBponeiickus napiameHT u Ha CbBeta oT 31 mapr
2004 r. 3a ycraHoBsiBaHe Ha mpoueaypu Ha OOLIHOCTTa 3a pa3peliaBaHe W KOHTPOJ Ha
JIEKapCTBEHM NPOAYKTH 3a XyMaHHa M BETepuMHaApHa ymnoTpeda U 3a ch3faBaHe Ha EBpormeiicka
areruus no Jekapcrara (OB, L 136 ot 30 anpun 2004 r.), Ha J1€KapCTBEH MPOAYKT ChC CHUIOTO
MEXIyHApPOJAHO HEMATeHTHO HaWMEHOBaHHE, JIEKapCTBeHa (opMa, KOJMYECTBO Ha AKTHBHOTO
BEIIECTBO B JI030Ba €IMHMIIA B CTpaHuTe 1o ai. 1, T. 1.
(5) (HoBa — JIB, 6p. 92 ot 2015 1., B cuna ot 1.01.2018 1. - u3m., 6p. 8 ot 2017 r.; u3m., 6p. 94 ot
2018 ., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) Koraro 3a nekapcTBeH MPOAYKT HE MOXKe Jia
ObJie HaMepeHa 1IeHa Ha MPOU3BOAUTEN 3a ChIIMS JEKapCTBEH MPOJYKT B CcTpaHuTe o an. 1, T. 1,
KaKTO W II€HA Ha MPOM3BOAMTEN ChIIACHO ail. 4, 3asBeHAaTa I[eHAa Ha MPOU3BOJUTENl HE MOXE Ja
ObJie MO-BHCOKA OT HAW-HUCKATa 1I€Ha Ha MPOU3BOAMTEN Ha JIEKAPCTBEH MPOIYKT ChC CHIIOTO
MEXIYHApOJAHO HEMaTeHTHO HAMMEHOBaHHE, JieKapcTBeHa (opma, KOJIUYECTBO HA AKTUBHOTO
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BEIIIECTBO B JI030Ba €IMHUIIA, KOUTO CE CUMTA 3a peepeHTeH Mo cMuchia Ha wi. 28 oT 3JIIIXM u e
BitoyeH B [TJIC.

(6) (HoBa — /1B, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r., ot™., 6p. 28 ot 2021 r., HOBa, Op. 66 OT
2025 r., B cuia ot 12.08.2025 r.) llenara Ha mpousBoauTesl mo ain. 4 U 5 ce U3UYUCISABA IO
METO/IMKa, IpHeTa ¢ pemeHue Ha CbBeTa, U ce MyOJIMKyBa Ha O(pUIIMATHATA HMHTEPHET CTPAaHUIIA Ha
CsbBera.

(7) (HoBa — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) Ilena Ha mpou3BOAUTEN B CTPAHUTE TIO
am 1,t.1,an.4—-6e¢:

1. menara, oOsBeHa 3a IleHA HA MPOWU3BOAMTE M OIOBECTCHAa OT CHOTBETHUTE IbP)KaBHU
WHCTUTYIIUU, BKJIIOYUTECITHO HA HMHTEPHET aapecuTe, Ha KOWTO Ce€ NyONHMKyBaT IIEHUTE Ha
JIeKapCTBEHHUTE MPOAYKTH, u/vu B 6a3ata nanaun EURIPID Collaboration;

2. (mon. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) uenara, u34ucieHa Bb3 OCHOBAa Ha
HOpMAaTHBHATA ypea0a Ha Jbp)KaBUTE IO aj. 1, T. 1, B ciyyanTte, B KOUTO IbP)KAaBHUTE HHCTUTYLIUU
ca OTIOBECTUJIM IIEHA Ha ThProBeIl Ha eIpo/apeOHo u/uim e onoBecTeHa B 6azara manau EURIPID
Collaboration.

Uin. 8a. (HoB — JIB, 6p. 62 ot 2016 r.) (1) (M3m. — IIB, 6p. 26 ot 2019 r., B cuna ot
1.04.2019 r.) [Ipn mpoBepka Ha ILleHaTa Ha MPOU3BOAUTEN MO WI. § HA JIEKAPCTBEH MPOJIYKT
ChBeThT M3MON3BA IMYOJUKYBAHUTE OT JbPKABHUTE WHCTUTYIIUHU [IEHU, KAKTO U HHPOpPMAIIHAITA OT
6azara nanuu no Crnopazymenueto 3a ceBMecTHa AeiiHocT EURIPID Collaboration (Criopazymenue
3a ChbBMECTHA JICHHOCT 110 OTHOIIEHHE HA IEHOOOPa3yBaHETO U PEUMOYPCHPAHETO Ha JIEKAPCTBEHU
MIPOJYKTH).

(2) Ilpu pazmMuHaBaHe Ha LIEHWUTE, MyOJUKYBAaHU OT CbOTBETHATa IbpXKaBa, U Te3u B 0azara JaHHU
o Cnopazymenueto 3a chBMecTHa AeitHocT EURIPID Collaboration ce B3ema mo-6naronpusiTHaTa
3a 3asBUTEIIS [ICHA.

(3) (HoBa — 1B, 6p. 102 ot 2017 r.) KoraTo npu nmpoBepkaTa mo aji. 1 1eHa Ha IpOU3BOAMUTEN 32
JIEKapCTBeH TMPOAYKT/JEKAPCTBEHM TMPOAYKTH CE€ YCTAaHOBM camMo B 0a3ara JaHHU IO
Cnopasymenuero 3a cpBMmectHa aeitHoct EURIPID Collaboration, nienara ce B3emMa MpeaBua Clex
MOTBBPXKACHUE OT JbpKaBHATA MHCTUTYLMS HA CbOTBETHATA JbpPKaBa.

U 9. (1) (U3m. — IB, 6p. 26 or 2019 r., B cuna ot 1.04.2019 r., 6p. 12 ot 2026 1., B
cwia ot 1.01.2026 r.) B ciyuaii ue 3asBeHara 1ieHa Ha nmpou3BoauTen € 10 5,11 eBpo, pazMepsT Ha
HaJ0aBKUTE 3a THProBEll Ha €IpO W 3a THhProBell Ha APeOHO, KOUTO ce€ J00aBAT KbM Hes, €
cboTBeTHO 7 1 20 Ha cTO.

(2) (U3m. — [IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., 6p. 12 ot 2026 1., B cuna ot 1.01.2026 1.)
B cnywail ye 3asBeHaTa LleHa Ha NPOMU3BOAMUTEN € B rpanunure or 5,12 espo no 15,34 espo
pa3MepbT Ha HaJ0aBKHUTE 3a THProBell Ha €po U 3a ThProBel Ha JpeOHO, KOUTO ce J00aBAT KbM
Hes, € choTBeTHO 6 1 18 Ha cTO.

(3) (U3m. — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., 6p. 12 ot 2026 1., B cuna ot 1.01.2026 1.)
B cnyuail ye 3asBeHaTa LieHa Ha mpousBoauTen € Haj 15,34 eBpo, pazMepbT Ha HaJOABKHUTE 3a
THProBel] Ha €IpO U 3a ThProBell Ha APeOHO, KOUTO ce 100aBIT KbM Hesl, € CbOTBETHO 4 Ha CTO, HO
He noBeye ot 5,11 eBpo, u 16 Ha cTo, HO He oBeue oT 12,78 eBpo.

I'naBa Tpera
OBPA3YBAHE HA INPEJIEJIHA IEHA HA JIEKAPCTBEH
IHPOAYKT, OTIITYCKAH I10
JIEKAPCKO INPEAIIMCAHMUME 110 YJ1. 2, AJI. 3

Un. 10. (1) Ilpemenmnara 1ieHa Ha JIEKAPCTBEH MPOJIYKT, OTMYCKaH II0 JIEKApCKO
npeanvucanue, kouto He e BktodeH B [IJIC, ce oOpa3yBa OT cieiHUTE €IeMEHTH:
1. (m3m. — IB, 6p. 26 ot 2019 r., B cua ot 1.04.2019 r., 6p. 12 ot 2026 1., B cumna ot 1.01.2026 1.)
[[eHa Ha MPOU3BOJIUTEIN, KOATO HE MOXe J1a ObJe T0-BUCOKA OT CTOWHOCTTA B €BPO HA Haii-HHUCKATa
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IIEHa Ha MPOM3BOAMUTEN 32 ChIIUSA JIEKapCTBEH NpoAaykT B bemnrus, ['vsprus, Wcmanus, Wrtamus,
JlatBus, JIutea, Pymbaus, CnoBakusi, CnoBenus u Opanius;

2. (m3m. — JIB, 6p. 26 ot 2019 r., B cmma ot 1.04.2019 r.) HagbaBKka 3a THProBell Ha €IPO B pa3Mep
7, 6 win 4 Ha cTO OT 3asBEHATa 10 T. 1 1leHa chboOpa3HO KpHUTEpHs, onpeaesieH B wi. 11;

3. (m3m. — [IB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) HagOaBKa 3a THprosel Ha JAPeOHO B
pasmep 20, 18 unu 16 Ha cTo OT 3asiBeHarta 1o T. | eHa cho0pa3HO KpUTepus, onpeaeseH B wi. 11.
(2) IIpenennara 1ieHa Ha JIEKQpCTBEH MPOJYKT C€ U3UUCISABA KaTO cOOp OT €JIeMEHTHUTE 1o ai. 1, T.
1,2 u 3 u naHbBK BbpPXY AOOaBEHATa CTOMHOCT.

(3) (U3m. — JIB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., 6p. 26 o1 2019 1., B cuna ot 1.04.2019 1.)
[lena Ha mpou3BoauTEN B cTpanuTe mo ai. 1, 1. 1 e:

1. nenata, oOsiBeHa 3a II€Ha Ha MPOM3BOAMUTEN U OINOBECTEHA OT CHOTBETHUTE IbP>KaBHU
WHCTUTYLIMU, BKJIIOUYUTETHO HA MHTEPHET aJpecuTe, Ha KOWUTO c€ NyOJMKyBaT LIEHUTE Ha
JIeKapCTBEHHUTE MPOoAYKTH, u/win B 6a3ata nanaun EURIPID Collaboration;

2. (mon. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) uenara, u34ucieHa Bb3 OCHOBAa Ha
HOpMaTUBHATa ypenda Ha Abp)KaBHUTE 10 al. 1, T. 1, B ciiydyaurte, B KOUTO IbP>KaBHUTE WHCTUTYIIUU
ca OTIOBECTUJIM IIEHA Ha THPTOBEIl Ha eIpo/IpeOHO u/uiu e ornoBecTeHa B O0a3ata nanau EURIPID
Collaboration.

U 11. (1) (M3m. — [IB, 6p. 26 ot 2019 ., B cuia ot 1.04.2019 1., 6p. 12 ot 2026 ., B
cuwia ot 1.01.2026 r.) B ciyuaii ye 3asiBeHara 1eHa Ha mpou3BoauTen € 10 5,11 eBpo, pa3mepsT Ha
HaJ0aBKUTE KbM Hes 33 ThProBell Ha €O U 3a ThProsell Ha ApeOHO € cboTBeTHO 7 1 20 Ha CTo.

(2) (U3m. — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., 6p. 12 ot 2026 1., B cuna ot 1.01.2026 1.)
B cnydaii ye 3asBeHaTa IieHa Ha MPOU3BOJAUTEN € B rpaHunure ot 5,12 eBpo no 15,34 eBpo
pa3MepbT Ha HaJI0AaBKUTE KbM Hesl 32 THProBel] Ha PO U 3a ThProBell Ha JpeOHO € ChbOTBETHO 6 U
18 Ha cro.

(3) (U3m. — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., 6p. 12 ot 2026 1., B cuna ot 1.01.2026 1.)
B cnyuait ye 3asBeHaTa 1eHa Ha mpou3BoauTen € Hax 15,34 eBpo, pa3MepbT Ha HaAOABKUTE KbM
Hes 32 ThPrOBEIl Ha €pO W 3a THProBel Ha ApeOHO € ChOTBETHO 4 Ha CTO, HO He moBede oT 5,11
eBpo u 16 Ha cTo, HO He noBeye ot 12,78 eBpo.

. 12. (1) (U3m. — IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) [Ipu npurotssiHe Ha
JIEKapCTBEH MPOJYKT M0 MarucTpaiHa u (hapMakoleiHa pelenTypa B anTeka HE Ce HauyuclisiBa
Haj0aBKa BBbpPXY CTOMHOCTTa Ha BIJIOKEHUTE JIEKAPCTBEHU BEIIECTBA, MOMOIIHUTE BEIIECTBA U
OIIaKOBKaTa.

(2) llenute Ha IEKApCTBEHUTE MPOAYKTH, HPUTOTBIHU IO MarucTpaiHa M ¢apmakoreiHa
pelenTypa B anTeka, ce ONpeNeNAT C aKT Ha pPhKOBOJUTENS Ha anrTekaTta, KOMTo ce o0sBsBa Ha
BUJIHO MSCTO B 37paBHOTO 3aBEJICHUE.

(3) (M3m. — JIB, 6p. 12 ot 2026 1., B cuma ot 1.01.2026 r.) B nienata mo ajn. 2 Ha BCeKH JIeKapCTBEH
MPOJYKT IO MarucTpajiHa u (apmMakoreiHa peruenTtypa ce BKIYBa U cyMa B pazmep 1,28 eBpo 3a
OKa3aHaTa OT ThproBella Ha ApeOHO (apMaleBTHYHA yciayra MO OTIYCKaHE Ha JIeKapCTBEHUS

MPOIYKT.
I'naBa yerBbpTA

YCJIOBUSA U PEJ 3A PET'YJIMPAHE HA TIPEJEJTHUTE
IHEHU HA JIEKAPCTBEHUTE
HPOAYKTH 11O YJI. 2, AJL. 3

Yn. 13. (1) (U3m. — [IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r.) 3a oOpa3yBane Ha
TpeJieTHa [eHa 10 WI. 2, ajl. 3 TMPUTEXaTelAT Ha pa3pelIeHueTo 3a ynoTpeda Wiu YIIbIHOMOIIEH
HEroB MpPEJICTAaBUTEN MOJlaBa 3asBIIEHHWE 3a oOpa3yBaHe Ha TpeleiHa IeHa ChIVIACHO oOpaserl,
yTBBpAEH OT ChbBera.
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(2) B 3asBnenuero mo an. 1 ce mocoyBa IieHaTa MO €JIEMEHTH ChOOpa3HO IMpaBUiiaTa, IOCOYCHU B
yi. 10.

Y. 14. (1) KeMm 3asBnenuero no wi. 13, an. 1 ce npunarar:
1. xomue OT pazpeuieHue 3a yrnoTpeda Ha JEKapCTBEHHMS MPOAYKT CBHITIACHO HM3MCKBAaHHMATA HA
3JITIXM, xoraro pa3pemnieHreTo 3a yrnorpeda e n3maneno no pena Ha Permament (EO) Ne 726/2004,
ITpunoxxenne I "Kparka xapakrtepuctuka Ha npoaykra', Ilpunoxxenue II "Ilpurexaren Ha
paspeleHneTo 3a IMPOU3BOJACTBO, OTIOBOPEH 3a OCBOOOXKIaBaHE Ha MNapTUAU. YCIOBUS Ha
paspemienuero 3a ynorpeba" u Ilpunoxenue III "O3nauenust BbpXy omakoBKaTa W JIMCTOBKaTa';
MIPUJIOXKEHUATA CE MPEACTABST HA €JIEKTPOHEH HOCUTET;
2. napopmanus OTHOCHO eTMHHUS UCHTU(UKAIIMOHEH KO/ Ha IPYKECTBOTO MIIM KOOTIEpaIHiTa OT
THPrOBCKUS PETUCTBP, a 3a JPYKeCTBaTa, PerUCTPUPAHHU B Abp)KaBa - wieHKa Ha EBpomelickus
Chbl03, WIM B JbpkaBa - cTpaHa 1o CnopazymeHuero 3a EBpoOneickoTo HMKOHOMHYECKO
MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a akTyajlHa perucTpanuss [0 HalUOHAIHOTO
3aKOHOJATEJICTBO, U3AAJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA IbprkKaBa Ha JMLaTa 1o wi. 13,
ann. 1 He mo-KbCHO OT 6 Mecella MpeIx Mo/IaBaHe Ha 3asBICHUETO;
3. W3pPUYHO HOTAapUAJIHO 3aBEPEHO ITBJIHOMOIIHO, B Cily4yail 4e 3asBJICHUETO C€ I0JaBa OT
MIPEJICTAaBUTENl HA TMPUTEXKATeNsl Ha pa3pelIeHHeTo 3a yHoTpeda; KOrato MBbJIHOMOUIHOTO HE €
u3nazeHo B PenyOnuka bearapus, 3a cbhIoTO ce MpeAcTaBst NIpeBo Ha ObIrapcKu €3UK, U3BbPIIECH
OT TpeBoAay, KOWTO HMa CKIIOYEH JO0TOBOp ¢ MUHHUCTEpCTBOTO Ha BBHIIHHTE padoTH 3a
M3BBPIIBAaHE HA O(UITHATHYU TPEBOIH;
4. nokaszaTesicTBa OTHOCHO MPEICTAaBUTEIHATA BJIACT HA JUIETO, MOAMKCATIO MBJIHOMOIIHOTO IO T.
3;
5. (u3m. — JIB, Op. 92 ot 2014 1., B cruta ot 7.11.2014 1., 6p. 28 ot 2021 r.) nekimapaius-cripaBka 1o
obpasen, yrBbpAeH oT ChBeTa, OTHOCHO II€HaTa Ha MPOM3BOAWTEN HA JIEKAPCTBEHUS HPOAYKT B
ChOTBETHATa BallyTa U €BpO B AbpkaBute 1o ui. 10, an. 1, 1. 1;
6. (m3Mm. — JIB, Op. 28 ot 2021 r.) TOKYMEHT 3a IUIaTeHa Abp)KaBHA TaKca.
(2) (U3m. — [IB, Op. 26 ot 2019 1., B cuna ot 1.04.2019 r.) Llenute Ha mpou3BOaUTEN B ACKIapaIIHs-
cnpaBkaTa mo ain. 1, T. 5 TpaOBa J1a ca KbM JaTa B Mecella Ha MoJjaBaHe Ha 3asBJICHHUETO Mo Wi. 13,
an. 1.
(3) Pazpemenuero no an. 1, T. 1, kakrto u npunoxenus I, II u III xbM Hero ce mpeacTaBsAT U B
MpeBOJ] Ha OBJITAPCKH €3HK.
(4) (U3m. — IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 1., 6p. 26 ot 2019 1., B cuna ot 1.04.2019 .,
u3M. U jom., op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3a nekapcTBEH MPOAYKT, MOJIYUUI
paspelieHre 3a mapajesieH BHOC WIM YBEJIOMIIEHHUE 3a MapalienHa AucTpudymus ot EBponeiickara
areHuus 1o JieKapcTBaTa, Mpy HaJM4YKMe Ha €HAKbB WIM M0JI00€H JIEKapCTBEH MPOJIYKT o wi. 214
ot 3JIITXM c yrBbpaeHa ot CbBeTa mpe/eNHa [eHa WY IeHa 1Mo 4. 8, ce Mpuiiara chliara uiM 1mo-
HUCKa IIeHa, U3YHCIIEHAa B ChOTBETCTBUE C KOJIMYECTBOTO AKTHBHO BEIIECTBO B JI030Ba €AMHMIIA,
cliell TOJaBaHe Ha M3PUYHO IHUCMEHO 3asBleHME MO oOpaszen, yTBbpAeH oT CbBera, OT
MIPUTEKATEIS Ha pa3pelieHueTo/yBeIOMIICHUETO 3a TapalieJieH BHOC/TIapajieliHa JUCTPUOYITHSI.
(5) (HoBa — /IB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., ot™m. ¢ Pemenune Ne 9346 na BAC na PBb,
op. 58 ot 2019 r., B cuia ot 23.07.2019 r.; HOBa, Op. 28 ot 2021 1.) KM 3asBreHueTo mno ai. 4 ce
npujaraT pa3pelieHHeTo/yBeJOMJICHUETO 3a TapaleieH BHoOc/mapajeinHa TUCTpUOynHs U
TOKyMeHTuTe o ai. 1, 7.2 -4 u 6.
(6) (HoBa — /IB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., ot™. ¢ Pemenne Ne 9346 na BAC na Pb,
op. 58 ot 2019 r., B cuna ot 23.07.2019 r.; HOBA, Op. 28 ot 2021 r., Aom., 6p. 66 oT 2025 1., B cHIia
ot 12.08.2025 r.) 3asBeHara 1ieHa Ha JIEKapCTBEHUs MPOJIYKT 1O al. 4 He MOXKe J1a ObJe MOo-BUCOKA
oT yTBBbpJeHaTa oT CbBera mpeneiHa IeHAa WIM IIeHa MO 4i. 8 Ha €JHAKBUS WU MOJ00EH
JIEKapCTBEH NMPOAYKT 1o wi. 214 ot 3JIIIXM.
(7) (HoBa — JIB, Op. 92 ot 2014 ., B cruma ot 7.11.2014 ., ot™. ¢ Pemenue Ne 9346 na BAC na Pb,
op. 58 o1 2019 r., B cuiia ot 23.07.2019 r.; HOBa, 6p. 28 oT 2021 r.) 3a NEKapCTBEHUTE MPOAYKTH I10
al. 4 ce mpuiarar pasnopeaoure Ha wi. 15 — 18.
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(8) (HoBa — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., u3m., 6p. 28 ot 2021 1., Op. 66 oT 2025
r., B cuia ot 12.08.2025 r.) CeBerThbT ciaykeOHO HamalsiBa NpeAeiHaTa I[eHa Ha JIeKapCTBEH
IPOAYKT, MOJTYYHJI Pa3pelleHue 3a MapajesieH BHOC MM YBEJOMIICHHE 3a MapajiesiHa JUCTpuOyLus
or EBpomeiickara areHuus IO JieKapcTBaTa, IpU 0Opa3yBaHE Ha IO-HMCKA WJIM HaMajlsiBaHE Ha
IpeJesHaTa [IeHa WIK LieHaTa o 4i. 8 Ha eIHAKBUs WUJIM MO0J00€H JeKapCTBEH NMPOLYKT 10 ui. 214
or 3JIIIXM. CobBerbT yBeOOMsBa IPUTEXKATENd HAa pas3pelleHHE 3a MapajelieH BHOC WU
yBeIOMJICHHE 3a IapajesHa AUCTpUOYyLuUs 3a 3all0YBaHe Ha aJIMUHUCTPATUBHOTO IIPOU3BOJCTBO 32
CITy>keOHO HaMaJIsIBaHe Ha MpeJesTHaTa [eHa.

Un. 15. (1) B 30-mHeBeH cpok OT jaraTta Ha ToJaBaHe Ha 3asBieHHETO CBHBETHT
pasriexaa 3asBICHUETO M NPUIIOKEHUTE KbM HEro JOKYMEHTH M B3eMa pelIeHHEe, C KOETO
YTBBPIKJIaBa WJIM OTKa3Ba Ja YTBBPAM Mpe/ieIHa [ieHa Ha JICKapCTBEHUTE MPOIYKTH 10 4. 2, all. 3.
(2) B cnyuait ye nogazeHOTO 3asiBJICHUE 3a 00pa3yBaHe Ha MpEJIeiIHA 1IeHa Ha JIEKApCTBEH MPOIYKT
HE OTroBapsi Ha H3UCKBaHUATa Ha wWi. 14, ChBEeTHT MMa MPaBO Ja HM3UCKA OT 3asBHTEIA
OTCTpaHsSBaHE HA HEMBIHOTUTE M HEIOCTATHIUTE B JOKYMEHTAIMATA, KAKTO WM JIOMBIHUTEIHA
nHopmanus. B To3m cimydail cpokbT mo an. 1 crnmpa ga Tede 10 Jarara Ha OTCTpaHsBaHE Ha
HEM'BJIHOTHTE U HEJIOCTATHIIUTE B IOKYMCHTALIUATA.

(3) B cnyuaii ue B cpok a0 30 AHM OT JaTaTa Ha YBEIOMSIBAHETO MO ajl. 2 3asgBUTENSAT HE OTCTPAaHU
KoHCTaTHpaHuTe OT ChBeTa HEMBIHOTH WM HEIOCTAaThIM WM HE MPEICTAaBU JIOMBIHUTEIIHA
uHpopmMalus, mpolueaypaTa MO YTIBbp)KIaBaHE Ha IMpeleiHa IleHa Ha JIEKapCTBEH MPOAYKT,
OTITYCKaH 0 JIEKAPCKO MPEANKICaHHe, CE IPEKpaTsBa.

(4) CbBeThT yBeIOMSsIBA MMCMEHO 3asIBUTENIA 3a MMPEKPATABAHETO HA MpolieypaTa 1o ai. 3.

Ui 16. (1) 3a BcskO TOCTHIWIO 3asBICHHWE 3a oOpa3yBaHEe Ha NpEJCITHA IICHA Ha
JICKAPCTBEH MPOJYKT CE U3TOTBSI OPUANYECKA U HKOHOMHYECKA OIICHKA OT EKCIIEPTH OT JIUPEKIIHS B
crenraiu3upaHara aqMuHucTparus Ha ChBeTa.

(2) (U3m. — JIB, Op. 92 ot 2014 r., B cuna ot 7.11.2014 r.) EkcniepTuTe M3BBPIIBAT MPEIBAPUTEIICH
nperiie/l Ha 3asBJICHUATAa M MPHUAPYKABallaTa Td JOKYMECHTAIMS M M3TOTBST 1O BCSAKO 3asBJICHHC
CTaHOBHILE TIO oOpaser, yrBbpiaeH or CbBera. [IbpBO ce M3BBpIIBA IOPUIUYECKA OIICHKA, a CIIEH
TOBA - HKOHOMHUYECKA OIICHKA.

(3) (U3m. — IIB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r.) OnpeneneHusiT OT mnpeaceaarens 3a
nokiaquuk ujieH Ha CbBeTa 0000IaBa €KCIIEPTHUTE CTAHOBUINA M U3TOTBSI €KCIEPTEH JOKIAM 1O
obpasen, yrBbpAeH oT ChBeTa, B CEEMIHEBEH CPOK OT IOJIydaBaHE Ha CTAHOBHINATA 32 BCSKO
3asiBIICHUE.

Uin. 17. (1) Pemmenuero Ha ChBeTa 3a yTBBbpIK/IaBaHE Ha MIPe/IeiHA [IE€HA HA JIEKApCTBEHUS
MIPOJYKT ChABPXKA:
1. (otm. — IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.);
2. MEeXIYHapOJAHO HENATEHTHO HAMMEHOBAHUE HA JIEKAPCTBEHMSI IPOJIYKT;
3. (mom. — JIB, 6p. 66 ot 2025 r., B cmia ot 12.08.2025 r.) perucrpaniioOHeH HOMEp, BIHCaH B
paspelieHneTo 3a ynorpeba/pa3pelieHHeTo 3a HapaieieH BHOC/yBEIOMIICHHETO 3a MapaleiHa
TUCTPUOYLUS;
4. HaMMEHOBaHNE Ha JIEKAPCTBEHUS NIPOAYKT;
5. nexapcTBeHa (opMa M KOJIMYECTBO HA aKTUBHOTO BEIIECTBO B OKOHYATENIHATa OMIAaKOBKa;
6. (mon. — /1B, 6p. 66 ot 2025 r., B cuiia ot 12.08.2025 r.) nMe Ha HpuUTEKaATeNs HA Pa3peIIeHueTo
3a ymoTpeba/mpurexarenss Ha pPa3pelIeHHEeTO 3a MapajielieH BHOC WJIM YBEIOMIIEHHETO 3a
napajienaHa JUCTpUOyLUs 1 Ha IPOU3BOIUTENS/ TIPOU3BOJUTEINTE HA JIEKAPCTBEHUS IPOAYKT;
7. yTBBbpJICHA MpeIelIHA [IEHA Ha JIEKapCTBEHUS MTPOAYKT MO €JIEMEHTH ChriacHo wi. 10, an. 2.
(2) OtkazpT Ha CbBETa Jja YTBBPAU NPEEIIHA [IEHA HA JIEKaPCTBEHUS TPOIYKT CE MOTHBHPA.
(3) (M3m. — JIB, 6p. 92 ot 2015 1., 6p. 28 ot 2021 r.) Pemenuero va CbBeTa 3a yTBBPK/IaBaHE Ha
IpeJiesiHa 11eHa Ha JIGKapCTBEH MPOIYKT, KAKTO U OTKa3bT MO all. 2 MoJyIexar Ha 00KallBaHe:
1. mo agmMuHUCTpaTHBEH pex npea Komucusita no npo3padyHocT;
2. pen CbOTBETHUSA ChJ1 IO pea Ha AJIMUHHUCTPATUBHOIIPOLIECYATTHUS KOJIEKC.
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Y. 18. (U3m. — JIB, Op. 62 ot 2016 r.) CpBeThT 00sIBsAIBa BJIC3JUTE B CHUJIA PEIICHUS B
perucTppa o wi. 22 Ha 2-po YKCI0 BCEKH MECell.

Y. 19. (1) IputexaTtensaT Ha pa3penieHHETo 3a ynoTpeda WM YI'IHOMOIIEH HETOB
MIPEJICTaBUTEN MOKE J1a 3asBU MOTUBUPAHU MIPOMEHU B YTBBPJCHATA MPE/IeHA [IeHa Ha JIEKAPCTBEH
MPOJYKT 1O 4j. 2, ai. 3 He mo-paHo oT 12 meceua cien yTBbp)K/IaBaHe Ha IOCJeIHaTa IpeaeIHa
LIeHa Ha JIeKapcTBeH NpoaykT. [IpomsinaTa ce u3BbpiBa no pena Ha wi. 13 - 16, kato ce npuiarat
caMO OTHOCUMUTE KbM MPOMSHATA JOKYMEHTH.

(2) Orpannuenuero 1o aji. 1 He ce OTHACS 3a CIIy4auTe, B KOUTO MPUTEKATEIAT HA Pa3pelIeHUETO
3a ynorpe0a mojaje 3asBICHHE 3a HaMalsBaHE Ha YTBbpJEHATa IMpejesiHa IIeHAa Ha JIEKapCTBEH
MPOAYKT IO 4. 2, ai. 3.

(3) (U3m. — 1B, 6p. 26 ot 2019 1., B crta ot 1.04.2019 r., 6p. 28 ot 2021 1., gom., 6p. 66 ot 2025
r., B cuna ot 12.08.2025 r.) YBenuueHue Ha yTBbp/AEHATA MPEEIIHA 1IEHA Ha JIEKapCTBEH IPOAYKT
o 4wi. 2, ajl. 3 MOXe J1a ce 3asBH JI0 pa3Mepa Ha Hail-HHCKaTa IIeHa 3a ChIIH JIEKApCTBEH MPOAYKT,
orpezesneHa 1o peaa Ha wi. 10, a npu Jaumca Ha Takasa - ¢ IPOLIEHTA HA CTATUCTUYECKU OTYETEHATa
uH(pIanys 3a nepuoja Ha JeHCTBUE OT MociieqHaTa o0pa3yBaHa npejaeiHa 1neHa. CbBeThT MpUeMa ¢
peleHre METO/AMKA 32 HauMHa Ha M3YMCIICHHWE HA YBEJIMYCHHUETO C MPOIEHTAa HAa CTAaTHCTUYECKU
oTyeTeHata uHQIAMs, KOATO ce MyOInKyBa Ha opuIlaiHaTa HHTepHET cTpanuia Ha ChBeTa.

(4) (Jom. — JIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) [Ipu mpomMsHa Ha BIOUCAHUTE B
peructbpa mo wi. 22 00CTOATENCTBA MPUTEKATENAT HA PA3PEIICHUETO 3a YIOTpeOa/MPUTEKATENAT
Ha paspelleHrue 3a MapajiejeH BHOC WM YBEJOMJIEHHE 3a MapajielHa JUCTpUOyLus WiIn
yIBJITHOMOIIIEH HETOB MPEACTaBUTEN Mpe/cTaBs 3asBieHue 10 ChBeTa, KaTO OTPAHUYEHHUETO T10 ajl.
1 He ce mpuiara. IlpomsiHaTa ce u3BbpiIBa 1o pena Ha wi. 14 - 16, kato ce mpujarat camo
OTHOCHUMHTE KbM MPOMSHATA JTOKYMEHTH.

(5) (U3m. u pom. — JIB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 1., nom., O6p. 66 ot 2025 r., B cuna ot
12.08.2025 r.) IIputexaTenar Ha pa3pelICHUETO 3a YNOTpeOa/MPUTEKATENAT Ha pa3pelieHue 3a
napajeieH BHOC WM Ha YBEIOMJICHHE 3a MapajieinHa IUCTPUOYLHS WU HETOB YI'BJIHOMOIIEH
MIPEJICTaBUTEN € JIBKEH B CPOK J1Ba pabOTHM JHU OT IMoJy4yaBaHe Ha penieHnero Ha ChBeTa 3a
MPOMsIHA Ha MpeJIeTHA 1IeHa Ha JIEKapCTBEH MPOIYKT Ja YBEIOMH I10 MOIXOAII HAYuH bharapckus
dapmaneBtuueH cbio3 (BOC) u THProBuUTe HA €IpPO, a MOCICIHUTE - THPrOBIHMTE Ha JIPEOHO C
JIEKapCTBEHU MPOAYKTH.

. 20. (1) (Jom. — IAB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3a 3anuuyaBaHe Ha
Mpe/ieHa 1IeHa Ha JIEKapCTBEH MPOJYKT, OTIYCKAH MO JIEKapCKO MpeANucaHue, MPUTEKATENAT Ha
pa3penieHrneTo 3a ynorpeda/paspeneHieTo 3a napaieieH BHOC WM Ha YBEIOMJICHHE 3a TapaJieiHa
OUCTPUOYIMS Ha CHOTBETHUS JIEKAPCTBEH MPOAYKT MU YITBIHOMOIIEH HETOB MPEICTaBUTEIN
nosasa 3asiBiieHue 10 CoBera.

(2) KM 3asBaenuero no an. 1 ce mpumnarar:

1. nHpOpMaNKs OTHOCHO €IUHHHS WACHTU(DHUKAIIMOHEH KOJ] Ha JPYKECTBOTO MM KOOTIEPALUATA OT
TbproBekust perucTwvp, a 3a ApyKecTBaTa, PETUCTPUpPaHU B AbpiKaBa - 4ieHKa Ha EBponeiickus
Cbl03, WM B JbpkaBa - crTpaHa mo Cnopa3dymeHuero 3a EBpomeiickoTo HWKOHOMHYECKO
MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a akTyallHa perucTpanus [0 HAIHOHAIHOTO
3aKOHOJIATEJICTBO, M3/IaJICH OT KOMIIETEHTEH OpraH Ha ChOTBETHATA AbprKaBa Ha JIMIIATa 1o aji. | He
MO-KbCHO OT 6 Mecela Mpey MoJjaBaHe Ha 3asiBICHUETO;

2. (mon. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) U3pHUYHO HOTApUAIHO 3aBEPEHO
IIBJIHOMOIIIHO, B CIlydaid 4e 3asBIEHHETO C€ MojaBa OT MPEACTaBUTE] Ha NpUTEXaTels Ha
paspenieHneTo 3a yrnorpeba/pa3peleHreTo 3a MapajelieH BHOC WJIM Ha YBEIOMIICHHETO 32
napajenHa JUCTpUOyIHs, KOTaTo MHIHOMOIIHOTO HE € m3AaneHo B PemyOnmka bearapus, 3a
CBIIOTO C€ MPEJCTaBs MPEBOJ Ha OBJITAPCKU €3WK, U3BHPIIEH OT MPEeBOjadY, KOWTO WMa CKIIFOUEH
I0roBOp ¢ MUHUCTEPCTBOTO HA BHHIIHUTE pa0OTH 32 U3BBPIIBAHE HA OPHUIIMATTHU MPEBO/IH;

3. moxa3aTeyiCTBa OTHOCHO IMPEJCTABUTEIHATA BJIACT HA JIMIIETO, TIOAIHMCAIO IMBJIHOMOIIHOTO 10 T.
2.

(3) 3anuuaBaHeTO Ce M3BBPINBA IO pena Ha Wi. 15 u 16, a pemieHusATa MOJIe)KaT Ha 00KAIBAHE 110
pena Ha 4. 17, an. 3.
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(4) (dom. — JIB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ilpu nmpekpaTsiBaHe, OTHEMaHE WJIH
n3Th4aHe, 6e3 1a ObJe MOAHOBEHO pa3pelIeHUeTo 3a yrnoTpeda/pa3pelieHreTo 3a mapaieaeH BHOC
WM Ha YBEJIOMJIEHUETO 3a MapajieiHa AUCTpUOYIIHS Ha JeKapCTBEH MPOIYKT, MpeeHaTa My LieHa
ce 3ajnyaBa ciykebHno ot CbBera.

(5) Ilpu ycnoBusita Ha 4. 55, anm. 6 3JIIIXM nekapcTBeH MPOAYKT Mo aid. 4 Moke nga Obue
MpojiaBaH 3a CpPOK, HE MO-ABIBI OT €JHA TOJIMHA, Ha IMpeJesHaTa IeHa, YTBbpACHA Mpeau
3aJIMYaBAHETO M.

(6) (Hom. — B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) M3nbiHuTenHaTa areHiust mo
nekapcTBara yBeoMsaBa ChBeTa MO €JIeKTPOHEH IbT B 3-THEBEH CPOK OT BIM3AHETO B CHJIa HA aKTa
Mo aji. 4, ChOTBETHO OT M3TUYAHETO HA Pa3pelleHUEeTO 3a yIoTpeda/pa3peilieHueTo 3a mapasielieH
BHOC.

Un. 21. (Jon. — AB, 6p. 66 or 2025 r., B cuna ot 12.08.2025 r.) B pamkure Ha
YTBBpJICHATA MpEeHa IIeHa Ha pa3pelIieHuTe 3a yIoTpeda JeKapcTBEHH MPOAYKTH 110 4. 2, ail. 3
U 5 1eHooOpa3zyBaHETO Ha THProBela Ha €Ipo U Ha ThproBela Ha JIpeOHO CEe OCHIIECTBSIBA, KAKTO
crenBa:

1. ThproBeusT Ha IPeOHO M3BBPIIBA Mpoaax0a 1Mo 1eHa, He M0-BUCOKa OT yTBbpPJACHATA MpeIeHa
LICHA;

2. (u3m. — [IB, 6p. 26 ot 2019 1., B cua ot 1.04.2019 r., 6p. 66 ot 2025 1., B criia ot 12.08.2025 1.)
THProOBEL’bT HA €IpO MPOAABa JIEKAPCTBEHNU HMPOAYKTH II0 IIeHAa, YMHTO pa3Mep HEe MOXKe Ja € IOo-
BHCOK OT pa3Mepa Ha YTBbpJACHATA IIeHa Ha TPOU3BOIUTEN C HAUYUCIeHa Haa0aBka mo wi. 10, an. 1,
T. 2 ¥ IaHBK BBPXY J00aBeHaTa CTOMHOCT, 00sSIBEHA B PErUCTHpa 10 wiI. 22.

Y. 22. (Jom. — AB, 6p. 66 ot 2025 1., B cuina ot 12.08.2025 1.) CbBEeTHT BOAM MyOIHYCH
PETUCTBD Ha MpPENETHUTE [IEHU Ha JIEKAPCTBEHUTE MPOIYKTH MO Wi. 2, ai. 3 u 5, KOUTO chabpka
cieqHaTa nHpopmanms:

1. (m3m. — [IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 1., 6p. 28 ot 2021 r.) HaMOHAJIEH HOMEP 3a
UACHTU(PUKAIUS HA JIEKAPCTBEHUSI IPOIYKT;

2. MeXXAYHApOIHO HENMAaTEeHTHO HAMMEHOBAHUE;

3. (mom. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) perucrpaninoHeH HOMEp, BIIMCAH B
paspemieHneTo 3a ymnorpeba/pa3pelieHueTo 3a TMapajielieH BHOC HIIM B YBEJAOMIIGHHETO 32
napaneinHa JUCTPUOYIus;

4. HaMEHOBAHKE Ha JICKAPCTBEHUS MTPOIYKT;

5. nexkapcTBeHa (opMa U KOJMYECTBO Ha aKTUBHOTO BEIIECTBO B OKOHYATENIHATA OMAaKOBKA;

6. (mom. — /1B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) ume Ha npuUTeKaTeNs Ha pa3pelIeHUETO
3a ynotpe0a/pa3perieHneTo 3a napaaesieH BHOC UM YBEIOMIIEHUETO 3a MapajiesiHa IUCTPUOyIHs;
7. (mm. - JB, ©O6p. 66 or 2025 1., B cuma ot 12.08.2025 r.) wume Ha
MIPOU3BOIUTENS/TIPOU3BOIUTENUTE HA JIEKAPCTBEHUSI TPOIYKT;

8. (u3m. — 1B, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) yrBbpAeHaTa 1ieHa Ha NPOU3BOAUTEIS,
Bb3 OCHOBA Ha KOATO ce 00pa3yBa IpeJieHaTa 11eHa;

9. yTBBpICHATA MpENeTHa IIeHa 10 eJIEMEHTH, HOMepa M JaraTa Ha W3/IaBaHE Ha PEHICHUETO 3a
yTBBpK/IaBaHE Ha IICHA,

10. naTta Ha BIM3aHe B cuja Ha penieHueTo Ha ChBeTa;

11. norepnHUTENHA MHOPMALTHSL.
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I'naBa nmera
PEI'UCTPUPAHE HA IIEHA HA JIEKAPCTBEHH
IHNPOAYKTHU, OTIITYCKAHU BE3 JIEKAPCKO
HNPEAIIMCAHUE, 110 YJI. 2, AJL 4

Ui 23. (1) (M3m. — [IB, 6p. 92 ot 2014 ., B cuna ot 7.11.2014 1., 6p. 26 ot 2019 1., B
cuna ot 1.04.2019 r., 6p. 12 ot 2026 r., B cruta ot 1.01.2026 r.) 3a peructpupane Ha IeHa Ha
JIEKApCTBEH MPOJYKT, OTIYCKaH 0e3 JIEKapCKO MpeANHCcaHue, IPUTEXKATENAT Ha Pa3pelIeHUETo 3a
ynotpe0a Uiy yIbJIHOMOIIIEH HETOB IPEICTaBUTE MOaBa 3asBJICHUE 3a pEerucTpalus mo oopaset,
yTBBpACH OT ChbBETa, B KOETO CE€ IMOCOYBAa MaKCUMAaJIHA MPOJIayKHA IIeHa Ha JIEKApCTBEHUS MPOIAYKT
B €BPO C BKIIIOUYEH JIaHBK BHPXY J00aBeHaTa CTOMHOCT.

(2) (M3m. — IB, 6p. 28 ot 2021 r.) KbM 3asBienueTo 1o an. 1 ce mpuiarat JOKyMEHTUTE 10 Wi 14,
an. 1, T. 1 - 4 u TOKyMEHT 3a IJIaTeHa JbprKaBHA TaKca.

(3) (M3m. — IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., 6p. 26 ot 2019 1., B cuna ot 1.04.2019 1.,
Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3a nekapcTBEH MPOAYKT MO 4. 2, aj. 4, MOJy4us
paspelnieHue 3a mapajelieH BHOC WM YBEJOMIICHHE 3a MapayiesHa quctpuOyius oT EBporelickaTta
areHuus 1Mo JIeKapcTBaTa, Mpy HalW4Khe Ha €HAKBB WJIM MOJ00EH JIEKapCTBEH MPOIYKT Mo wi. 214
ot 3JIIIXM c peructpupana or CpBeTa MakCHUMallHa MPOJaKHA 1I€HA, CE€ IpujIara chlara Wid 1o-
HUCKa IIeHa, U3YKCIIEHA B ChOTBETCTBUE C KOJMYECTBOTO aKTHBHO BEIIECTBO B J030Ba €AMHMIIA,
cilel TOoJaBaHE Ha M3PUYHO TMCMEHO 3asBlieHHe 1o oOpasen, yTBbpAeH oT CbBera, OT
MIPUTEKATEINS Ha Pa3pelIeHHETOo 3a apajielieH BHOC/YBETOMIICHUETO 3a MapasieHa JUCTPUOYIIHS.
(4) (HoBa — /IB, Op. 92 o1 2014 r., B cria ot 7.11.2014 r., ot™m. ¢ Pemenue Ne 9346 na BAC na Pb,
op. 58 or 2019 r., B cuna ot 23.07.2019 r., HoBa, Op. 28 ot 2021 1.) KBM 3asBreHueTO MO ail. 3 ce
Mpwjiarar  pa3peiieHUeTo/yBEAOMIICHHETO 32 TapajielieH BHOC/MapalielHa  JUCTPUOYIIHS,
JOKyMeHTHUTE 1o wi. 14, an. 1, T. 2 — 4 1 JOKyMEHT 3a IUlaTeHa JIbp>KaBHA TakKca.

(5) (HoBa — JIB, Op. 92 ot 2014 r., B cmia ot 7.11.2014 r., ot™. ¢ Pemenue Ne 9346 na BAC na Pb,
op. 58 or 2019 r., B cuma ot 23.07.2019 r., HoBa, Op. 28 or 2021 r.) 3asBeHata IeHa Ha
JIEKapCTBEHMsI MPOJYKT MO an. 3 He Moxke Ja ObJe Mmo-BHUCOKa OT perucrpupanara ot CbBeTa
MaKkcHMajHa MpoJakHa IIeHa Ha €HAKBUS WU Ha MOAO0OEH JEeKapCTBEH MPOAYKT o wi. 214 ot
3JIIXM.

(6) (HoBa — /IB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., ot™m. ¢ Pemenune Ne 9346 na BAC na PBb,
op. 58 oT 2019 r., B cuita ot 23.07.2019 r., HOBa, 6p. 28 or 2021 r.) 3a IEKaPCTBEHUTE NMPOYKTH IO
aJl. 3 ce mpuiaraT pasnopenoure Ha wi. 24 — 26.

(7) (HoBa — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., u3m., 6p. 28 ot 2021 1., Op. 66 oT 2025
r., B cuna ot 12.08.2025 r.) CbBeThT chnykeOHO HamalsiBa MaKCHMalHaTa MpoJa)kHa IleHa Ha
JIEKapCTBEH MPOAYKT, MOJIYYUJI pa3pelieHre 3a MapajieJieH BHOC WM YBEJIOMJICHHME 3a IapajeliHa
aucTpuOyius oT EBpomeiickaTa areHIus Mo JieKapcTBaTa, MPU PETUCTPUPAHE HA MO-HUCKA WIIH
HaMaJsiBaHe Ha MaKCHMaJIHAaTa MpOoJakKHa IIeHa Ha €HAKBUS WJIU MOJ00EH JIEKapCTBEH MPOAYKT MO
wi. 214 ot 3JIIIXM. CbBeTsT yBeAOMsIBa MPUTEXKATEN HAa pa3pelICeHUE 3a NMapalieieH BHOC WIN
YBEJIOMJICHHE 3a TIapaJjieJHa JUCTPUOYITUS 32 3aTI0YBaHE HAa aIMUHUCTPATUBHOTO MPOU3BOJICTBO.

Yn. 24. (1) B 30-gHeBeH CpoK OT NPEACTAaBSIHE HA 3asBIEHUETO U TOKYMEHTUTE CBHBETHT
B3€Ma pEIleHHE 3a PEruCTpalus Ha I1IeHa Ha JIEKapCTBEHMs MPOJYKT, OTIYCKaH Oe3 JIeKapCKo
IIPENINCAHUE.
(2) KoraTo momaneHuTe 3asBlI€HUE U JOKYMEHTH HE OTTOBApAT Ha U3UCKBaHUATA, ChBETHT MOXKeE Ja
U3HCKa OT 3asiBUTEJS OTCTPAHSABAHE HA HEIIBIIHOTUTE U HEIOCTAThUUTE. B TO3M ciaydail CpOKBT 10
an. 1 ciupa ja Teue 10 1aTtaTa Ha OTCTPAHSBAHETO UM.
(3) B cayuaii ye B cpok 30 IHM CUMTAHO OT AaraTa Ha YBEAOMSBAHETO 3asABUTEIAT HE OTCTPAaHU
KoHcTaTHpaHuTe oT ChBeTa HEIOCTAThLU U HEMBIHOTH, IIPOILEAypaTa 0 perucTprpaHe Ha IieHa Ha
JIEKapCTBEH MPOAYKT, OTIYCKaH 0e3 JeKapcKo MpeIniucanue, ce MpeKpaTsBa.
(4) CeBeThT yBEeIOMSIBA MUCMEHO 3asBUTENIS 32 MPEKPATABAHETO Ha MPOIleaypara mo ai. 3.
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Y. 24a. (Hos — 1B, 6p. 19 o1 2020 r.) (1) (Ilpeaumien texct Ha uwi. 24a — JIB, Op. 66 ot
2025 1., B cuna ot 12.08.2025 r.) IlputekaTenure Ha pas3pelIeHUs 3a yrnoTpeda WIM TEXHHU
YI'BJIHOMOIICHH TMPEJCTaBUTENM HE MOraT Ja 3asBsABAT YBEJIMUYEHUE Ha PErMCTPUPAHUTE LIEHU Ha
JICKApCTBEHUTE MPOAYKTH, OTIIyCKaHH O3 JIeKapCKO MpeANucaHue, C TMO-TOJSIM IPOLEHT OT
CTaTUCTUYECKU OTYeTeHaTa MHGIIalMs 3a Mepuofa Ha JEHCTBHE OT MOCienHaTa perucTpupaHa
LIEHa.
(2) (HoBa — JIB, 6p. 66 ot 2025 r., B cuma ot 12.08.2025 r.) Korarto e 3anmmueHa reHaTa Ha
JIEKapCTBEH MPOAYKT 1o ai. | u B pamkuTe Ha 12 Mecena OT 3aJMYaBaHETO € MOJAJACHO 3asBICHHUE
3a perucTpupaHe Ha Il€Ha Ha MPOIYKT ChC CHIIMS HAI[MOHAJIeH HOMEp 3a WACHTU(UKAIUS, TO
3asBEHaTa 1IEHa HE MOJKE Ja HaJBUIaBa pa3Mepa Ha IMOCJIEIHO 3aJUY€HaTa LEHA, yBEJIUYEH C
MPOLIEHTAa HAa CTAaTUCTUYECKH OT4eTeHaTa MH(pIanus 3a nepuoja OT 3ajMyaBaHEe Ha IIeHATa J0
[10/1aBaHE Ha 3asBJICHUETO.

Y. 25. (1) 3a BCAKO MOCTBHIWIIO 3asBICHUE 3a PETMCTPUPAHE HA II€HA Ha JICKAPCTBEH
MPOAYKT, OTITyCKaH 0€3 JIEKapCKO MPEAIHCaHue, c€ M3TOTBs IOPUANYECKa OIICHKAa OT €KCIEPTH OT
JTUPEKIMs B clieluaiu3upanara aiMuaucTpanus Ha CpBera.
(2) (M3m. — 1B, 6p. 92 ot 2014 r., B cmina ot 7.11.2014 r.) ExcriepTuTe M3BHPIIBAT MIPEABAPUTEIICH
mperjiel Ha 3asBICHUSATA M TNpUApYKaBallaTa T'd JOKYMEHTAlMs M U3TOTBSAT CTAHOBHUIIE I10
oOpasern, yrBbpAcH 0T ChBeTa, IO BCAKO 3asiBICHUE.
(3) (U3m. — 1B, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r.) OnpeneneHusT oT mpeacenaTess 3a
JOKIaauuK wieH Ha CbBeTa M3rOTBS €KCHEpPTEeH JOKJIal 1mo obpasern, yrBbpAeH oT ChBera, B 7-
JTHEBEH CPOK OT MOJyyaBaHEe Ha CTAHOBUINATA 32 BCAKO 3asBIICHUE.

Un. 26. (1) Pemennero 3a peructpupane Ha IIeHa Ha JIEKAPCTBEH MPOJYKT, OTITyCKaH 0e3
JIEKapCKO MpeANucaHue, ChabpiKa:
1. (otm. — IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.);
2. (mom. — B, 6p. 26 ot 2019 r., B cuma ot 1.04.2019 r.) MexAayHapOAHO HEMAaTEHTHO
HaMEHOBAHME/WIM aKTUBHO/aKTUBHU BELLIECTBO/BEILIECTBA;
3. (mon. — 1B, Op. 66 ot 2025 r., B cwia ot 12.08.2025 r.) perucrpanMoHEH HOMEp Ha
paspelieHneTo 3a ynorpeda/pa3perieHleTo 3a napajeieH BHOC;,
4. HaMEHOBAHWE Ha JIEKAPCTBEHUS IPOIYKT;
5. nexkapcTBeHa (popMa U KOJMYECTBO HA aKTUBHOTO BEILIECTBO B OKOHYATENIHATA OMAKOBKA;
6. (mom. — /1B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) ume Ha mpuUTe)aTeNsd Ha Pa3pelIeHUETO
3a ymnoTpeba/pa3pelleHueTo 3a MapajielleH BHOC M Ha IPOU3BOAUTENS/IPOM3BOIUTENUTE Ha
JIEKapCTBEHHS MTPOAYKT;
7. peructpupaHara MaKCUMalHa Ipo/IaXKHa [IEHA.
(2) Otka3zpT Ha ChbBeTa NIa perucTpupa IeHa Ha JEKapCTBEH MPOAYKT, OTHMYyCKaH 0e3 JIeKapCKo
IpeanrcaHue, c€ MOTUBHpA.
(3) (U3m. — IB, 6p. 92 ot 2015 r., 6p. 28 o1 2021 r.) Pemienuero Ha CbBeTa 3a perucTpupaHe Ha
[IEHa Ha JIEKapCTBEH IMPOJYKT, OTIYCKaH 0e3 JIeKapcKO MpeANHCcaHue, KaKTO M OTKa3bT MO all. 2
MO/IJIeXKAT Ha 00KaJIBaHe:
1. mo axMuHUCTpaTHUBEH pea npea KoMmucusaTa nmo npo3payHocT;
2. mpeJ ChOTBETHHS ChJI IO pelia Ha AJIMUHUCTPATHBHOIPOIIECYATHUS KOJICKC.
(4) (Jom. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) IIpu nmpomMsiHa Ha BOHCAHUTE B
perucTbpa 1o wi. 28 00CTOATEICTBA MPUTEKATEIAT HA PAa3PEIICHUETO 3a YIOTpeda/pa3peiieHueTo
3a rapajeiieH BHOC WIM YI'bJIHOMOIIEH HErOB INpeACTaBUTEN MpeicTaBs 3asBieHue 10 CbBera.
[IpomsnaTa ce u3BBpIIBA MO pena Ha 4wi. 23 - 25, kaTo ce mpujiaraT caMO OTHOCUMHTE KbM
MpOMsIHATA JTIOKYMEHTH.
(5) (M3m. — 1B, Op. 62 ot 2016 r.) CpBeThT OOsBSIBa BJE3JIUTE B CHJIa PEIICHHS 1O al. | B
perucTppa o wi. 28 Ha 2-po YKCI0 BCEKH MECeEL.
(6) (U3m. u mom. — JIB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 1., mom., 6p. 66 ot 2025 r., B cuia ot
12.08.2025 r.) IIputexaTensaT Ha pa3pelieHUEeTo 3a ynoTpeda/pa3pelieHueTo 3a mapajeieH BHOC
WJIA HETOB YITBIHOMOIIEH IMPEICTABUTEN € UIHKEH B CPOK Ba pabOTHW THH OT TOJydaBaHE Ha
pemenrero Ha ChBeTa 3a MpoMsiHA HA MaKCHMMaJHATa MPOJAXHA IIeHA Ja YBEIOMHM IO IMOIXOJISII
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HaunH bowiarapckus dapmanetunueH cbio3 (BOC) u ThproBumTe Ha €Ipo, a MOCIECIHUTE -
THPrOBLUUTE HA IPEOHO C JIEKaPCTBEHH MPOIYKTH.

Y. 27. (1) (Hon. — IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3asBrneHus 3a
3aJMyaBaHe HA PErHCTPUPaHA [IeHa Ha JIGKAPCTBEH MPOAYKT, OTITyCKaH 0e3 JeKapCKo Mpearnucanue,
ce momaBar Jo0 CbBeTra OT MpUTEXaTelss Ha pa3pelieHUueTo 3a yrnoTpeba/pa3penieHueTo 3a
napajejeH BHOC WJIM YBEJOMJICHHETO 3a TapayiellHa JUCTPUOYIUS Ha CHOTBETHHUS JIEKapPCTBEH
MPOJYKT WU OT YII'BIHOMOIIIEH HETOB IPEICTaBUTEIL.

(2) KbM 3asBnenuero no ai. 1 ce npunarar:

1. nuaopmanyst OTHOCHO €IMHHUS UICHTU(PHUKAIIMOHEH KO Ha JIPYKECTBOTO WM KOOMepanusiTa oT
THPrOBCKHUSI PETUCTBp, a 3a JPYKeCTBaTa, PErUCTPUPAHU B JbpKaBa - 4ieHKa Ha EBpomnelckus
Chbl03, WIM B JbpkaBa - cTpaHa 1o CnopazymeHuero 3a EBpoOnenckoTo HKOHOMHYECKO
MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyajHa perucrpauus 10 HaIMOHAIHOTO
3aKOHOJAATEJICTBO, U3/IaZIeH OT KOMIIETEHTEH OpraH Ha ChbOTBETHATa JIbpKaBa Ha JiMlata o ai. 1 He
[I0-KbCHO OT 6 Mecela Npey NoJaBaHe Ha 3asiBJICHUETO;

2. (mom. — JIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) M3pUYHO HOTAPUAIHO 3aBEPEHO
II'BJIHOMOIIIHO, B Cllydail Y€ 3asBJIEHUETO C€ IojaBa OT IMpPEACTaBUTE] Ha IpUTEXaTels Ha
paspelieHneTo 3a yrnoTpeba/pa3penieHueTo 3a mapaieieH BHOC WM YBEIOMIIEHUETO 3a MapajeiiHa
JUCTpUOYLMS; KOraTo ITbJIHOMOIIHOTO He € u3aageHo B PenyOnuka bbarapus, 3a Hero ce
MpeJICTaBsl MPEBOJ Ha OBITapCKU €3UK, U3BBPIICH OT MPeBOAadY, KOWTO MMa CKIIOYEH JOTOBOpP C
MUHHUCTEPCTBOTO Ha BHHITHUTE paOOTH 3a U3BBPINBAHE HA O(DUIIHATTHY ITPEBOJIN;

3. JOoKa3aTeNcTBa OTHOCHO MPECTaBUTENHATA BIACT HA JIMIIETO, MOAMNUCATIO0 MBIHOMOIIHOTO IO T.
2.

(3) 3anmmuaBaHeTo ce U3BBPIIBA MO pena Ha wi. 24 u 25, a pelieHusaTa noaaekar Ha o0xanBaHe 1o
pena Ha 4. 26, an. 3.

(4) (dom. — JIB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ilpu npekpaTsiBaHe, OTHEMaHE WM
u3ThyaHe, 6e3 na ObJe MOJHOBEHO, HA Pa3pEIICHUETO 3a YNmoTpeda/pa3pelieHHeTo 3a mapajesieH
BHOC WJIM YBEIOMJICHHUETO 3a NapajiesiHa AUCTPUOYIUS Ha JIEKApCTBEH NPOAYKT pErucTpupaHaTa My
1[eHa ce 3an4aBa ciyke0Ho oT ChBeTa.

(5) Tlpu ycnoBusara Ha ui. 55, anm. 6 3JIIIXM nexkapcTBeH MPOIYKT Mo ail. 4 Moxe Ja Obe
MpoJaBaH 3a CPOK, HE MO-IBIBI OT €/IHa TOJWHA, HAa PEeTUCTpUpaHaTa IeHa, YTBBbpJeHa Mpeau
3aJINYaBAHETO M.

(6) U3m. — 1B, 6p. 28 ot 2021 r., mom., 6p. 66 ot 2025 r., B cuma ot 12.08.2025 r.)
M3nbiHuTenHaTa areHius mo jekapcrara yBenomMssa ChBeTa 10 €JIEKTPOHEH BT B 3-HEBEH CPOK
OT BIIM3aHETO B CHUJla HA akTa MO al. 4, ChOTBETHO OT H3TUYAHETO Ha pa3pelieHHueTo 3a
ynotpe0a/pa3pelieHnueTo 3a napajiejaeH BHOC WIH YBEIOMIICHUETO 3a MapajeaHa JUCTpUOyLHs.

Yn. 28. CbBeTbT BOAM NYyOJMYEH PETUCTbpP HAa MaKCHUMAaJIHMTE MPOAAXKHU IIEHH Ha
IpeOHO Ha JIEKAPCTBEHUTE MPOAYKTH T10 WI. 2, all. 4, KOWTO ChABpPIKA ceIHaTa HHPOPMALIUS:
1. (u3m. — [IB, 6p. 26 ot 2019 r., B cuma ot 1.04.2019 r., 6p. 28 ot 2021 r.) HaLlMOHAJIEH HOMED 3a
UACHTUDUKAIHS HA JIEKAPCTBEHUS MPOYKT;
2. (mon. — AB, 6p. 26 ot 2019 r., B cuwia ot 1.04.2019 r.) MeXAyHapoJHO HEMNATEHTHO
HaVMEHOBaHWE/MJIH aKTUBHO/aKTUBHHU BEIECTBO/BEIECTBA;
3. (mom. — B, 6p. 66 ot 2025 r.,, B cuma ot 12.08.2025 r.) perucrpanMoHeH HOMEp Ha
paspenieHneTo 3a ynorpeda/pa3pemeHnero 3a napajieieH BHOC,
4. HaMEHOBaHUE Ha JIEKApCTBEHUS IPOAYKT;
5. mexkapcTBeHa opMa U KOJMYECTBO Ha aKTUBHOTO BEIIECTBO B OKOHUYATEITHATA OITAKOBKA;
6. (mon. — /1B, 6p. 66 ot 2025 r., B cuiia ot 12.08.2025 r.) uMe Ha MpUTEkKaTeNs Ha Pa3peIIEHUETO
3a ynotpeba/pa3pernieHueTo 3a napajiejaeH BHOC;
7. (wm. - JB, ©op. 66 or 2025 1, B cuma or 12.082025 r.) wume Ha
MIPOU3BOIUTEIIS/TIPON3BOIUTEITUTE HA JIEKAPCTBEHHSI TPOIYKT;
8. peructpupaHaTa MakCUMajHa IpoOJa)KHa IIeHa, HOMepa U JaTaTa Ha M3/1aBaHe Ha PEIIEHUETOo 3a
perucTpars;
9. nata Ha BIM3aHe B CUJIa Ha perieHneTo Ha ChBeTa;

ctp. 13 ot 64



10. nomrbaHUTETHA THGOPMAIIHS.
I'naBa mecra
YCJIOBUSL, IIPABUJIA U KPUTEPHUUA 3A BK/IIOUBAHE,
IMTPOMEHMU U/NJIN N3KJIIOYBAHE HA JIEKAPCTBEHU
INPOAYKTHU OT NO3UTUBHUS JTEKAPCTBEH

CIIMCBK U YCJIOBHUA U PE/]l 3A PET'YJIUPAHE HA
HEHUTE HA JIEKAPCTBEHUTE ITPOAYKTMH 110 YJI. 2,
AJL 1. HIPOCJUIEJASIBAHE HA E®EKTA OT TEPAIIUSATA

C JJEKAPCTBEHMU ITPOAYKTU. OHEHKA HA
3APABHUTE TEXHOJIOI'UA
(3ara. gom. — /IB, op. 26 ot 2019 r., B cuj1a ot 1.04.2019 r.)

Pa3znea I
YciaoBus, NpaBUjia 1 KPUTEPUH 32 BKJIIOYBAHE HA
JIeKapCTBeHU NPOAYKTH B I103UTHBHUA JIeKAPCTBEH CNIUCHK.

IIpociaensiBane Ha eeKTa OT TepaANUATA
(3ara. gom. — /IB, op. 26 ot 2019 r., B cuja ot 1.04.2019 r.)

UYn. 29. (1) B Ilo3uTuBHUSA J€KapCTBEH CHUCHK CE€ BKIIIOYBAT JIEKAPCTBEHU MPOIYKTH,
KOUTO OTTOBAPST HA CIICTHUTE YCIOBUS:
1. (m3m. — [IB, 6p. 66 ot 2025 r., B cmma ot 12.08.2025 r.) pa3pemienu ca 3a ynoTtpeda/mapaieieH
BHOC chriacHo u3uckBanusTa Ha 3JIIIXM unu umart yBeromiieHue 3a napajieiHa JUCTPUOYIUs OT
EBpomneiickara areHius 1o JIeKapcTBaTa;
2. (mon. — 1B, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) B KpaTKkaTa XapaKTepUCTHKa HA MPOIYKTa
ca TOCOYECHHM TEpareBTUYHU TIOKa3aHUS 3a JieueHUe, NpodUIaKTHKAa WJIA JAHArHOCTHKA Ha
3a00IsBaHUATA, 3allJIalllaHy TI0 pena Ha 4. 6, aj. 2;
3. (otm. ¢ Pemenne Ne 13049 ot 2015 r. va BAC na Pb - JIB, Op. 32 or 2016 1., B cuna ot
22.04.2016 r.; HOBa, Op. 26 or 2019 r., B cuma or 1.04.2019 r., usm., O6p. 28 ot 2021 r.)
MEXIyHApOAHOTO HEMAaTeHTHO HaWMEHOBAaHME, KbM KOETO TPHUHAMICKHU JIEKAPCTBEHUST
MpoayKT/KoMOuHaluATa (Ipu KOMOMHHpaHU JIEKApCTBEHUW TMPOJIYKTH), C U3KJIIOYEHHE Ha
TEHEPUYHUTE JICKAPCTBEHU MPOAYKTH W JICKAPCTBEHUTE MPOAYKTH, KOUTO CHIBPKAT AKTHBHO
BEIIECTBO WJIM aKTHBHH BEIIECTBA C AOOpE YCTAaHOBEHa ymoTpeda B MEIUIIMHCKATa MPaKTUKa, ce
3aruiaia ot oOIIEeCTBEH 3APaBHOOCUTYPUTENCH (DOH]I IPH CHITUTE TEPANIEBTHYHU MMOKA3aHUs TTOHE
B NET OT ciueaHute avpxkasu: benrusa, I'spuwmsa, Janus, Ecronus, Wcnanusa, Wranus, Jlateus,
Jlutsa, [lomma, [lopryranus, Pymbaus, CnoBakusi, CnoBenusi, Yurapusi, Gunnannus, Opanmus u
Uexust. MeXayHapOJAHOTO HENAaTEHTHO HAaWMEHOBAHHME, KbM KOETO MNPHUHAMJIEKHU JIEKapCTBEH
MPOAYKT, TMpEeIHA3HAUYeH 3a JICYCHHE Ha peaKu 3a00JsBaHMs, C€ 3amjam@a OT OOIIeCTBEH
3IpaBHOOCUTYpPUTENICH (OH] W/WIH C MyOJUYHH CPEACTBA MPHU CHIIUTE TEPANIEeBTUYHH TOKA3aHUS
MOHE B 5 OT BCUYKH IbP)KaBU WICHKH;
4. JeKapCTBEHUTE MPOAYKTH ca B JIEKAPCTBEHW (GOpMH C pPEeKUM M HAYMH Ha MpHIIAraHe,
TTOAXO/IAIIIN 32 JICUeHHE Ha 3a00/IsIBaHUATA, IOCOYCHHU B 4Jl. 0, all. 2;
5. HampaBeHa € OlLieHKa 110 pena Ha wi. 30.
(2) (U3m. — IB, 6p. 62 ot 2016 1., O6p. 26 oT 2019 ., B cuia ot 1.04.2019 r.) B IVIC ce BkitouBat
T€HEPUYHU JIEKAPCTBEHM MPOAYKTH, 32 KOUTO 3asBeHaTa II€Ha Ha NPOU3BOAMUTEN MO Wi. 8 HE
HazBumasa 70 Ha cTO, a 3a JeKapcTBeHUTEe NMPOoyKTH 1o wi. 29 ot 3JIIIXM — He HaaBumasa 80 Ha
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CTO OT LIeHaTa Ha MPOU3BOJUTEN Ha JIEKAPCTBEH MPOAYKT ChC CHIIOTO MEXIYHAPOIHO HEMATEHTHO
HAaUMEHOBAHHE, JICKAPCTBEHA (opMa M KOJMYECTBO HA aKTUBHOTO BEUIECTBO B J030Ba €IAMHMIIA,
BiirodeH B [1JIC, u koiTo ce cunTa 3a peepeHTEeH JICKapCTBEH MPOAYKT MO CMUCHIA Ha 4. 28 OT
3JIIIXM.

(3) (U3m. — 1B, 6p. 62 ot 2016 r., mom., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) U3uckBaneTo Ha
aJl. 2 He ce Mpuiara 3a FeHepUYHH JIEKapCTBEHU NPOAYKTH U 3a JIEKAPCTBEHHU MPOJIYKTH 110 4. 29
ot 3JIITXM, 3a kouto Ha pedepeHTHUS JICKAPCTBEH MPOAYKT 10 cMuUchia Ha wi. 28 3JIIIXM B cpok
710 €[Ha TOJIMHA MPeIy U3THYaHe Ha MAaTeHTa W/WIM Ha CPOKa Ha 3alllMTa Ha JJaHHHWTE [[eHaTa Mo 4il.
261a, an. 1 3JIIIXM e namasieHa, OCBEH B clly4ail Ha HaMaJleHUE MO peaa Ha wi. 43.

(4) (HoBa — 1B, 6p. 92 ot 2015 r., m3m., 6p. 66 ot 2025 1., B cmuta ot 12.08.2025 r.) JIekapcTBeHuTE
npoayktu mo ui. 45, an. 10, 13 u 21 330, 3a KOUTO HE ca JIOrOBOPEHU OTCTHIKH CHITIACHO
HapenoOara o wi. 45, ain. 9 330, He ce Bxirousar B [1JIC.

(5) (HoBa — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) JIekapcTBeHUTE MPOAYKTH 1O 4. 6, aJl.
2, T. 3 ¢ HOBO MEXIYHapOJHO HENAaTEHTHO HAaUMEHOBAaHUE, 3a KOUTO HE € CKJIYEHO
MPEIBAPUTEIIHO PAMKOBO CIIOpazyMeHue 1o wi. 262, ain. 12 ot 3JIIIXM, ne ce Bkitousar B [1JIC.
(6) (Hosa — 1B, 6p. 92 ot 2015 r., mpenumina an. 5, u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 1.)
B cwvorBernara yact Ha IIJIC ce BkirouBar JeKapcTBEHH MPOAYKTH, IMPUHAJUICKAIIH KbM HOBO
MEXIyHApOJAHO HEMAaTeHTHO HAaMMEHOBAaHHE, 32 KOUTO € H3BBPIICHA OIEHKAa Ha 3JpaBHUTE
TEXHOJOTUH chrilacHo wi. 30a M 3a KOMTO MMa IMOHE €IHAa MOJOXKUTENHA OLIEHKAa Ha 3[paBHUTE
TEXHOJIOTUH OT Jbp>KaBHAa MHCTUTYLUS Ha BenukoObpuranus, @pannus, ['epmanus u HIsenus.

UYn. 30. (1) B ITo3utruBHUS JIeKapCTBEH CIUCHK Ce€ BKIIOYBAT JIEKAPCTBEHH MPOIYKTH, HA
KOUTO € U3BBbpPUICHA OLICHKA IO CJICAHUTC KPUTCPHUU:
1. HanM4YMe WM JIMIICa Ha JIEKApCTBEHa aliTepHATHBA 3a JIeYeHHE Ha 3a00JIIBaHETO, 3a KOETO €
npeAHa3HauYeH JIEKAPCTBEHUAT MPOAYKT;
2. KpuTepuH 3a epUKaCHOCT U TepaneBTHYHA €(hEeKTUBHOCT:
a) OIICHKA Ha TeparneBTHYHATA M0J13a Ha JIEKAPCTBEHUS MPOIYKT;
0) yIbJDKaBaHe POABIDKUTEITHOCTTA Ha J)KUBOTA;
B) OJ00psIBaHE KAY€CTBOTO Ha JKHUBOT;
F) AOM'BJIHUTCIIHU TCPAIICBTUYHU I10JI3H,
1) HaMaJIsIBaHEe Ha YCIIOKHEHUATa OT OCHOBHOTO 3a00JIsSIBaHE;
€) yao0CTBO 3a MalyreHTa;
) €EKTUBHOCT Ha JIEKAPCTBEHUS MPOJYKT, CBbpP3aHa ChC crienupuYHaTa JIeKapcTBeHa ¢opma U
II'bT HAa BBBCKIAHC,
3. KpuTepuu 3a OE30MaCHOCT Ha JEKAPCTBEHUTE MPOAYKTHU:
a) 4eCTOTa Ha MOsBa Ha HEXKEJIAHUTE PEaKIUu;
0) CepUO3HOCT Ha HEXEAaHUTE PEaKInu;
B) IMOBJIMSABAHE U MMOBCACHUE ITPH 110SABA HA HEKCIIAHU PCAKIIUU,
r) Halu4Yhue Ha HEOOXOAMMOCT OT TMpujaraHe Ha JOMBIHUTEIHU MNPOQUIAKTUYHH WU
TCPANICBTUYHU MCPKHU 3a MPCAOTBPATABAHC HA HCIKCIIAHU PCAKIIHUU,
4. hapmako-MKOHOMUYECKH MMOKA3aTeIH:
a) pa3xo/u 3a Tepamnus C JIEKapCTBEHUs MPOIYKT;
0) cpaBHEHME Ha Pa3XOAUTE 3a TEPANUs C HATUYHUTE aJTepHATUBY;
B) CHOTHOIIIEHUE Pa3Xx0/I-PE3yIITaT;
I') IKOHOMHMYECKA OLIEHKA Ha JION'bJIHUTEIIHUTE MOJI3H;
1) aHaJIi3 Ha OO KETHOTO BH3JCHCTBUE HA Oa3aTa Ha OYaKBaH OpOM MalMeHTH;
5. TeKapCTBEHUAT MPOAYKT € 3a JIeueHUe Ha 3a00JIIBaHMsI C BUCOK PHCK 32 OOIIIECTBOTO.
(2) 3a nexkapcTBeH NPOAYKT, 3a KOWTO € HaJlMIle JIEKapCTBEHA allTeépHaTHBa 3a JIEYEHHWE Ha
3a00IIIBaHETO, 32 KOETO € MpelHa3HaueH, OIleHKaTa Ha KPUTEPHHUTE MO al. 1 ce M3BBpIIBA KAaTo
CpaBHUTEJICH aHAJIH3 C JIEKApCTBEHATa alTepHaTHBA.
(3) (HoBa — IB, 6p. 92 ot 2015 1., oT™., Op. 26 0T 2019 1., B cmma ot 1.04.2019 1.).
(4) (Ilpegumna an. 3 — B, 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.)
Korato eauH wiam moBede JIEKApCTBEHU MPOAYKTH CbC CHIIOTO MEXKIYHAPOAHO HENATEHTHO
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HalMEHOBAaHME, JEKapCTBEHA (JOpMa M KOHLEHTpAIMsl Ha aKTUBHOTO BELIECTBO, BEUE Ca BKIIOYEHU
B cboTBeTHaTa yacT Ha [1JIC, He ce n3BbpuIBa OLleHKaTa 1o aJ. 1.

Y. 30a. (Hos — IB, Op. 26 ot 2019 r., B crita ot 1.04.2019 1.) (1) B IJIC ce BkimrouBat
JICKapCTBEHH MPOIYKTH, MPUHAIISKAIIN KbM HOBO MEKAYHAPOIHO HEMIATCHTHO HAMMEHOBAaHUE, 32
KOUTO € M3BBbpILEHA OLIEHKAa Ha 37paBHUTE TexHoJoruu. OleHKaTa Ha 3JpPaBHUTE TEXHOJIOTUU €
4acT OT Mpolie/lypaTa o BKJIIOUBAaHE Ha jiekapcTBeHus npoaykT B IIJIC, kato cbbpika KIMHUYHA U
(bapMaKo-UKOHOMHYECKA OIICHKA U BKJIIOYBA:

1. ananu3 Ha 3/1paBHUS TPOOIEM;

2. cpaBHHUTENIEH aHaJIW3 Ha TepamneBTHYHaTa e(QUKACHOCT, e()EeKTHMBHOCT U 0Oe30MacHOCT Ha
JIEKapCTBEHHUSI POJTYKT;

3. aHanu3 Ha (papMaKO-MKOHOMUYECKHUTE [TOKA3aATENH;

4. ananu3 Ha OIOPKETHOTO BB3CHUCTBUE.

(2) Ouenkara Ha 3paBHUTE TEXHOJIOTHH CE U3BBPIIIBA 110 CICIHUTE KPUTEPUHU:

1. HaM4Me WK JTUTICA Ha aJITePHATUBHO JeUCHHE Ha 3a00JI1BaHETO;

2. HaJM4Me WY JIUICA Ha JIEKApCTBEHA aJITEpHATHBA 3a JIeUeHUE Ha 3a00JIIBaHETO;

3. eUKacCHOCT U TepaneBTUYHA €()EKTUBHOCT Ha JICUYCHHETO — OLIEHKA Ha TepaneBTHYHATA I0J3a,
yI'bIKaBaHEe MPOIBIDKUTETHOCTTA HA KHBOTA U MOJ00psSBaHE KayeCTBOTO Ha >KUBOT, HAMAJISIBaHE
Ha YCIIO)KHEHHSITa OT OCHOBHOTO 3a00JIsIBaHE;

4. Opoii Ha MOTEHIIUATHUTE TAIUEHTH;

5. 6e30MacHOCT Ha JICKAPCTBEHHS MPOJIYKT — YECTOTa M CEPUO3HOCT HA HEXKETAHWUTE PEaAKIIWH,
HYy)XJa OT TMpHJIaraHe Ha JONBIHUTETHH MNPOYUIAKTUYHH WIM TEPANeBTUYHU MEPKH 32
[IPEIOTBPATSABAHE HA HEXKEJIAaHU peaKLnu;

6. (apmMako-MKOHOMHUYECKH TIOKa3aTelid — Pa3XOAW 3a Tepamus C JEKapCTBEHUs MPOAYKT U
CpPaBHEHHE Ha Pa3XOJUTe 3a Tepanusl ¢ HAIMYHUTE aJITEPHATUBU, ChOTHOILIEHHUE Pa3Xo/1 — pe3yiTar,
MKOHOMMYECKA OIIEHKA Ha JOM'BIHUTEIHUTE MOJI3H;

7. MOJI3M OT 3JpaBHATa TEXHOJIOTHS, MIPEICTaBEHU upe3 credeneHa roauna xuBot (LYG), roguna
KHUBOT, choOpaszeHa ¢ kauecTBoTo (QALY), wim nipu aunca Ha JaHHU 32 KpaHU pe3yaTaTH — 4Ype3
MIPeIOCTaBsiHE Ha MEX/IMHHU TaKUBa;

8. aHanmu3 Ha OIOKETHOTO Bb3/€HcTBHE HA Oa3aTa Ha OYaKBaH OpOM MallMEeHTH;

9. olleHKa HA Pa3XOJUTe HA MyOJIMYHU CPECTBA 3a METTOIUIICH TEPHO/T;

10. ananu3 Ha 37paBHATa MEPCIEKTHUBA 3a WHCTUTYLUATA, KOSTO 3aIUlalla CbOTBETHOTO JIEYEHHUE C
MyOJIMYHU CPECTBA, I OOIIECTBEHATa NIEPCIIEKTHBA;

11. MopasiHu U eTuYHU choOpaxeHus (IpH crieunPUIHN rpynu 3a00IBaHus).

(3) (HoBa — /IB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) ChBMecTHaTa KJIMHUYHA OIEHKA
coerinacHo Pernmament (EC) 2021/2282 e vact OT olieHKaTa Ha 37paBHUTE TEXHOJIOTUH 110 ai. 1, T. 1
u?2.

(4) (Ilpegumna an. 3 — JAB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) OueHka Ha 3IpaBHUTE
TEXHOJIOTUU HE C€ M3BBPIIBA 32 TCHEPUUHH JIEKAPCTBEHU MPOJYKTH U 32 JIEKAPCTBEHU MPOIYKTH,
KOUTO CBAbpPXKAT AaKTUBHO/aKTUBHM BEIIECTBO/BEIIECTBA C JOOpE YyCTaHOBEHa YMoTpebda B
MeAUIMHCKAaTa MPaKTUKA.

Ui 31. (1) B [lo3uTuBHUSA J€KapCTBEH CIIUCHK CE BKJIIOUBAT JIEKAPCTBEHU MPOAYKTH IIPU
CIa3BaHE Ha CIEAHUTE NIPABUIIA!
1. Korato oTroBapsT Ha yCJIOBHUATA HA Wil. 29;
2. (mom. — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) u3BbpIleHa € OIIEHKa Bb3 OCHOBA Ha
kputepuute 1o 4i. 30 ceriacHo npuiokeHne Ne 5 Uiy OlleHKa Ha 3JpaBHATE TEXHOJOTHH.
(2) KomOunmpanu jiekapcTBeHu MpoayKkTH ce Bkiatousar B I1JIC, koraro komMOMHanMaTa OCUrypsiBa
TeparneBTUYHU MPEeIMMCTBA W/WIM YAOOCTBO B HayMHA HA MpWJIaraHe MpU paBHA WIM MO-HHUCKa
CTOMHOCT B CpaBHEHHE C pa3eHOTO MpUJIaraHe Ha ChCTaBKUTE Ha KOMOMHALMATA WM TIPH JIUTICA
Ha HSKOU OT ChCTAaBKHUTE - paBHA WJIM MO-HUCKa CTOMHOCT Ha CpefHa MPOABIKUTEIHOCT Ha Kypc
JIEYEHNE, WM JO0Ka3aHO OCUTYpsiBa 3HAUUTEIHM TEPANeBTUYHM IPEIUMCTBA B CpPaBHEHUE C
Pa3JeNHOTO MpHUJIaraHe ChCTaBKUTE Ha KOMOWHAIUATA, UM BOJIM JI0 HaMaJlsiBaHe Ha JieKapCTBEHaTa
PE3UCTEHTHOCT NPH JieueHNe Ha MH(EKIUU U Tapa3uTHU OOJIECTH.

ctp. 16 ot 64



(3) (HoBa — JIB, 6p. 102 ot 2017 r.) KomOunupanu jaexkapcTBeHu nmpoayktu ce Bkirousat B [1JIC,
KOraTo KOMOMHAIMATA HE ChABPKA HUTO €HAa ChCTaBKa, KOSATO MPH Pa3felHOTO i mpuiaraHe € ¢
PEKUM Ha TIpenrcBaHe 0e3 JIeKapCKo MPeITCcaHue.

Ui 31a. (HoB — 1B, 6p. 8 ot 2017 r.) (1) (M3m. — 1B, 6p. 26 ot 2019 r., B cuna ot
1.04.2019 r.) JIekapcTBeHnute nmpoayktu o 4i. 30a, 3a KOUTO HE ca MPEJACTAaBEHU JI0KA3aTEICTBA 3a
TepaneBTHYHA e(PEKTUBHOCT W/WJIM CHOTHOIICHUETO Pa3XoJ-Pe3yaTaT € CTOMHOCTHO Hee(EeKTHUBHO,
ce BKJIIOYBAT B cbOTBeTHOTO npuiioxkenue Ha [1JIC cbe 3aapmkenue 3a npociensBane Ha eekra oT
TepanusiTa.

(2) (Homa — JIB, 6p. 26 ot 2019 r., B cuia ot 1.04.2019 r.) CbBeThT MOXE CTy)KEOHO /1a TOCTAaHOBU
3a]IbJDKEHUE 32 TIPOCIIE/IsIBaHe HA ePeKTa OT TEPAMUSITA U 33 JICKAPCTBEHH MPOTYKTH, KOUTO BEYe ca
pxirodenu B I1JIC, koraro:

1. TexkapCcTBEHUAT MPOAYKT € CPABHUTEIHA AJITEPHATHBA Ha JICKAPCTBEH MPOAYKT 1O aj. 1;

2. ¢ BB3HHMKHAJIa HEOOXOJMMOCT 3a CHOTBETHATa 3aIUlallallla MHCTUTYLHS OT HU3BBPIIBAHE Ha
aHanM3 Ha €(EeKTUBHOTO U IEJIechOoOpa3HO pa3xoABaHE Ha IyOJIMYHU CPEIACTBA 3a JICKApCTBEH
MIPOJYKT.

(3) (Ilpegumina an. 2 — B, 6p. 26 ot 2019 r., B cuia ot 1.04.2019 r., u3m., 6p. 28 ot 2021 1.)
[IpocnensBanero Ha eexTa OT TepanusaTa Ha JIEKAPCTBEHUTE MPOAYKTH MO an. 1 ce u3BbpIIBa 3a
CPOK JI0 I'bPBOHAYAITHOTO TOTbPKAHE HA PEUMOYPCHUS CTATyC Ha JICKAPCTBEHHS IIPOJIYKT 110 pea
Ha rJiaBa mecra "a".

(4) (HoBa — [IB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) IlpocinensBanero Ha edekra OT
TepanusTa Ha JEKapCTBEHHUTE MPOAYKTH MO ajl. 2 ce M3BBLpIIBa 3a Cpok OT 1 g0 3 roauHH B
3aBHCHMOCT OT T€paNeBTUYHATA cXeMa (MPOIBIDKATEITHOCTTa Ha TEPANIEBTUYHHSI KypC Ha JICUCHHUE)
Ha CHOTBETHHMSI JIEKQPCTBEH MPOAYKT HJIM 32 CPOKa Ha MPOCIEAsBaHE Ha JIEKAPCTBEH MPOIYKT, C
KOMTO C€ CpaBHsBA.

(5) (ITpegumna an. 3, uam. — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) IIpu BKIIOYBaHETO HA
JIEKapCTBEHUTE MPOAYKTH 1O ai. 1 ChBETHT Oompeens U yCIOBUATa U KPUTEPUUTE 3a MPOCTIE/IsIBaHe
Ha e)eKTa OT TepaIusATa C TAX, KAKTO U MIPOTHO3HHSI OpPOi MAIMEeHTH 332 CPOKa 10 all. 3.

(6) (HoBa — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) B cayyaute no an. 2 CpBeTHT omnpenens
Y YCJIOBHSITA, U KPUTEPUUTE 3a MPOCIIEAsIBaHE HAa e(heKTa OT TepanusTa ¢ JCKapCTBEHUTE IPOAYKTH.
(7) (HoBa — 1B, 6p. 26 ot 2019 ., B cuna ot 1.04.2019 r.) 3a Bb3HUKHANATa HEOOXOIMUMOCT IO all.
2, T. 2 CcbOTBETHATa 3alUiamiania MHCTUTYIHS MHUCMEHO yBeaomsiBa (CbBeTa, KaTo IOCOYBA
KOHKPETHHUTE 00CTOSTENICTBA, IOBEJIH JI0 Hesl.

Ui 316. (Hos — 1B, 6p. 8 oT 2017 r., u3Mm., Op. 26 ot 2019 1., B cuna ot 1.04.2019 1.) (1)
ITpocnensiBaneTo Ha edekTa OT TepanusATa ¢ JeKapCTBEHUTE MPOAYKTH mo wi. 3la, an. 1 u 2 ce
M3BBPIIBA OT JIeUeOHU 3aBEJCHUS 3a OOJIHMYHA TTOMOII U JIeueOHU 3aBeACHUS Mo Wi. 5, ai. 1, 4.
10, 1. 3, 3a, 30 u 6 oT 3akoHa 3a Je4eOHUTE 3aBEJICHNs, B KOUTO UMa CTPYKTYpH IO npoduia Ha
3a00JI5IBaHETO.

(2) CpBeThT yBeAOMSIBa Je4yeOHUTE 3aBeleHUs MO al. | 3a JIeKapCTBEHUTE MPOJYKTH, 32 KOUTO €
OTIpe/ieNIEHO MpociensaBaHe Ha eeKTa OT TepanusTa.

(3) B exnHomeceyeH Cpok OT BIM3aHETO B CHJIa Ha peIlIeHHE 3a MIpocieisBaHe Ha edeKkTa OT
TepanusTa Je4eOHUTE 3aBeleHHUs MO al. | ocurypsBarT ChbBMECTUMOCT Ha OOJHHMYHATa CH
nHpOpMalMOHHA crcTeMa ¢ MHpOpMallMOHHaTa cucteMa Ha ChBeTa.

(4) B xonma Ha mpocieasiBaHe Ha edekTa OT TepanusTa JIeYeOHUTE 3aBeleHus Mo al. | croupar
uHpOpMaNKATa 32 BCEKH KOHKPETEH JIEKapCTBEH MPOAYKT U €XeIHEBHO s mpenoctaBsaT Ha CbBera
ype3 Tpancdep oT 6oTHuIHATa MHPOPMAIIMOHHA CHCTEMA.

(5) (U3m. — 1B, 6p. 28 ot 2021 r.) CbBeThT cHOMPA, ChbXpaHsABa U aHANKU3Mpa UH(OPMAIIHUATA IO all.
4.

(6) (U3m. — 1B, 6p. 28 o1 2021 r.) CbBeTHT €XKET0JHO MPEOCTaBs aHANU3UpaHaTa HHPOPMALUS 110
an. 5 Ha H30K/M3 3a nenure Ha epEeKTUBHOTO U IelechoOpa3HO pa3XxoJ/iBaHEe Ha MyOIMYHU
cpeacrBa. Bp3 ocHoBa Ha ananmza H30OK/M3 morat n1a npaBsT npeangoxenus no wi. 32, an. 2 u 3.
(7) (Orm. — IB, 6p. 28 oT 2021 T1.).

(8) (Or™m. — IB, 6p. 28 o1 2021 1.).
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Paszpen 11
Pen 3a BKIIIOUBaHe, NIPOMSIHA W/WJIHM U3KJIIOYBaHEe HA
JIEKAPCTBEHU NPOAYKTH B [l03UTHBHUA JIeKAPCTBEH CIUCHK H
YCJIOBHUSA M pPejl 32 peryJiupaHe HeHUTe HA JIEKAPCTBEHUTE
NMPOAYKTH MO Wi 2, aj1. 1. OueHka Ha 3ApaBHUTE TEXHOJIOTHU
(3aru. gom. — IB, op. 26 ot 2019 r., B cuJj1a ot 1.04.2019 r.)

Y. 32. (1) (U3m. — JIB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., mom., 6p. 26 ot 2019 1.,
B cuna ot 1.04.2019 r.) 3a BkiItOUBaHEe, MPOMEHH W/WIM H3KIIOYBAHE Ha JIGKAPCTBEH MPOIYKT B
IIJIC, xakTO M 3a OLIEHKAa Ha 3JpaBHUTE TEXHOJOrMu Ha Beue BKIoueHH B [1JIC nexkapcTBeHH
IIPOJYKTH IIPUTEKATENAT HA Pa3peLIEHUETO 3a YIOTpeOa Ha ChOTBETHHUS JIEKAPCTBEH MPOAYKT UIIU
YI'BJIHOMOIIEH HEroB MpelacTaBuTen mnojaBa A0 CbBeTa 3asBiIeHUE MO 0Opasell, YTBBPIAEH OT
CobBera.
(2) MotuBupanu nucMeHu npeanoxkeHus 10 CrBeTa 3a U3KIIOYBaHE, 33 MPOMSIHA Ha MMOKA3aHUATA,
3a IMpOMsHA, CBbp3aHa C pela 3a 3alJjallaHe, 3a IpoMsSHA B HauWHa Ha oOpa3yBaHe Ha
pedepeHTHaTa CTOMHOCT WM HMBOTO Ha 3alliallaHe, ¢ KOUTO JiekapcTBeH mpoiaykT mo INN e
BiuroueH B [1JIC, morar na ce npasst or H30K u ot M3.
(3) (Hoa — JIB, Op. 92 or 2015 r., u3m., Op. 26 or 2019 r., B cuma ot 1.04.2019 r1.)
MunuctepcTBoTO Ha 3ApaBeomna3Banero 1 H30K Morar motuBupano aa mHunuupat npen CbBera
W3BBPIIBAHETO HA OIIEHKA Ha 3JpaBHUTE TEXHOJIOTUU 3a JIEKAPCTBEHU IMPOJYKTH, BKIIIOUEHU B
[JIC, 3a xouTO T€ 3amiamiar, B CIICTHUATE CIy4au:
1. 3a rapanTupaHe Ha MPEABUAMMOCT, YCTOWYMBOCT U PAllMOHAIHO pa3XxoJBaHE Ha OO/KeTa Ha
CHOTBETHUTE HHCTUTYIIHH,
2. 3a ONTUMHU3UpAHE JIEYCHHETO Ha TMalMeHTUTe 3a 3a00JsIBaHUS, 32 KOWTO CHOTBETHUTE
WHCTUTYLIMY 3aIlialiar.
(4) (HoBa — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) 3a nekapcTBeHH NPOAYKTH, BKIIOUEHHU B
IJIC, 3a kOoMUTO € 3asBEHO pa3llIMpsiBaHE HA TEPANEBTUYHU MOKa3aHUs, 3@ KOUTO O MOMEHTA HE €
3aIJiallaHo, ce U3BBPIIIBA OIIEHKA Ha 3[paBHUTE TEXHOJIOTUU ChraacHo 4i. 30a.
(5) (Hosa — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., gom., O6p. 66 ot 2025 r., B cuia ot
12.08.2025 r.) OueHka Ha 3paBHUTE TEXHOJIOTUH 3a JIEKAPCTBEHHU MPOAYKTH MO al. 1 u 3, KOuTo
Beue ca BkmoueHu B I[UJIC, ce usBppmiBa chrioacHo wi. 30a, an. 1. OneHkara Ha 3ApaBHUTE
TEXHOJIOTUH CHhABPKA KIMHUYHA U PapMako-UKOHOMHUYECKa yacT. ChBMecTHaTa KIMHUYHA OI[EHKa
ceriacHo Pernmament (EC) Ne 2021/2282 e wact oT omieHKaTa Ha 3[paBHUTE TEXHOJIOTHH.

Yn. 33. (1) Csc 3asBieHHETO 3a BKJIIOYBaHe Ha JiekapcTBeH npoaykt B [IJIC
MIPUTEKATENSAT HA Pa3pEHICHUETO 3a YNOTpeda WM yITbIHOMOIIEH HETOB MPEICTABUTEI 3asBsBA U
oOpa3yBaHe Ha IIeHa Mo Wwi. 2, all. 1, KaTo MocoyBa IeHaTa Mo eIeMEHTH ChOoOpa3Ho MpaBuiIaTa 1Mo
. 8.

(2) (U3m. — [IB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., 6p. 92 ot 2015 1., 6p. 26 oT 2019 1., B
cuna ot 1.04.2019 r.) Kbm 3asBiaenuero mo an. 1 ce mpuiara jaexiapanusi-crpaBka mo oOpaserl,
yIBbpAeH OT ChBeTa, OTHOCHO IIEHUTE HAa TPOU3BOJUTEN B CHOTBETHATAa BallyTa U B €BPO B
JTBPKaBHUTE MO WI. 8, ai. 1, T. 1, KakTo u 3a 0OCTOSITENICTBATA 110 WII. 8.

(3) (U3m. — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) LlenuTe HA MPOU3BOIUTEN B
JIeKJIapalsiTa mo aji. 2 TpsoBa Ja ca KbM JiaTa B Mecella Ha 1MoJJaBaHe Ha 3asBJICHUETO.

Un. 34. (U3m. — 1B, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r.) (1) (U3m. — /1B, Op. 26 oT
2019 1., B cuma ot 1.04.2019 r., 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ha nexapctBen
MPOAYKT, MOJTYYMII pa3pelieHue 3a napajieiieH BHOC WIM YBEJIOMIIEHHUE 3a MapajiesiHa JUCTpUOyLus
ot EBpomneiickaTa areHuus mo JekapcrBara, IpU HaJIM4YME Ha €IHAKbB WJIM MOJ00EH JIEKapCTBEH
npoaykT no wi. 214 3JIIIXM, BkmtoueH B [103UTHBHUSA JEKapCTBEH CIUCBHK U C YTBBpPAECHA OT
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CseBera 1eHa no 4. 2, an. | ce mpuiara cblliata WIK NO-HUCKA 1IEHA, U3YNCIIEHA B ChOTBETCTBUE C
KOJIMYECTBOTO aKTMBHO BEIIECTBO B J030Ba €IMHUIIA M CE BKIIOYBA B CHIIUTE MPHIOKCHUS Ha
ITJIC, xaTo ce momaBa 3asBJICHHE OT MPUTEKATENS HA pa3perieHUETo/yBeIOMICHUETO 3a MapajelicH
BHOC/IapajseiiHa AucTpuoymus mo odpasen, yrBbpaeH ot ChBera.

(2) (M3m. — JIB, 6p. 92 ot 2015 1., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., 6p. 66 ot 2025 1., B
cwia ot 12.08.2025 r.) KeM 3asBrnenueTo no ai. 1 ce mpuiaratr pa3penieHueTo/yBeIOMICHHETO 3a
napaJiesieH BHOC/TIapajeliHa TUCTPUOYIUS U TOKYMEHTUTe 1o wi. 35, ai. 1, 1.2,3,6 u 9 m an. 5.

(3) (Jon. — B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) 3asBeHaTa 1eHa Ha JIEKAPCTBEHUS
MPOJYKT 10 ail. 1 He Moxe Aa ObJAe Mo-BUCOKa OT yTBBbpAeHaTa oT CbhBeTa LieHa 1o wi. 2, an. | unu
3 Ha eIHaKBUS WIN [TOI00HUS JIEKapCTBEH MPOAYKT 1o wi. 214 3JITIXM.

(4) (U3m. — B, 6p. 92 ot 2015 1., mom., O6p. 26 ot 2019 r., B cria ot 1.04.2019 r., usm., 6p. 66 ot
2025 r., B cuia ot 12.08.2025 r.) 3a nekapcTBeHUTE NPOAYKTU 1O ai. 1 ChbBETHT ce Mpou3Hacs B
30-1HEBEH CPOK OT MOCTHIIBAHETO Ha 3asABJIEHUETO, KaTO ce MpuiaraT paznopeadure Ha wi. 35, ai.
6, un. 37, 38 u 40.

(5) (HoBa — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., u3m., 6p. 28 ot 2021 1., Op. 66 oT 2025
r., B cua or 12.08.2025 r.) CeBerpT ciayxeOHO HaMaysBa I€HATa Ha JIGKAPCTBEH MPOAYKT,
MOJIYYWJI pa3pellieHue 3a TapajelieH BHOC WM YBEAOMJICHHE 3a MapajieiHa JUCTPUOYIus OT
EBpomneiickara areHius 1o JiekapcrBaTa, NMpu oOpa3yBaHe Ha MO-HHCKA WIM HaMalisiBaHE Ha
mpeieHara 1eHa o 4i. 2, ain. 1 win 3 Ha eJHaKBUS WM MOJ00EH JIeKapCTBEH MPOIYKT Mo wi. 214
ot 3JIIIXM, BKJIIOYMTETHO B CilydauTe Ha MpoMsHa o pena Ha wi. 43. CbBEThT yBEIOMsIBa
MIPUTEKATEIS Ha pa3pellieHre 3a MapajiejeH BHOC WU yBEIOMIICHUE 3a MapalielHa IUCTpuOyus 3a
3ar0YBaHE HA aIMUHUCTPATUBHOTO MPOU3BOJICTBO.

Y. 35. (1) Kem 3asBnenuero no wi. 32, an. 1 ce mpuiarar:
1. xomme OT pazpenieHHe 3a ynorpeda Ha JIGKAPCTBEHHUS IMPOIYKT, KOTaTO pa3pelieHHeTo 3a
ynotpeba e u3gaaeHo mo peaa Ha Permament (EO) Ne 726/2004, Ilpunoxenue I "Kpatka
xapaktepucTrka Ha npoaykra", [Ipunoxenue 11 "IIpurexaren Ha pa3pemieHUETo 3a IPOU3BOJICTBO,
OTFOBOPEH 3a OCBOOOXKJaBaHE Ha MApPTHAM. YCIOBHS Ha paspelieHueTo 3a ynorpeba" u
[Tpunoxxenue 11l "O3HaueHus: BbpXy OMaKOBKATa U JIMCTOBKATA'"; MPUIIOKEHUATA CE MPEICTABAT Ha
€JIEKTPOHEH HOCHUTEIT,
2. (m3m. — 1B, 6p. 92 ot 2015 r.) uHpopManus OTHOCHO €AMHHUS MIEHTH(PUKALMOHEH KOJ Ha
JPY>KECTBOTO WJIM KOOIIEpALUsATa OT THPTOBCKHS PETUCTHP, a 3a JAPYKECTBATa, PETHCTPUPAHU B
IbpXkKaBa - 4ieHKa Ha EBpomeiickusa cbio3, WM B JbpxkaBa - cTpaHa no CropasyMeHHETO 3a
EBpomneiickoTo NKOHOMHYECKO MPOCTPAHCTBO - KOMHE OT JOKYMEHT 3a aKTyallHa PEerucTpanus 1o
HAI[MOHATTHOTO 3aKOHOJATEJICTBO, M3JaJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHaTa Abp)KaBa Ha
nunara mo 4i. 32, an. 1 He mo-KbCHO OT 6 Mecela IpeIu MoJjaBaHe Ha 3asiBJICHUETO;
3. M3pPUYHO HOTApPHAHO 3aBEPEHO IBIHOMOIIHO, B CIlydyail 4e 3asBJICHHETO Ce€ MojaBa OT
MPEJCTaBUTENl HA TPUTEKATENss Ha pa3pelieHreTo 3a ynorpeda; KOraTo ITBJIHOMOIIHOTO HE €
usnaneHo B PenmyOnuka bearapus, 3a Hero ce npeacTaBst IpeBoj Ha OBITAPCKU €3UK, U3BBPIIECH OT
MPeBO/Ia4y, KOWTO MMa CKIIFOYEH JIOTOBOP ¢ MHUHHCTEPCTBOTO HAa BHHITHUTE Pa0OTH 3a U3BBHPIIBAHE
Ha o(pHUIMATHU PEBO/IH;
4. (otm. — JIB, 6p. 62 ot 2016 r., HOBa, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) nexnapanus 3a
oOcTosTencTBata o 4i. 29, an. 1, T. 3 mo obpazen, yrBspieH oT CbBeTa;
5. maHHM OT mpoBeneHn B PenyOnmuka bearapus wimm B 4ykOWHA KIMHHKO-(apMaKOJIOTUIHU
W3MHUTBAHUS Ha JICKAPCTBEHUS IPOAYKT ChIIACHO MpaBuiiaTa Ha JloOpara KIMHUYHA TPAKTHKA;
6. mexjapamusi 3a OCUTYpsSBaHE Ha HEOOXOIUMHTE KOJMYECTBA Ha JICKAPCTBEHHS MPOAYKT B
3aBUCHMOCT OT KOHKPETHUTE TOTPEOHOCTH HA CTpaHaTa;
7. (m3m. — [1B, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) onieHka/oneHku Ha 37jpaBHATa TEXHOIOTUS
OT AbpKaBHa MHCTUTYLUsA Ha BemukoOpuranus, @pannus, ['epmanus u [lIBenus (mpencrass ce
OIIEHKa Ha 3[[paBHATa TEXHOJOTHs OT Abp)KaBHA MHCTUTYIUS Ha BCSKa OT TMOCOYCHHTE IBPIKaBH,
aKo MMa M3TOTBEHA TaKaBa);
8. (otm. — JIB, 6p. 26 ot 2019 1., B cuma ot 1.04.2019 1.);
9. (u3m. — 1B, 6p. 28 ot 2021 1.) TOKYMEHT 32 IUIaTeHa Jbp>KaBHA TaKCa;
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10. dapmako-UKOHOMUYECKH aHalM3, M3TOTBEH WM aJalTHpaH 3a CTpaHara, MPUAPYKEH ChC
CPaBHUTEJICH aHAJIN3, TIPY HAJTMYMETO Ha JIEKapCTBeHA aJITEpHATHBA 3a JICUCHHE Ha 3a00JI1BaHETO;
11. (moBa — JIB, Op. 92 ot 2015 1., u3m., Op. 26 ot 2019 1., B cuia ot 1.04.2019 1.) 3aBepeHo OT
MPUTEXKATEN Ha Pa3pelIeHHeTo 3a ynorpeda WM HErOB YIBIHOMOIIEH MPEACTaBUTEN KOMHE OT
norosop, ckiatoueH ¢ H30K, 3a nmpefgocTtaBsHe Ha OTCTHIIKA 3a JICKAPCTBEHUTE MPOIYKTH 10 4. 435,
an. 10, 13 u 21 330;

12. (moBa — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) 3aBepeHO OT MpUTEKATEIS HA
paspeleHueTo 3a ynorpeda WM OT HEroB YI'BIHOMOILEH IMPEACTaBUTEN KOIHE OT PaMKOBO
criopazyMenue ¢ M3 no ui. 262, an. 12 ot 3JITIXM.

(2) (U3m. — [IB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) okymenture mo an. 1, . 5 u 10 ce
Ipujiarar caMmo 3a JIEKapCTBEHU MPOJYKTH, KOUTO MPUHAAIEKAT KbM MEXAYHAPOAHO HEMATEHTHO
HAaNMEHOBAaHME, JIEKapcTBEHAa (OpMa M KOHLEHTpalMs Ha aKTHMBHOTO BEIIECTBO, KOETO HE €
BKJIFOYEHO B choTBeTHATa yacT Ha [1JIC.

(3) (Hoa — JIB, 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., 6p. 66 ot 2025
r., B cuma ot 12.08.2025 r.) 3a nekapCTBEHUTE MNPOAYKTH, HPUHAICKAINIA KHbM HOBO
MEX1YHapOJAHO HEMAaTEHTHO HAMEHOBAaHUE, KOETO HE € BKJIIOUEHO B choTBeTHaTa yacT Ha [IJIC, ce
MpeJICTaBs U3TOTBEH aHallM3 3a OIICHKA Ha 3JJpaBHUTE TEXHOJIOTUU B CHOTBETCTBHE C PHKOBOJICTBO
cbriiacHo npuioxenue Ne 6. Jlanaure B aHanu3a TpaOBa na ObAaT aKTyadHH KbM IEPHOM, HE I0-
paHeH OT €IMH Mecel] OT JlaTaTta Ha MoJlaBaHe Ha 3asBICHUETO. AHAIM3BT Ce M0/JaBa Ha €EKTPOHEH
HOCHTEI.

(4) (HoBa — [IB, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) 3a nexkapcTBeHH MPOIYKTH, 32 KOUTO
uMa MyOJIMKYBaH JOKJAJ 3a ChbBMECTHA KJIMHMYHA OleHKa cbriiacHO wi. 13 ot Permament (EC)
2021/2282, npuTexaTensaT Ha pa3pelIeHHeTo 3a yHoTpeda Ui HEroB YII'bJIHOMOIIEH PeICTaBUTEN
Ipe/ICTaBs aHalIM3 3a OIEHKAa Ha 3/paBHATa TEXHOJIOTMs, KOWTO BKJKOYBA JaHHU H3BBH TE3H,
MIPEIOCTaBeHH B X0J1a HAa ChBMECTHATa KIIMHUYHA OI[EHKA.

(5) (IIpegumna an. 3 — JIB, 6p. 92 ot 2015 r., npenumua an. 4, 6p. 66 or 2025 r., B cujia ot
12.08.2025 r.) 3a BepHOCTTa Ha JAHHUTE, [IOCOYEHH B 3asBJIECHUETO M B IPUJIpPYXKaBaIIUTE IO
JOKYMEHTH 1O al. 1, MpUTeKaTeNsIT Ha pa3pelIeHHeTo 3a yrnoTpeda Uiu HErOBUAT YITbIHOMOIIECH
MIPEJICTaBUTEIN IPECTaBs ACKJIapanus Mo odpasen, yTBbpaeH ot ChBera.

(6) (Ilpegumrna an. 4 — JIB, 6p. 92 ot 2015 1., mom., 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.,
npenuuHa ai. 5, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) CbBeThT MOKE€ MOTUBHPAHO J1a TIOUCKA
OT 3asiBUTENs JOMBIHUTENHA WH(pOpMaIMs, Heo0X0AUMa 3a B3€MaHE Ha pelleHHe 3a BKIIOYBAHE,
IIPOMEHU W/WUJIM U3KIJII0UBaHE Ha JiekapcTBeH npoaykT ot I1JIC, kakTo u 3a oOpa3zyBaHe Ha lLieHa 110
4il. 2, ann. 1, u Ipy OIIeHKa Ha 3/[paBHUTE TEXHOJIOTHH.

(7) (IIpeaumna an. 5 — JIB, 6p. 92 ot 2015 1., mom., 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.,
npeaumHa an. 6, 6p. 66 or 2025 r., B cuna ot 12.08.2025 r.) IIpu npomsina Ha BkimtoueH B [IJIC
JIEKapCTBEH MPOAYKT C€ NpuiiaraT ChOTBETHUTE JOKYMEHTH, CBbp3aHM ¢ mpomsHara. [lpu
paslmMpsBaHe Ha TEPANeBTUYHUTE IOKA3aHMs Ha JIEKAPCTBEH MPOAYKT, 38 KOWTO O MOMEHTA HE €
3amamano B croTBeTHata yacT Ha I1JIC, ce mpeacTaBs M3roTBEH aHalU3 3a OLIEHKA Ha 37paBHAaTa
TEXHOJIOTUSI B ChOTBETCTBHE C PBKOBOJCTBO ChIVIACHO mpuiokeHue Ne 6. J[aHHUTE B aHaiu3a
TpsiOBa a ObJAT aKTyaJlHU KbM IEpHOJI, HE MO-PaHEH OT €IWH Mecell OT JlaTaTa Ha MojaBaHe Ha
3asBJICHNETO. AHAIM3BT CE M0JaBa HA XapTUEH U €JIEKTPOHEH HOCUTEI.

(8) (HoBa — JIB, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) [Ipu pasmupsiBaHe Ha TepaneBTUUHUTE
MOKAa3aHUs Ha JIEKAPCTBEH IMPOJYKT, 32 KOMUTO MMa MyONUKYyBaH JOKJIA] 3a ChbBMECTHA KIMHUYHA
orneHka cwriacHo wi. 13 ot Permament (EC) 2021/2282, mputexaTensT Ha pa3pelIeHUETo 3a
yrnoTpeba WM HErOB YITbJIHOMOIIEH IpeJICTaBUTEN MpEACTaBs aHAIU3 3a OIlEHKa Ha 3JIpaBHATa
TEXHOJIOTHUS, KOWTO BKJIIOYBA JJaHHU U3BBH TE€3H, MPEJIOCTaBEHHU B XOJa HA ChbBMECTHAaTa KJIMHUYHA
OLICHKA.

(9) (HoBa — JIB, 6p. 26 ot 2019 r., B crma ot 1.04.2019 r., npenumna an. 7, 6p. 66 ot 2025 ., B
cuna ot 12.08.2025 r.) KoraTo nmputexaTtesaT Ha pa3pelieHneTo 3a ynorpeda e 3asiBII U3BbpIIBaHEe
Ha OIIEHKA Ha 3[[paBHUTE TEXHOJIOTUH 3a JIEKAPCTBEH MPOAYKT, C€ MpUiaraT JOKyMEHTHUTE 1o ai. 1,
T. 1 -3, T. 9 1 aHanu3 oo ain. 3.
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(10) (HoBa — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., npeaumna ain. §, uzm., op. 66 ot 2025
r., B cuna ot 12.08.2025 r.) Ilpu oueHka Ha 3paBHUTE TEXHOJOTUHU B CIydauTe Io 4i. 32, an. 3
MIPUTEKATENAT Ha pa3pelieHueTo 3a yrnoTpeda e AbXKeH J1a mpenoctaBy Ha ChBeTa MpU MOMCKBaHE
HeoOXxoauMaTa My MHGOpMAIHs ¢ W3KIIIOYCHHE Ha JTAaHHM, IPEJOCTaBeHU B XOJa HA ChbBMECTHATa
KIIMHUYHA OILIEHKa, aKO 3a JIGKApCTBEHUS MPOJIYKT KMa IyOJIMKYBaH JOKJIaJ 3a CbBMECTHA
KIIMHUYHA OIIeHKa, chriacHo wi. 13 ot Pernmament (EC) 2021/2282.

Y. 35a. (Hos — IB, Op. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuia ot 1.04.2019 r.)
(1) (U3m. — B, Op. 28 or 2021 r.) Ilpu pasmupsiBaHe Ha TEpPANEBTUYHUTE IOKA3aHMUS Ha
JIEKapCTBEH MPOAYKT, 32 KOUTO 10 MOMEHTa HE € 3aIlIalllaHoO B ChOTBETHOTO npuiioxkenue Ha [1JIC,
ce 100aBs 3abJDKEHUE 3a TpocieisBaHe Ha eeKTa OT TepanusiTa Ha JEeKapCTBECHHUS MPOAYKT U 3a
Te3W TOKa3aHWUs, ako HE ca NPEJICTaBEHU JI0Ka3aTeiCcTBa 3a TepaneBTUYHA €(PEKTUBHOCT W/WIH
CBHOTHOIIEHUETO Pa3X0J] — pe3yATaT € CTOMHOCTHO Hee(hEKTUBHO.
(2) CpBeThT MOXKeE CIYKEOHO Ja MOCTAHOBU 3a/IbJDKEHUE 32 IPOCIIesiBaHe Ha eeKTa OT Teparnusara
U 32 TEpareBTHYHU IMOKa3aHHs Ha JICKapCTBEHH MPOAYKTH, KOMTO ca BkiIodeHu Beue B I1JIC, B
cllydauTe, Koraro:
1. TekapCTBEHUAT MPOIYKT € CPAaBHUTEIHA AITEpPHATUBA HA TIOKAa3aHUe 110 ail. 1;
2. ¢ BB3HHMKHaJa HEOOXOAMMOCT 3a CHOTBETHATa WHCTHUTYIMS OT HW3BBPIIBAaHE HA aHaIM3 Ha
e(EeKTUBHOTO U LIEJIECHO0Pa3HO pa3Xo/BaHe Ha IyOJIMYHHU CPEICTBA 32 JIEKAPCTBEH MPOIYKT.
(3) (M3m. — 1B, Op. 28 ot 2021 r.) [IpocnensBaneTo Ha eekTa OT TepamuaTa 3a TEPallCeBTHYHU
[IOKa3aHHUs Ha JIEKapCTBEHUTE MPOAYKTH 10 ajl. 1 ce u3BbpIIBa 3a cpoka 1o 4ui. 31a, an. 3 u un. 57a,
an. 4. [IpocnensBanero Ha edekTa OT TepanusATa 3a TEPANEBTUYHUTE IMOKA3aHUs HA JICKAPCTBEHUTE
MPOJIYKTH T10 al. 2 C€ U3BBPIIBA 32 CPOK OT 1 10 3 rOAMHM B 3aBUCUMOCT OT Te€parieBTUYHATa CXeMa
(IpOABIKUTETHOCTTA HA TEPANEeBTUYHUSL KypC Ha JieUeHHE) HA ChOTBETHHUS JICKAPCTBEH MPOIYKT
WM 32 CpPOKa Ha MpOCieisiBaHe Ha JIEKapCTBEH MPOAYKT, C KOMTO ce CpaBHSBA.
(4) Ilpu pasmupsiBaHe Ha TepaNeBTUYHHUTE MOKA3aHMs Ha JIGKAPCTBEHUTE MPOAYKTH 1Mo ai. 1 u 2
CuBeThT omnpeens U yCIoBUsATa, U KpUTEPUUTE 3a IPOCIIeIsiBaHe Ha eeKTa OT TepanusTa.
(5) 3a Bp3HMKHANIATa HEOOXOJUMOCT TIO aj. 2, T. 2 ChOTBETHATA 3aIUIallania HHCTUTYLUS THCMEHO
yBenomsiBa CbBeTa, KaTo MOCOYBA KOHKPETHUTE OOCTOATEIICTBA, TOBEIHU J0 Hesl.
(6) IIpocnensiBaneTo Ha eekTa OT TepamusiTa Ha TEPANEBTUYHUTE TMOKa3aHUS C JICKAPCTBEHUTE
IOPOAYKTH MO al. | U 2 ce U3BBpIIBA OT JiedueOHH 3aBeACHUS 3a OOJHMYHA TOMOII M JIeueOHU
3aBemeHus mo ui. S5, an. 1, aim. 10, T. 3, 3a, 36 u 6 ot 3akoHa 3a JIeueOHUTE 3aBEACHHUSA, B KOUTO UMa
CTPYKTYpH N0 npoduiia Ha 3a00ISIBAHETO.
(7) CeBerbT yBEnOMsIBA JeUeOHUTE 3aBEACHMS MO aj. 6 3a JIEKapCTBEHUTE MPOAYKTHU, 3a KOUTO €
OIpeJIesIEHO MpociesiBaHe Ha e(heKTa OT Tepanusra.
(8) B emnomecedyeH Cpok OT BIM3aHETO B CHUJIa Ha PEIIEHHE 3a MpocieasBaHe Ha edekTa OT
TepanusATa JeyeOHUTEe 3aBeleHHs MO ajld. 6 OCUTrypsBaT CHbBMECTUMOCT Ha OOJHHUYHATa CHU
nH(popManMoHHa cucteMa ¢ nHpopmalmoHHara cucrema Ha ChBera.
(9) B xona Ha mpocneasBaHe Ha edekTa OT TepamusTa JiedeOHUTE 3aBelCHUs Mo aj. 6 cbOupar
nHpOpManuATa 32 BCEKH KOHKPETEH JICKApCTBEH MPOAYKT U €XKEeIHEBHO s mpenoctaBsaT Ha CbBera
ype3 TpaHcdep oT OoTHUYHATA HH(POPMAIIMOHHA CHCTEMA.
(10) (M3m. — JIB, Op. 28 ot 2021 r.) CpBeThT chOMpa, ChXpaHsABa U aHaIU3Upa UH(POpPMaALUATA 110
an. 9.
(11) (M3m. — [IB, Op. 28 ot 2021 r.) ChBETHT €XKET0IHO MPENOCTaBs aHAIU3MpaHaTa UHPOpMAIUs
no an. 10 va H30K/M3 3a nenute Ha eheKTUBHOTO U 1iefechoOpa3HO pa3xo/BaHe Ha MyOJIMYHU
cpenctBa. B3 ocHoBa Ha anaymza H30K/M3 Morar fna mpaBsT npeatoxkeHus mo 4wi. 32, ain. 2 u 3.
(12) (Otm. — 1B, 6p. 28 o1 2021 1.).
(13) (Otm. — 1B, 6p. 28 ot 2021 1.).

Yn. 36. (1) Ot Ilo3uTHBHUS JEKAPCTBEH CIMCHK CE M3KIKOYBAT JIEKAPCTBEHM MPOIYKTH,
3a KOMTO:

1. e HacTBIMIJIA TPOMSTHA HAa KPUTEPUHTE, Bb3 OCHOBA Ha KOUTO JICKAPCTBEHUST MPOAYKT € BKIIFOUCH
B IJIC;
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2. ca YCTaHOBEHHU IOJIO3UpPaHH HEOYaKBAaHU CEPUO3HU HEXEJaHW JIEKapCTBEHU peakIuu U
HEeOIaroNMpUsATHHU MPOMEHHU B OE30MMACHOCTTA Ha JIGKAPCTBEHUS MPOIYKT;

3. ca mpeacTaBeHH HOBM JaHHH OTHOCHO CpaBHHUTENHATa (papMako-MKOHOMHUYECKAa 0OOCHOBAHOCT
Ha ynorpedara um;

4. e ornagHao 3a00JsIBAaHETO, 32 KOETO CE 3aIuialla ¢ MyOJuYHU CPEJICTBA;

5. (m3m. — JIB, 6p. 66 ot 2025 1., B cmma ot 12.08.2025 r.) e moganeHo 3asBieHue mo wi. 32, an. 1
OT MpPUTEXKATENA Ha pa3pelIeHUeTo 3a yrnoTpeda/pa3pelieHue 3a napajieiieH BHOC/yBeJOMIICHHE 3a
napasneiHa JUCTPUOYIUS WIH OT HETOBHSI YITBITHOMOIICH MPEICTABUTEN,

6. € momaJeHO MHCMEHO YyBeAOMJIeHHE A0 WM3mbiHuTeNHaTa areHius IO JeKapcTBara 3a
MPEyCTaHOBSIBAHE MPOAAKOUTE HA JIEKAPCTBEHUS MPOAYKT ChIitacHo wi. 54, an. 2 3JIIIXM 3a cpok,
mo-ABAGI oT 60 THU;

7. (mom. — 1B, Op. 66 ot 2025 r., B cuia ot 12.08.2025 r.) € mogageHo MUCMEHO YBEIOMIICHUE OT
W3nbaHuTenHaTa areHIus Mo JeKapcTBara, 4e JIEKapCTBEHUST MPOJIYKT HE € MyCcHAT Ha Masapa
noBeue oT 30 nHU cien gaTaTta, ocouyeHa B yBeaomiieHueTo no wi. 54, an. 1 3JIIIXM unu He e
MOJAJICHO yBeaOMIIeHHE 1o wi. 54, an. 1 ot 3JIIIXM;

8. (m3m. — JIB, Op. 66 ot 2025 1., B cmia ot 12.08.2025 1.) € mogaieHo MUCMEHO yBEIOMIICHUE, Ye
paspelieHneTo 3a ynorpeba/pa3pelieHueTo 3a mapajielieH BHOC Ha JIEKapCTBEHUS MPOIYKT €
MpEKpaTEeHO MPEICPOUHO Mo peAa Ha 4. 55, an. 3 ot 3JIIIXM;

9. e moJ1aJIecHO MOTUBUPAHO MPEIIOKEHHE TT0 Wil. 32, aj. 2;

10. He e momaneHo 3asBICHUE O peAa Ha Hapeadara mo wi. 45, an. 9 ot 3akoHa 3a 3ApPaBHOTO
OCUTYpsIBaHE B €IHOMECEUEH CPOK OT BKJIIOUBAHE Ha JiekapcTBeHus npoaykt B [1JIC;

11. (moBa — 1B, Op. 92 oT 2015 1., O0TM., Op. 26 0T 2019 1., B cruta ot 1.04.2019 1.);

12. (moBa — 1B, 6p. 92 ot 2015 1., 0TM™M., Op. 26 0T 2019 1., B cmna ot 1.04.2019 1.);

13. (moBa — 1B, Op. 92 oT 2015 1., 0TM., Op. 26 0T 2019 1., B cruta ot 1.04.2019 1.);

14. (moBa — JIB, Op. 92 or 2015 r.) B mpoueaypara mo riaBa mecta "a" He ce JOKaxe
MOJIOKUTETHATA OIICHKA MPU TSIXHOTO BKIIOYBAHE;

15. (moBa — JIB, Op. 92 ot 2015 r.) HEe ¢ MOAAACHO 3asBIICHUE 3a MOIbPKaHE HA peUMOypceH
cTaryc mno 4i. 576;

16. (HoBa — JIB, Op. 92 oT 2015 r.) mpoueaypata 1o riaBa mecra "a" € mpeKpaTeHa;

17. (mpepumna 1. 11 — /1B, 6p. 92 o1 2015 r.) ca HacTbIMIU ycinoBuaTa mo wi. 264, an. 7 3JIIIXM.
(2) (A3m. — IB, 6p. 92 ot 2015 r., Op. 26 o1 2019 1., B cuiia ot 1.04.2019 r.) B cayyas no an. 1, 1.
10 nexapcTBeHUAT NPOAYKT ce u3kiouBa camo ot [1JIC o ui. 6, an. 2, T. 1.

Un. 37. (1) (Hom. — AB, 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 1., B cuna ot 1.04.2019
r.) B 60-1HeBeH cpok OT jaraTa Ha MOJaBaHE HA 3asABJICHHUETO Mo Wi. 32, an. 1 CbBeTHT pasriexia
3asIBJIGHUETO U MPUJIOKEHUTE KbM HEro JJOKYMEHTH U B3€Ma PEILleHHUE, C KOETO YTBbpiK/IaBa LieHa
Ha JIEKapCTBEH MPOJYKT 1o wi. 2, an. 1 u ro Bimousa B [IJIC, unu oTka3Ba a yTBbpAM LIeHa Ha
JIEKapCTBEH MPOAYKT 1o wi. 2, an. 1 u aa ro Bkimoun B [1JIC. B cnyyaute no un. 30a CeBeThT ce
npousHacs B cpok 10 180 quu.
(2) (U3m. — 1B, 6p. 92 ot 2015 r.) B cnyuante no uin. 30, ain. 4 CbBeThT ce npousHacs B cpok 10 30
TTHH.
(3) (Hom. — B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) B cpok no 30 qHu OT mocThIIBaHE Ha
3asBJICHUE 3a NPOMsHA MM u3kiIouBaHe Ha BkimoudeH B [IJIC nexapctBeH mpoaykT CbBETHT
pasriiexaa 3asBICHUETO U CE MPOM3HACS 0 HEro, KaTo yBEIOMsBa 3asBUTEJNS 32 PEIIEHUETO CH.
IIpu pasmmpsiBaHe Ha T€paneBTUUHUTE MOKAa3aHMs HA JIEKAPCTBEH MPOAYKT, 32 KOWTO O MOMEHTA
He e 3artanjaHo B cboTBeTHaTa yacT Ha [1JIC, CeBerhT ce mponsHacs B ¢pok a0 90 nHu.
(4) Ilpn m3KiIrOYBaHE Ha JIEKAPCTBEH NPOAYKT OT BCHUkM npuioxenus Ha [1IJIC ce 3anuuaBa u
[ieHaTa My mo 4Ji. 2, ain. 1.
(5) Ilpu wm3knrouyBaHe Ha JIEKAPCTBEH NPOAYKT Ha OCHOBaHue wi. 36, ai. 1, T. 5 OT BCHMYKH
npunoxenus Ha [1IJIC mputexarenar Ha pa3pemeHueTo 3a yrnorpeda WM YIBIHOMOIIEH HEroB
MPEJCTaBUTENl MOXE Jla 3asBM LieHaTa 1Mo 4wi. 2, ai. 1 na Obae BOHMCaHA KaToO MpejeiHa IeHa B
peructbpa no 4wi. 22. BnouceaHeTo Ha npejenHara LeHa B PEerucTbpa No wi. 22 ce U3BbpIIBA C
pemeHue Ha CbBeTa.
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(6) (Hom. — JIB, Op. 66 ot 2025 1., B cruta ot 12.08.2025 1.) [Ipu 3annyaBaHe 1ieHaTa Ha JIEKAPCTBEH
IIPOAYKT IO ajl. 4 B ciayyaute Ha uskiouBaHeTo My ot ITJIC Ha ocHoBanue ui. 36, an. 1, T.4 u 9
[leHaTa mo wi. 2, ajl. 2 Wid 5 Ha JIEKapCTBEHMS MPOJYKT € BajuJHA B CPOK JBa Mecella camo B
cllyyail Ha MoJaBaHe Ha MUCMEHO 3asBieHue 10 CbBeTa OT MPUTEXKATENs HA Pa3pelICHHETO 3a
yrnotpeba/pa3pelieHneTo 3a napajeieH BHOC/yBeIOMIICHUETO 3a MapaljieiHa JUCTPpUOyLHs B CpoKa
3a 00KaJIBaHE Ha PEIICHUETO.

(7) (HoBa — 1B, 6p. 92 ot 2014 r., B cruta ot 7.11.2014 1.) I1pu ycnoBusita Ha wi. 55, an. 6 3JIIIXM
JIEKapCTBEH MPOAYKT 1o 4. 36, an. 1, T. 8 Moxe na Ob/ie MpoIaBaH 3a CPOK, HE MO-ABIBI OT €IHA
roJyHa Ha LleHaTa, YTBbpJeHA Mpean 3aJINYaBaHeTo .

(8) (ITpeaumina an. 7 — JAB, 6p. 92 ot 2014 r., B cuia ot 7.11.2014 r.) Koraro nipu pasriexjane Ha
3asBiieHuATa Mo an. 1, 2 u 3 ChbBeTHT KOHCTATHpPA HEIOCTATHIM WM HEMBJIHOTU B MpEJCTaBeHATa
JOKYMEHTAIUsl, WMa TMpaBO Ja W3UCKAa OT 3asBUTENs OTCTPAHSIBAaHE HAa HENBIHOTHTE H
HEJOCTaThLIUTE B JOKYMEHTAIMsATa, KAKTO W JONBJIHUTENHAa HWHPoOpMaIus, KaTo YyBeIOMSBa
3asBUTEINA 10 pesla Ha AJMUHUCTPATHBHOIPOIIECYaTHUs KOIeKe. B To3u ciy4ail cpokoBeTe 1o ail.
1,2 1 3 criupar J1a TeKar.

(9) (ITpeaumina an. 8, uzm. — B, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r.) B ciyuaii ye B cpok 10
30 AHM CUMTAHO OT JaraTa Ha YBEJOMSBAHETO IO all. 8 3asABUTEISAT HE OTCTPaHH KOHCTATUPAHUTE
ot CbBeTa HEJOCTATHIM U HEMBIIHOTH, IPOIEAypaTa ce MpeKpaTsBa.

(10) (Ilpeaumna an. 9, uam. — JIB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r.) CpBeThT yBenoMsiBa
MUCMEHO 3asIBUTES 32 MPEKPaTIBAHETO Ha MpoIeaypara 1o ai. 9.

Y. 37a. (HoB — JIB, Op. 26 ot 2019 1., B cuna ot 1.04.2019 r.) B 90-nHeBeH cpok
CbBeThT HW3BBpIIBA OICHKA HA 3JPaBHUTE TEXHOJOTHUHU 3a JICKAPCTBEH MPOJYKT U IMpUEMa C
pelIeHue JOKIIaI.

Un 38. (1) (U3sm. m mon. — JIB, ©p. 26 ot 2019 r., B cuma or 1.04.2019 r.) 3a
MOCTHIIMJINTE 3asBJICHUS CE€ M3TOTBA IOPUIMYECKa, MEIUIMHCKA, (apMaKo-HKOHOMHYECKa H
MKOHOMMYECKA OIIEHKa OT €KCIEPTH OT CIeUaIn3upanaTa afiMuHucTpanus Ha CrBera.

(2) (U3m. — 1B, Op. 92 ot 2014 1., B cuna ot 7.11.2014 r., u3m. u norm., 6p. 26 ot 2019 r., B cuna ot
1.04.2019 r.) Excnieptute U3BBpIIBAT MIPEeIBAPUTEIICH MPETJIe]] Ha 3asIBICHUSTA U TPUIpYKaBallaTa
Td JOKYMEHTallusl U M3TOTBAT II0 3asBJICHUSITA CTAaHOBMINA IO oOpasel, yrBbpJeH oT CbBeTa.
[ITspBO ce U3BBpIIBA IOPUANYECKA OLEHKA, a CJE] TOBa - MEAUIIMHCKA, (papMaKko-MKOHOMUYECKA U
MKOHOMHYECKA OIEHKA.

(3) (Hom. — [IB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) [eitHocTTa Ha ChBETa ce moAmnomMara ot
BBHIIIHUA €KCMIEPTH U3BHH aIMUHUCTPAIUATA, KOUTO UMAT BUCIIE 00pa30BaHUE IO CHEIUATHOCTUTE
"Menuuuna" wnm "®@apmanusa” win "Mkonomuka", onpenenenu ot CbBeTa.

(4) Excrieptute 110 aj1. 3 MO KOHKPETHO 3asiBJICHHUE 3a JICKAPCTBEH MPOYKT HE TPsiOBa /1a y4acTBaT B
JEHOCTH, CBBP3aHU C HETOBOTO pa3paboTBaHE, MPOU3BOJCTBO, MAPKETHHT, THPTOBHS Ha €IpO U
THPTrOBHs Ha JIPEOHO, 3a KOETO MOJITUCBAT JCKIapanus o o0paserl, yITBbpJEH OT MpejceaaTess Ha
CebBera.

(5) (U3m. — 1B, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) [Ipn HeoOXxomuMOCT IpeacenaTesT Ha
CwBera ompenens eKCmepT Mo ai. 3, KOWTO Ja U3BBPIIM MEAMIMHCKA/(apMaKo-HKOHOMHYECKa
OIICHKA U JIa /1aJIe CTAHOBHUIIIE.

(6) (HoBa — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., uzm., 6p. 28 ot 2021 1., 6p. 66 ot 2025
r., B cwia ot 12.08.2025 r.) IIpu oueHka Ha 3ApaBHUTE TEXHOJIOTMM IpenaceaarensT Ha CbBera
OTIpesieNisi ChC 3amoBe]] padOTHA Tpyma, KOSATO Ja M3TOTBU KIMHHYHA M (PapMako-UKOHOMHYECKA
OIICHKA 3a OIIEHSBAHHS JICKAPCTBEH MPOAYKT MO oOpasen, yrBbpAcH oT CbBeTa, W OICHKA Ha
kputepun 1o 4ia. 30 cerimacHo mpuiokenue Ne 5. B paGoTHara rpyna ce BKJIIOYBAT MO €IMH
npeacrasuten Ha H30K u M3, ekcneptu no an. 3 mo cnenuanHocTTa "Meaunuua" u morar na
ObJaT BKIIOYEHHW EKCIepTH Mo an. 3 mo crnenuanHoctra "dapmarus", KakTo W EKCHEepTH OT
crienuagn3upanara aaMuHucTpamus Ha CpBera.

(7) (Hosa — 1B, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) IIpencenarenar Ha paboTHaTa rpyma o
an. 6 B3eMa yJacThe Ha 3aceanneTo Ha ChbBeTa, Ha KOETO CE pasriiek/ia ChOTBETHATA MPOIeaypa
3a OLIEHSBaHUS JIEKaPCTBEH MPOIYKT.
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(8) (U3m. — 1B, 6p. 102 ot 2017 1., mpeaumiHa an. 6, gor., 6p. 26 ot 2019 r., B cuna ot 1.04.2019
T., U3M., Op. 66 ot 2025 1., B cuna ot 12.08.2025 r.) I1o 3asBieHus 3a BKIOYBAHE, U3KITIOYBAHE HITU
MPOMsIHA Ha MOKa3aHHUs, KaKTO U MpHU IMOCTAaHOBSIBaHE Ha 3aJbJDKEHUE 3a MpociesBaHe Ha edekTa
OT TepanusAta Ha JjekapctBeHu npoayktu B IIJIC mo wm. 262, am. 6, 7. 1 u 2 — OTHOCHO
JIEKapCTBEHUTE NPOAYKTH, NPUIOKUMH IPH JICUCHUETO Ha 3JI0KAYECTBEHUTE 3a00JIIBAHUA,
3aruialaHd B OOJHUYHATa MEAMIIMHCKA TMOMOII M3BBH CTOMHOCTTa HA OKa3BaHUTE MEIUIIMHCKU
yeayra, 1 T. 3 ot 3JIIIXM CserbT u3uckBa cranoBume oT H30K/M3. CranoBuiiero ce
npenoctass B 10-1HEBEH CPOK OT MOMCKBAHETO.

(9) (Or™m. — JIB, 6p. 92 ot 2015 1., HOBa, Op. 8 oT 2017 1., MpeauIHA a. 7, u3M., 6p. 26 ot 2019 1.,
B cwia oT 1.04.2019 r.) B craHoBuuiero cu 3a JeKapCcTBEHUTE MPOAYKTH 0 Wi. 31a u 3a npomsiHa
Ha TepaneBTUYHHU noka3anus no wi. 35a H30K/M3 3anbimkutennHo mocouyBa JIedeOHUTE 3aBEICHMUS,
B KOHUTO IIIe Ce MpocieasBa eQeKThT OT TepanusiTa, YCIOBUsATAa U KPUTSPUUTE 3a MPOCIEASIBaHE Ha
edekTa OT Tepanuara ¢ TSIX, KaKTo ¥ POTHO3HUS Opoii MalueHTH.

(10) (U3m. — 1B, 6p. 92 ot 2014 r., B cunia ot 7.11.2014 r., npenumina an. 8, u3M. u jgom., Op. 26 ot
2019 1., B crita ot 1.04.2019 r.) OnpeneneHusaT OT mpeacenaTess 3a HOKIaTIuK wieH Ha CbBeTa
000011aBa E€KCIEPTHUTE CTAHOBUIIA, KIMHUYHATA U (apMaKO-HKOHOMHYECKATa OICHKA, KaKTO U
CTAaHOBHUIIETO MO all. 8 U 9, U U3roTBs eKCHepTeH AOoKIaj mo obpasen, yrBspiaeH ot CbBera, B 7-
JTHEBEH CPOK OT IMOJy4yaBaHE Ha CTAHOBHUIIATA 32 BCSIKO 3asBJICHHE.

(11) (U3m. — B, 6p. 102 ot 2017 r., npeaumiHa an. 9, nom., 6p. 26 ot 2019 r., B cuna ot 1.04.2019
r.) Ilpu pasrnexxmane Ha 3asBJICHMs 3a BKJIIOYBAHE, M3KIIIOYBAHE, MPOMSHA Ha IMOKAa3aHUA WM
HAaUMEHOBAaHME, KAaKTO M IMpU TOCTAHOBSIBAaHE HA 3aIbJDKEHUE 3a MpoclefsBaHe Ha edekTta oT
TepanusTa Ha JiekapcTBeHU npoAayktu B I1JIC mo um. 262, an. 6, T. 1 1 2 — OTHOCHO JIEKApCTBEHUTE
MPOAYKTH, MPWIOKHMH IPH JICYCHHUETO Ha 3JI0KaueCTBEHUTE 3a00isBaHUs, 3aIUlalllaHd B
OOJHMYHATA MEIUITMHCKA IOMOII W3BBH CTOMHOCTTAa Ha OKAa3BaHUTE MEIUIIMHCKUA YCIYTH OT
3JIIIXM, B 3aceganuero Ha CbBeTa 3a1bJHKUTENHO B3eMa yuyactue npeacrasuten Ha H30K, koiiTo
npencrass ctanoBuieTo Ha H30K mo Besiko 3asBnenue.

(12) (U3m. — AB, 6p. 102 ot 2017 r., npenuuina an. 10, gom., 6p. 26 ot 2019 r., B cuna ot 1.04.2019
r.) Ilpu pasrnexxgane Ha 3asBICHUS 3a BKJIIOYBaHE, M3KIIOYBAaHE, MPOMSHA Ha TMOKA3aHUS WU
HAaWMEHOBAaHHME, KAKTO W TPH IOCTAHOBSBAaHE Ha 3aJb/DKCHUE 3a MpociensBaHe e(ekra oOT
TepanusATa Ha yekapcrBeHu npoayktu B IIJIC mo un. 262, an. 6, 1. 3 3JIIIXM B 3acenanuero Ha
CobBeTa 3aAb/DKUTENHO B3ema ywactue mnpencrasuten Ha M3/H30K, koiTto mnpencras
cranoBuieto Ha M3/H30K mo Bcsko 3asiBieHue.

(13) (Hosa — JIB, Op. 26 ot 2019 r., B cuma or 1.04.2019 r.) Ha 3acemanusra na ChBera
3aJbJDKUTENIHO NpUChCTBAT mpeacraButen/npeacraButenu Ha H3O0K, M3 u HMAJL, korato ce
M3BBPIIBA OIIEHKA HA 3[PaBHUTE TEXHOJIOTHH.

Yn. 38a. (HoB — JIB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) (1) BbB BpB3Ka CHC
3aabiokeHueTo no wi. 38, an. 8 ynpaBurenat Ha H30K moke na cb3mane KOMHUCHS, KOSTO Jia TO
MoJroMara B M3roTBSIHETO Ha craHoBuile. [IpaBuiara 3a paboTa Ha KOMHUCHSTA C€ YTBBPKAABAT OT
ynpasurens Ha H30K.

(2) 3a nogmomarane paboTaTa Ha KOMUCHATA MOTaT J1a ObJaT MPUBINYAHU U BHHIIHU €KCIEPTH.

(3) UnenoBere Ha KOMHUCHSATA MO ajl. 1, KAKTO U JIMIIaTa MO ajl. 2 HE MOTraT Jla y4yacTBaT B JEHHOCTH,
CBBp3aHH ¢ pa3paboTBaHETO, MPOM3BOACTBOTO, MAPKETHHTa, THPrOBUATA HA €IPO U JPEeOHO ChC
CHOTBETHUS JICKAPCTBEH MPOIYKT.

(4) UnenoBetre Ha KOMHUCHSATA MO all. 1, KAKTO M JIMIaTa MO al. 2 ca JUITbKHU Ja HE pasriacsiBar
(dakTH ¥ 00CTOATENICTBA, CTAHAIU MM W3BECTHH TIPH WIJIH IO MTOBOJ M3IIBJIIHCHUE HA 33IBIDKCHUSATA
UM TIO Ta3u Hapenoa.

Yn. 386. (Hos — 1B, 6p. 66 ot 2025 1., B cuia ot 12.08.2025 r.) (1) CeBersT onpenens
ChC 3amoBe]] paboTHa rpymna, koaro B chorBercTBHE ¢ Permament (EC) 2021/2282 na ompenenu
o0xBaTa Ha CBbBMECTHaTa KJIMHMYHAa OIIEHKAa 3a JIEKapCTBEH MPOJIYKT  CBHIVIACHO
TEparneBTUYHOTO/TEPANIEBTUYHUTE TMOKAa3aHME/TIOKA3aHUs, BKIIOYBAI HA0Op OT MapaMeTpu 3a
CbBMECTHATa KJIMHHMYHA OILEHKa OT TJIeJHAa TOYKa Ha MalMeHTCKaTa MOIMyJallus, NHTEPBEHLUATA,
CpPaBHHUTEITHHUTE aJTepHATHBU U 3JApaBHUTE pe3ynraTd. B paboTHata rpyma ce BKIIOYBAT
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npeacrasuteny Ha H30K/M3, excrieptu 1o wi. 38, an. 3 mo cneruanHocT "MeaumuHa" u eKCIepTH
OT CHeIUaI3upaHaTa afMUHUCTpalus Ha ChBeTa.

(2) Ilpu ompenensHero Ha oOxBata Mo ajia. | ce wm3mon3Ba WHGOpMAIMATA, TMPEACTaBEHA B
cpoTBeTcTBUE ¢ Pernmament 3a m3mbnnenue (EC) 2024/1381 na Komucusita ot 23 maii 2024 ronuHa
3a ycraHoBsBaHe, cbhriacHo Permament (EC) 2021/2282 OTHOCHO OIIGHKaTa Ha 3ApaBHUTE
TEXHOJIOTMM, Ha TPOLEAYpHHU IMpaBUiia 3a B3aUMOJICUCTBUETO IO BPEME Ha U3TOTBSIHETO U
aKTyalu3aluaTa Ha CHBMECTHU KJIMHMYHU OLEHKM Ha JIGKAPCTBEHU MPOAYKTH 32 XyMaHHA
ynoTtpeba Ha paBHuIeTo Ha Cphro3a, 32 oOMeHa Ha MHGOpMaLUs BbB BPb3Ka C TOBA U3IOTBSHE U
Ta3M aKTyalIu3alus 1 3a y4aCTHETO B TAX, KAKTO U 32 YCTAaHOBSIBAHE HAa 00pa3liy 3a Te3U CbBMECTHU
knuauHA o1ieHKH (OB, L ot 24 mait 2024 r.), kakTo 1 HHpOpMaIMALTa 110 9wi. 7a, aj. 2.

(3) CoBeTbT MOXE J1a Bb3Jara Ha paboTHarTa rpymna no ai. 1 W Apyru AeWHOCTH, CBHP3aHH ChC
ChbBMECTHATa KJIMHUYHA OIICHKA Ha JIEKAPCT-BEHUS MPOIYKT.

Y. 388. (HoB — /IB, Op. 66 ot 2025 1., B cuna ot 12.08.2025 r.) (1) JIunara mo 4. 380,
an. 1 moamuceaT Jekiapanys 3a HAJIMYME WM JIMICa Ha WHTEpPEecH Mo oOpasell, YTBBPIEH OT
CpBera, 3a BCEKM KOHKPETEH JIEKapCTBEH MPOIYKT, 32 KOMTO Ciie[[Ba J1a ce ONpeesin o0XBaThT Ha
ChbBMECTHATA KIIMHUYHA OIICHKA.

(2) JIunara o wr. 380, ai. 1 mocouBar B JAeK-aapamusaTa 1o ajd. 1| BCUYKH CBOM ()MHAHCOBH HIIU
JIPYTHd WHTEPECH, HE3aBUCHUMO [y CHIIUTE MMAT MPSKO MM HEMPSKO OTHOIICHHE B CEKTOpa Ha
paspaboTuuniuTe Ha 3apaBHHU TexHonoruu. Jlunara mo wi. 386, an. 1 HOCAT MbJIHA OTTOBOPHOCT 32
CHABPXKAHUETO HA MOJaZeHaTa OT TAX JCKIapalus.

(3) CopBeThT U3BBpIIBA OIICHKA HA MHTEPECHUTE, TOCOYCHH B JIEKIapauusTa no an. 1, B 7-IHeBeH
CPOK OT HEHHOTO MPETOCTABSHE.

(4) B cnyuaii Ha HeoOxoauMmocT CHBETHT MOXKE Ja M3HMCKa OT Juuara mo ui. 380, am. 1 ga
MPEIOCTABAT JOMBIHATEIHA WH(GOpPMAIUs, KOSITO € HeoOXOAMMa 3a OLEHKA Ha JCKIApUPAHHUTE
uHTepecu. Jlumara mo wi. 380, an. 1 mpencraBsar u3nckaHata nH@opMmaius B 10-THEBEH CPOK,
CUMTAHO OT JIaTaTa Ha YBEJAOMSBAHETO 32 TOBA.

(5) Ilo um3kmrOueHWe W KOraro HE MOTraT Ja Ce€ HaMepsT EKCIEepTH, MPU KOUTO HE € HauIe
KOH(MIUKT Ha uHTepecu, CbBETHT BKJIIOYBA B paboTHATa rpymna mo 4i. 380, an. 1 ekcrnepTu, KOUTO
MIPUTEKABAT HEOOXOIMMHESI OITUT, KaTO CE B3eMa MPEABU TEXHUAT KOH(DIUKT HA HHTEPECH.

(6) JIunata mo un. 386, an. 1 ca AUBKHU Aa HE pasriacsBar (pakTH U OOCTOATENICTBA, CTAaHAIA UM
W3BECTHU TPU WM TIO TOBOJ| M3MBJIHEHHWE HA 3aJbJDKEHUATa MM MO Ta3u Hapeada, 3a KOETO
MOJMKCBAT JeKIapalus mo odpasen, yrBbpaeH oT ChBeTa.

Ui 39. (1) (Hom. — IB, 6p. 66 ot 2025 r., B cuia ot 12.08.2025 r.) 3a paboTaTa cu B
CbBeTa BBHIIHUTE eKcrepTH 1o wi. 38, ai. 3 u ui. 380 mosryyaBaT Bb3HarpaxxJJeHHeE.
(2) KonkpeTHUAT pa3mep Ha Bb3HArPaXACHUETO ce onpezens or CbBera.

(3) ®unancoBoTo obe3neuaBane Ha paboTtara Ha ChBeTa ce OCHIECTBABA ChIIacHO wi. 258, am. 2
3JIIXM.

Yn. 39a. (Hos — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) (1) CeBersT upe3 UT

wiardopmara no wi. 30 ot Pernament (EC) 2021/2282 npenocrasst Ha KoopanHanmonHara rpymna
uH(popMalg 3a HalMOHANTHATa OIIEHKa Ha 3/paBHATa TEXHOJIOTHs, OTHACSIIA ce A0 3ApaBHa
TEXHOJIOTHS, KOSITO € Ouiia mpeIMeT Ha ChbBMECTHA KIIMHUYHA OIEHKa, B cpok 30 JHU, CYUTAHO OT
JaTtata Ha HeHWHOTO mpukiouBaHe. [IpenocraBsHaTa uHpOpPMAIUS ChIbPKA JAHHM 32 HA4WHA, TIO
KOHTO JOKJIaJWTe 3a CHBMECTHM KIWHUYHU OIIGHKH ca OWIM B3€TH IO BHHMAaHUE TIpU
M3BBPIIBAHETO HA HAIIMOHAIIHA OILIEHKA Ha 3[[paBHATA TEXHOIOTHSI.
(2) Koraro Obme u3BbpIIeHa OICHKA HA 3[[paBHATA TEXHOJOTHS WIH aKTyaJH3allis Ha OIeHKa Ha
3npaBHa TexHonorus mo wi. 7, an. 1 ot Permament (EC) 2021/2282, CbBerTsT mpenocTaBs
HAIIMOHATHUS JTOKJIAJ 3a OIleHKAa Ha Ta3W 3]paBHA TEXHOJIOTHS Ha KoopauHanmnoHHATa rpyma upe3
mwiarpopmara mo wi. 30 ot Permament (EC) 2021/2282 B cpok 30 nmHuM ciex HEWHOTO
MIPUKITIOYBAHE.

Y. 40. (1) IIpu oTka3 3a BKIIOYBAHE, 3a MPOMSIHA WIN 3a U3KJIIOYBAHE HA JIEKAPCTBEH
npoaykt oT IIJIC CbBeTbT MOTHBHpA PEUICHUETO CH B ChOTBETCTBHE C KPUTEPUUTE, YCIOBUATA U
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MpaBWiaTa, YyCTaHOBEHM B  HapenbaTa, Karo yBeJAOMsBa 3asBUTENsI 1O peaa Ha
AJIMHHHCTPAaTUBHOIIPOLIECYATHHUS KOJEKC.

(2) (Honm. — B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) Ilpum oTka3 3a BKJIIOYBAHE Ha
nekapcTBeH npoayKT B I1IJIC CbBeThT 0TKa3Ba U yTBBPKIABaHETO HA I€Ha 110 4Wi. 2, ain. 1 wiu 5.

(3) (U3m. — 1B, 6p. 92 ot 2015 1., O6p. 28 0T 2021 r.) Pemenusita Ha ChBeTa 1o ait. 1 u 2 mojyiexar
Ha o0’KaiBaHe:

1. mo agmMuHUCTpaTuBeH pex npe Komucusra mo npo3payHocT;

2. mpeJ ChbOTBETHHS ChJ1 IO pela Ha AJIMUHUCTPATUBHONPOLIECYATHUS KOJICKC.

(4) (HoBa — JIB, 6p. 26 ot 2019 1., B cmia ot 1.04.2019 r.) CbBeThT Ciy:keOHO YBEIOMSBA
M3/H30K 3a pemeHusTa, Ha KOUTO € IPUAAICHO IPEABAPUTEITHO U3IIBIHEHHE, B 3-THEBEH CPOK OT
U3J1aBaHETO UM.

Un. 41. (1) Ipurexarensar Ha pa3pelIeHUETO 3a ynoTpeda WM YIbIHOMOIIEH HETOB
MIPeJICTaBUTEN MOXE J]a 3asiBU MOTHBHPAHU IIPOMEHU B YTBbpJCHATA I[eHa HA JIEKAPCTBEH MPOAYKT
o wi. 2, ain. 1 He mo-pano ot 12 Mecena ciea yTBbpKaaBaHe Ha MoceaHaTa IeHa.

(2) Orpannuenuero mo an. 1 He ce OTHAcA 3a CllydauTe, B KOUTO IMPUTEKATEISAT HA Pa3pelIeHUETO
3a yrmorpeba mojazie 3asBJICHUE 32 HAMAIsIBAHE HAa YTBBPJCHATA LIEHA Ha JICKAPCTBEH MPOIYKT IO
. 2, ai. 1.

(3) (U3m. — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., 6p. 28 ot 2021 1., morm., 6p. 66 ot 2025
r., B cuna ot 12.08.2025 r.) YBenuueHue Ha yTBbpJCHATA [[€HA HA JEKApPCTBEH MPOAYKT MO Wi 2,
ai. 1 Moxe 1a ce 3asBU 7O pa3Mepa Ha Hall-HHUCKAaTa LieHa, Ollpe/eieHa 10 pesla Ha Wi. 8, a Mpu
JIUIICa HA TaKaBa, C MPOLIEHTAa Ha CTATUCTUYECKH OTYeTeHaTa HH(IIALKA 32 Iepro/ia Ha IeHCTBUE OT
nocieaHara oopaszyBaHa 1ieHa. CbBETHT IIpUEMa C pelIeHHE METO/IMKa 3a HAYMHA Ha U3UMCIICHUE Ha
YBEJIIMYEHUETO C MPOLIEHTAa HAa CTAaTHUCTUYECKU OTYeTeHaTa HMH Ianus, KoATO ce MyOJMKyBa Ha
ounmanHaTa nHTEpHET cTpaHunara Ha ChBeTa.

(4) (U3m. m mom. — JIB, Op. 92 ot 2014 1., B cruta ot 7.11.2014 r.) IIpurexxarensT Ha pa3penicHUETO
3a ynoTpeba WM HEroB YMBIHOMOIIEH MPEICTaBUTEN € JJIBKEH B CPOK JBa PaOOTHU JHHU OT
noiyyaBaHe Ha pemieHnero Ha CbBeTa 3a IMpoOMsSHAa Ha II€HAaTa Mo Wi. 2, ajd. | Ha JeKapCTBEH
MPOAYKT Ja yBEeIOMH Mo monaxonsam; HauuH bobarapckus dapmanetuueH cbio3 (BOC) u
THPrOBLHUTE HA €I[PO, a OCIETHUTE - ThPTOBIUTE HA APEOHO € JIGKAPCTBEHU MPOIYKTH.

Yn. 42. (Jon. — JAB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) B pamkure Ha
YTBBpJICHATA IICHA HA JIGKAPCTBEHU MPOAYKTH MO wWi. 2, ain. 1 mimum 5 1eHooOpa3yBaHETO Ha
THProBella Ha eApO U Ha ThProBella Ha AIPeOHO ce OCHIIECTBSABA, KAKTO ClIe/BA!

1. ThproBembT HA IPEOHO U3BHPINBA MTPOJAK0a TI0 IIeHa, HE TT0-BHCOKA OT YTBBPJICHATA [ICHA;

2. (u3m. — [IB, 6p. 26 o1 2019 1., B cuna ot 1.04.2019 ., 6p. 66 ot 2025 1., B cuna ot 12.08.2025 1.)
TBPTOBEIBT HA PO IMPOjaBa JICKAPCTBEHU MPOIYKTH IO I[IEHA, YHWTO pa3Mep HE MOXKE Jia € Io-
BHCOK OT pa3Mepa Ha yTBbpJCHATa I[eHa Ha MIPOU3BOIUTEIN C HaUKMCIeHa Ha0aBKa mo 4i. §, ai. 1, T.
2 ¥ NaHbBK BBPXY noOaBeHaTa cToHOCT, o0siBeHa B [1JIC mo 4. 6, an. 2, 1. 4.

UYn. 43. (1) (U3m. — [IB, 6p. 66 ot 2014 1., B cuna ot 8.08.2014 r., 6p. 92 ot 2014 1., B
cuna ot 7.11.2014 r., gom., 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuia ot 1.04.20191.) B
cllyyail Ha JIuIca Ha MPOMsIHA Ha IIEHUTE, IOCOYEHHU B JIeKJapalus-cripaBKkara rno ui. 33, ai. 2, Bb3
OCHOBA Ha KOSTO € Oujia yIBbpAeHa 1ieHa 1o wi. 2, an. 1 Ha BkitoueH B [1JIC nexkapcTBeH npoaykT,
C U3KJIIOYEHHE Ha JICKapCTBEHUTE MPOIYKTH, pa3pelleHu 3a ynorpeda rno pena Ha wi. 11 3JIIXM,
MIPUTEKATENIAT Ha pa3pellieHne 3a ynorpeda Uil yIbIHOMOIIEH HErOB MPEACTaBUTEN MPE/ICTaBs Ha
BCEKH JIBaJIECET U YETHPHU Mecela OT JlaTaTa Ha YTBBbpXK/JIaBaHE Ha IMOCJeIHaTa LeHa, AeKiIapanus
o oOpaszell, yrBbpieH oT ChBeTa, yA0CTOBEepsABallla Te3u oocTosTencTra. [leknapanusira ce mojasa
B Mecela, Ipe3 KOMTO U3THYa JIBaJIeCeT U YETUPU MECEUHUSAT MEPUOLI.
(2) (HoBa — JIB, Op. 66 ot 2014 r., B cuia ot 8.08.2014 r., uzm., 6p. 92 ot 2014 r., B cuna ot
7.11.2014 r., gom., 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r., nom., 6p. 28
ot 2021 r.) B cnyuaii Ha nunca Ha MpoMsHA Ha LIEHUTE, IOCOUYEHHU B JEKJIapalus-ClpaBKaTa Mo 4.
33, an. 2, Bb3 OCHOBA Ha KOATO € Onia yTBbpJAEHA LieHa Mo 4l 2, all. | Ha JeKapCTBEH MPOAYKT, 3a
KOHTO pedepeHTHaTa CTOMHOCT ce M3UUCIIsIBA Upe3 rpylupaHe, B KOETO HE y4acTBAT JIEKApCTBEHU
MPOAYKTH Ha APYTH MPUTEXKATENN Ha pa3pelieHne 3a ynorpeda, BkitodeH B [1JIC, ¢ u3kiroueHue Ha
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JIEKApCTBEHHUTE MPOJYKTH, pa3pelieHu 3a ynorpeda mo pena Ha wi. 11 u te3um mo an. 3 3JIIIXM,
MPUTEKATENAT HA pa3pelieHre 3a ynorpeda i yirbIHOMOIIECH HETOB MPEJCTaBUTEN MPEICTaBs Ha
BCEKM IIIECT MEcella OT JaTaTra Ha yTBbp)KJaBaHE Ha TOCJeIHaTa lLieHa, JeKjapalus 1mo odpasel,
yrBBpaeH oT CbBeTa, yAOCTOBEpsIBallla Te3H 00cTosATeNncTBa. JlekapanusiTra ce 1mojaBa B Mecella,
pe3 KOMTO U3TH4a HIECTMECEYHUST MEPUO/I.

(3) (Hoa — ZIB, 6p. 28 ot 2021 r., u3Mm., 6p. 66 ot 2025 1., B criia ot 12.08.2025 r.) 3a nexapcTBeH
MPOAYKT OT CIUCHKA 1o npuiiokenue Ne 6a, BkiatoueH B [1JIC u npuHaamexan; KbM MEKIyHAPOIHO
HENAaTEeHTHO HauMeHoBaHue oT Ecennumannara snucra Ha CBeToBHaTa 3ApaBHAa OpraHM3alus 3a
LUTOTOKCUYHO M XOPMOHAJIHO JIEYEHHE Ha 3JI0Ka4eCTBEHU 3a00JIsiBaHUs U 3a KONTO pedepeHTHATa
CTOMHOCT C€ M3YMCIIsBA Upe3 IPyNHUpaHE, B KOETO HE y4yacTBaT JIEKAPCTBEHU IPOJAYKTH HA JIPYrU
MPUTEKATENIM Ha paspellieHue 3a ynorpeda, MPUTEKATENAT Ha pa3pelieHHeTo 3a ynorpeda Wiu
YI'BJIHOMOIIEH HETOB MPEJCTABUTEN MPEACTaBsI HA BCEKU JIBAJIECET U YETUPU MECELA OT JlaTaTa Ha
YTBBPXK-IaBAHETO Ha I[IOCJIeqHATa LeHa JeKkjapauus 1o obpasen, yTBepaeH oT CbBera,
yIIOCTOBEpsIBaIlla T3 00CTOATENCTBA. JlekiapanusaTa ce mojaBa B Mecela, Mpe3 KOHTO M3TH4Ya
JIBAJIECET U YETUPHU MECEUHUST MEPUO/I.

(4) (ITpepumna an. 2, u3m. — 1B, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., mgom., O6p. 92 ot 2014 .,
B cuna ot 7.11.2014 r., 6p. 92 ot 2015 r., usm., 6p. 62 or 2016 r., 6p. 102 ot 2017 r., Op. 26 oT
2019 r., B cuna ot 1.04.2019 r., npenumna an. 3, nom., 6p. 28 or 2021 r.) Ilpu Hanuuue Ha
MPOMsIHA Ha LIEHUTE Ha JIEKapCTBEH MPOAYKT Io ai. 1 u 3, mocoyeHu B AeKiIapaiusi-cripaBKara Imo
wi. 33, an. 2, Npu KOATO IIeHaTa Ha MPOU3BOIUTEIN I10 4. 8 € MO-HUCKa B CpaBHEHHUE C IIeHaTa Ha
MIPOM3BOJIUTEIN, Bb3 OCHOBA Ha KOSTO € Ouia oOpa3yBaHa Il€HAaTa Ha JEKApPCTBEHUS MPOAYKT, C
M3KJIIOYEHUE Ha JIEKQpCTBEHUTE MPOJIYKTH, pa3pelieHu 3a ynorpeda mo peaa Ha wi. 11 3JIIIXM,
MIPUTEKATENAT Ha pa3pellieHue 3a ynorpeda Wik YIbJIHOMOIIEH HETOB MPEICTABUTEIN €KErOAHO, HE
[I0-KbCHO OT HACTHIIBAHETO Ha JIBAJIECET W YETUPHU Mecella OT JaraTa Ha YTBbp)KJaBaHE Ha
MocleHaTa IeHa Ha JIeKapCTBEH NpPOAYKT mpercTtaBs mnpen CbBera 3asBICHHE 3a MPOMSHA Ha
yIBbpACHA 1IeHA. 3asBJICHUETO C€ IOJaBa B Mecella, Mpe3 KOWTO HM3THYa JBAJECET U YETUPHU
MECEYHHUST MEPUOJ.

(5) (HoBa — JIB, 6p. 66 ot 2014 1., B cuna ot 8.08.2014 r., gom., 6p. 92 or 2014 r., B cuia ot
7.11.2014 r., 6p. 92 ot 2015 1., u3m., 6p. 62 ot 2016 t., 6p. 102 oT 2017 T., Op. 26 o1 2019 1., B
cuna ot 1.04.2019 r., npeaumna ain. 4, 6p. 28 ot 2021 r.) Ilpu Hanuumre Ha MPOMSIHA HA IICHUTE Ha
JIEKapCTBEH MPOJYKT MO al. 2, OCOYEHHU B JIeKJIapalus-clipaBKaTta 1o wi. 33, an. 2, mpu KosTo
LIEHaTa Ha MPOU3BOUTEN MO Wi. § € MO-HUCKA B CPABHEHUE C IIEHATa Ha IPOU3BOJAUTEIN, Bb3 OCHOBA
Ha KoATO € Ouna oOpa3zyBaHa LieHaTa Ha JIEKAPCTBEHUS MPOJYKT, C U3KIIOUYEHNE HA JIEKapCTBEHUTE
MPOJYKTH, pa3pelieHu 3a ynorpeda mo pena Ha ui. 11 3JIIIXM, npurexarensar Ha pa3peuieHue 3a
ynotpeba WIM YIBJIHOMOIIEH HEroB IPEICTAaBUTE] Ha BCEKHM IIECT Mecella OT JjaTaTa Ha
yTBbpK/IaBaHE Ha MOCJeHATa [IeHa Ha JIEKapCTBEH MPOAYKT IpeactaBs npea ChBeTa 3asBlIeHUE 3a
IpOMsSHAa Ha YTBbpJEHA IeHa. 3asBJIEHUETO Cce€ IMojJaBa B Mecela, Ipe3 KOHTO M3ThYa
LIECTMECEYHMST NIEPUOL.

(6) (ITpegumina an. 3, usm. u gom. — [IB, O6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., uzm., 6p. 62 ot
2016 r., mpeauimiHa ai. 5, u3Mm., 6p. 28 ot 2021 r.) Axo mpuTexaTensT Ha pa3pelieHue 3a ynorpeda
WIM YI'BJIHOMOIIEH HETOB IPEJICTaBUTEI HE MoAaJie AeKiapaus o ai. 1 — 3 uiam 3asBiaeHue 1o ail.
4 u 5 u crnen mpoBepka OT EKCHEPTH OT CHeluanu3upaHata agMuHHCTpanus Ha ChbBeTa ce
YCTaHOBH, Y€ I[l€HaTa Ha IPOMU3BOJUTEN IO 4. 8 € MO-HHCKAa B CpaBHEHUWE C IleHaTa Ha
MIPOM3BOIUTEIN, Bb3 OCHOBA Ha KOSATO € Omia oOpa3yBaHa IleHaTa Ha JEKapCTBEHUS MPOAYKT MO YJl.
2, an. 1, CpBeTbT cinykeOHO B3eMa pelleHHe 3a MpPOMsSHAa Ha YTBBbpJEHA lLleHAa Ha JIEKapCTBEH
IIPOJYKT.

(7) (Ilpenumaa an. 4, uam. — JIB, Op. 66 ot 2014 r., B cuna ot 8.08.2014 1., 6p. 92 oT 2014 1., B
cuna ot 7.11.2014 r., npenumna an. 6, usm., 6p. 28 ot 2021 r.) IIpoBepkata 1o ajn. 6 ce u3BBpIIBA
no 20-0 4yucino Ha Mecela, clieliBall Mecela, Mpe3 KOWTO € HM3TEeKbJ CPOKBT 3a IOJIaBaHE Ha
JeKJIapalus, CbOTBETHO 3asIBJICHHE.

(8) (ITpepumna an. 5, momn. — JIB, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 1., u3m., 6p. 62 ot 2016 1.,
npeauiHa an. 7, usMm., op. 28 ot 2021 r.) Korato mpu nmpoBepka Ha noJaIeHUTE JeKIapalyy 1o all.
1 — 3 cnenuanu3upanaTa aiMuHUCTpanus Ha CbBeTa yCTaHOBH, Y€ [IeHaTa Ha MPOU3BOAUTEN 110 YJl.
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8 € mo-HHCKa B CpaBHEHHUE C IleHaTa Ha MPOU3BOJUTEN, Bb3 OCHOBA Ha KOSTO € Ouiia oOpa3zyBaHa
LIeHaTa Ha JIEKapCTBEH MPOAYKT 0 wi. 2, ai. 1, CbBETHT yBeIOMSBA MPUTEKATENSA HA pa3pellieHue
3a ynotpeba WM YIMBIHOMOIIEH HETOB MPEJCTaBUTEN Ja MOJaje 3asBiICHHE 3a IMpoMsiHa B 14-
JTHEBEH CPOK OT YBEJIOMJIEHUETO U 32 OTKPUTUTE LIEHMU.

(9) (ITpeaumrna ain. 6, uzm. — 1B, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., npeaunina ai. 8, u3m.,
op. 28 ot 2021 r.) Korato B cpoka 1o aii. 8 3asiBUTENAT HE Tojaje 3asBiieHue, ChbBETHT CIyKeOHO
B3eMa peIlleHre 3a MPOMsIHA Ha YTBBbp/ICHA IIeHA Ha JIEKapCTBEH MPOAYKT.

(10) (Ilpeauurna an. 7, uam. — B, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., npenuiina an. 9, uzm.,
op. 28 or 2021 r.) Koraro 3asaBUTENAT Moajae 3asBICHUE B CPOKOBETE MO al. 4, 5 U 8, KOETO HE
OTroBapsi Ha M3UCKBaHUATA HA 4. 33 u 35, ChOTHOCUMHU KbM IpoMsiHaTa Ha 1eHa, ChbBETHT UMa
MpaBoO J1a U3MCKa OT 3asABHUTENS B 14-THEBEH CPOK Jla OTCTPaHH HEMbJIHOTUTE U HEJAOCTATHLUTE B
JOKYMEHTAIUsATa, KAKTO U JOMBIHUTEIHA UHPOpMAIHs, HEOOX0AUMa 3a TpOMsSHATa Ha IleHa Ha
JIEKapCTBEHHUSI POJIYKT.

(11) (ITpenumna an. 8, usm. — B, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., npeaummna an. 10,
u3M., Op. 28 ot 2021 r.) Koraro 3asgBUTENAT HE OTCTPAHH HEMBJIHOTUTE W HEJOCTATHIUTE B
JOKYMEHTAIUsATa, KAKTO M aKo HE MPEIOCTaBH JOMBIHHUTENHATa WH(OpMAIlMs, HEOOXOoauMa 3a
MpOMsHATa Ha II€HAa Ha JICKAPCTBEHUs MPOAYKT B cpoka mo an. 10, CbBeThT cinykebOHO B3ema
pellIeHre 3a TpOMsiHA Ha YTBBP/IEHA 1IEHA Ha JIEKApCTBEH IPOAYKT.

(12) (Ilpegumna an. 9, u3am. — JIB, 6p. 66 ot 2014 r., B cuna ot 8.08.2014 r., npeaumna an. 11,
u3M., Op. 28 ot 2021 r.) Pemenusra no ain. 6, 9 u 11 noanexar Ha obxkanBaHe 1o pena Ha wi. 40,
an. 3.

Uin. 43a. (Hos — 1B, 6p. 28 ot 2021 r., oT™., 6p. 66 oT 2025 ., B cuna ot 12.08.2025 1.).

Un. 44. (1) (U3m. — JIB, 6p. 28 ot 2021 r.) Haunonannara 31paBHOOCUTYpPUTENIHA Kaca
npenoctas Ha ChBeTa IbJIHA HH(DOPMAIHS 32 3aIJIaTEHUTE JEKAPCTBEHU NMPOAYKTH, BKIIOYCHU B
I1JIC 1o 4. 6, an. 2.

(2) (U3m. — IB, Op. 26 ot 2019 r., B cua ot 1.04.2019 r., 6p. 28 ot 2021 r.) Undopmanusra mo an.
1 ce mpenocraBs Ha CbBETa €XEMECEUYHO Ha EJIEKTPOHEH HOCHUTEN IO o0pas3el, YTBBPIEH OT
CoBera. ChbBETHT MOXKE J]a U3UCKBA JOMBIHUTEIHA UH(DOPMALIHS TPH HEOOXOAUMOCT.

(3) (dom. — IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) MuHuCTEpCTBOTO Ha 3/IpaBEONA3BAHETO
npenoctass Ha ChBeTa HHOpMAIIHS 32 3aIUIATEHUTE JIEKapCTBEHU MpoAyKTH, BKitoueHu B [1JIC mo
L. 6, alt. 2, T. 3, Ha BCEKU TPU MeEcelia.

(4) JleueOHuTE 3aBeieHUS O WI. 5 OT 3aKOHA 3a JeUeOHHUTE 3aBe/IeHUs U JIeUeOHUTE 3aBEACHUS C
IBP)KaBHO W/WiIM OOmMHCKO ywyactue mo wi. 9 m 10 or 3akoHa 3a jedyeOHUTE 3aBENCHUS
npenoctaBsaT Ha CbBeTa MbiHA WH(GOPMALIKA 32 3aIIaTEHUTE JICKAPCTBEHU MPOYKTH, BKIIOUCHH B
IJIC 1o 4. 6, an. 2, T. 2.

(5) IIpn HeobxomumocT CHBETHT MOXKE J1a MOMCKA JombaHUTeNHa MHpopmarus ot M3, H30K u
JIEYEOHUTE 3aBEIECHHUS.

(6) IIpenocraBenara undopmarus mo an. 1, 3 u 4 ce U3NMON3Ba 32 U3TOTBIHETO U AKTyaJIU3UPAHETO
Ha [TJIC.

(7) Uudopmanusta o an. 3 u 4 ce mpenoctasst Ha CpBeTa B Kpas Ha BCSIKO TPUMECEUUE WUITH MPU
MIOMCKBaHE Ha €JIEKTPOHEH HOCUTEIN 0 00pasell, yIBbpAeH oT ChbBeTa.

Paznea 111
Pen 3a onpenessine Ha pepepeHTHA CTOMHOCT U HUBO HA
3aIlIallaHe HA JIEKAPCTBEHUTE MPOAYKTH, BKIKYBAHU B
I1o3UTUBHUS JIEKAPCTBEH CIIUCHK

Yn. 45. (1) (Jom. — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) 3a onpenensiae
CTOMHOCTTAa Ha 3aIljlalllaHEe Ha JIEKapCTBEHUTE NpoayKTH, BkirouBaHu B [IJIC, ce wuzumcissa
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pedepentHa croitHocT 3a JIJIJ] niam TepaneBTHYEH KypC, WJIM KOHIEHTpalus, Wik ooem mo INN u
neKapcTBeHa opma.

(2) PedepentHara cToitHOCT 1O ai. 1 ce M3YUCIsIBA, KAaKTO CIEABA:

1. nexapcTBeHHUTE MPOIYKTH, ChABPIKAIIU €IHO M CHINO aKTUBHO BemecTBo mo INN, ce rpymupar
1o JiekapcTBeHa opma;

2. (mom. — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) uzuucnssa ce croitHocrra Ha JJI/{ wiu
TepaneBTHYEH Kypc, UM KOHIEHTpalus, WIK 00eM 3a pa3IMuHUTE JIeKapCTBEHU MPOayKTH 1o INN
1 JIeKapcTBeHaTa popMa | ce onpeelisi Hail-HICcKaTa CTOMHOCT;

3. ompezeneHaTa Hali-HUCKAa CTOMHOCT 1O T. 2 € pedepeHTHa 32 BCUUKH JICKAPCTBEHU MPOAYKTHU C
enno u cbuio INN u eHa U cbla JekapcTBeHa popma.

(3) (Hom. — 1B, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r.) Pedpepentnara croitnoct 3a JIJIJ1 nin
TeparneBTHYEH KypC, WJIM KOHIIEHTPAIUs, MJIK 00eM Ha JIEKAPCTBEHU MPOAYKTH, ChIbPKAIIH TOBEYE
OT €THO JIEKAPCTBEHO BEILIECTBO, C€ 00pa3yBa Bb3 OCHOBA Ha Hall-HUCKUTE cToMHOCTH Ha J/IJ1 nnun
TEparneBTHYCH KypC, WM KOHIIEHTPAIHUS, WM 00eM OTIEITHO 32 CHbOTBETHUTE CHCTABHH AKTUBHU
BELIECTBA, CHABPXKAIIYU CE B JICKAPCTBEHUTE MPOAYKTU C €HO JIEKAPCTBEHO BEIIECTBO, U3UUCICHU
110 pea Ha ai. 2.

(4) (Hom. — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) 3a AJ1/] unu TepaneBTHYEH KypC, UIU
KOHIICHTpAIMs, WK O0eM Ha JIGKAPCTBEH MPOIYKT, KOWTO CHIbPKA IMOBEYEC OT TPH AKTHUBHU

BCIICCTBA, CC B3€Ma €1HA A030Ba CANMHHUIIA 1 pe(bepeHTHaTa CTOMHOCT C€ U3YMCIISIBA 110 pcaa Ha aJl.
2.

Y. 46. (1) (U3m. — JIB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., nom., 6p. 26 ot 2019 1.,
B cuna ot 1.04.2019 r.) 3a onpexnensiHe CTOMHOCTTAa Ha 3aIUIAlllaHE HA JIEKAPCTBEHUTE MPOIYKTH,
BmouBanu B IIJIC mo un. 6, am. 2, T. 2, ce u3uucisaBa pedepeHTHa crorHocT 3a JIJIJ[ wm
TepaneBTUYEH KypC, WIM KOHILIEHTpauus, win ooem mo INN, nekapcTBeHa popMa U KOHIICHTPALIHS
B €IMHUIA 00EM.
(2) Pedepentnata croitHoCT 110 ai. 1 ce n3uucIisiBa, KakTo CJe/Ba:
1. (m3m. — 1B, Op. 92 ot 2014 r., B cuna ot 7.11.2014 r.) nekapcTBEHUTE MPOLYKTH, ChABPIKALLU
€IHO U ChIIO aKTUBHO BemlecTBO 1o INN, ce rpynupar mo nekapcTBeHa (Gopma ¥ KOHIEHTpalus B
eIMHHIA 00€eM;
2. (m3m. — JIB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., gom., 6p. 26 ot 2019 r., B cumna or
1.04.2019 r.) uzumucnsasa ce croiiHoctTa Ha JIJI/] nnu TepaneBTUYEH KypC, WIM KOHLIEHTPALUsl, NN
o0eM 3a pa3nuyHuTE JekapcTBeHH mnpoaykTu mo INN, mekapcTtBeHa gopma M KOHIIEHTpalus B
eAHUIAa 00eM U ce Ompeiesisi Hall-HUCKaTa CTOMHOCT;
3. (u3m. — 1B, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r.) onpenenenara Hali-HUCKA CTOMHOCT TIO T.
2 e pedepeHTHA 32 BCUYKU JICKAPCTBEHU MPOJIYKTH ¢ e1HO U cbio INN, eqHa u chila JekapcTBeHa
(dbopMa U KOHIIEHTpAIHs B €TUHUIA 00EM.
(3) (M3m. — IIB, 6p. 92 ot 2014 r., B cuia ot 7.11.2014 r., nom., 6p. 26 ot 2019 r., B cuia ot
1.04.2019 r.) Pedepentnara croinoct 3a JIJIJ] nnu TepaneBTHyYeH Kypc, UM KOHIICHTpAIUS, WU
00eM Ha JIEKapCTBEHM MPOAYKTH, ChIBPKAIX TOBEYE OT €HO JIEKAPCTBEHO BEIIECTBO, CE 00pa3yBa
B3 OCHOBA Ha Hali-HUCKUTE cToHOCTU Ha JIJIJ] nnm TepaneBTUYEeH KypC, WM KOHIIEHTPAIIHs, I
o0eM OTIIEeTHO 32 CHOTBETHUTE CHCTABHH AKTUBHU BEIIECTBA, CHABPXKAIIM CE€ B JIEKAPCTBEHHUTE
MPOJYKTH C €THO JIEKAPCTBEHO BEUIECTBO M KOHIIEHTPAILUS B €IMHUIA 00€M M M3UMCICHH TI0 peaa
Ha al. 2.
(4) (Hom. — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) 3a AJ1/] unu TepaneBTHYEH KypC, UITU
KOHIIGHTpallus, WX O0eM Ha JIeKapCTBEH MPOIYKT, KOMTO ChIBpPKAa TOBEYE OT TPU AKTHUBHH

BCIICCTBA, C€ B3€MaA €1HA 1030Ba CAMHHUIIA U pe(bepeHTHaTa CTOMHOCT C€ M3YMCIISIBA I10 pcaa Ha aj.
2.

Yn. 47. (1) PedepentHara CTOMHOCT MOXe J1a ce OMpeAeN U 32 XUMUYHA MMOATPYyNa Ha
ATC xmacudukanusaTa, KOraTo BKJIIOYSHHUTE B Hes JiekapcTBeHH Npoayktu 1o INN u nexapcTBeHn
dbopmMH MMaT JT0Ka3zaHa CXOJHA €(EeKTUBHOCT M OE30MacCHOCT 3a JICUeHHE Ha JaJIeHO 3a00JsABaHe C
01I00HO KJIMHUYHO NMPOTUYAHE U TEXECT ChIIIaCHO KpaTKaTa XapaKTEpUCTUKA Ha IPOAYKTA.
(2) PedepenTtHara cToitHOCT 1O aj. 1 ce onpenesns Mo ClIeJHHUs HAaUHH:
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1. (mom. — JIB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) 3a Bcako INN chc chboTBeTHaTa
JmeKkapcTBeHa (opma B paMKHUTE Ha XMMHUYHA MOATPYIa MO aHATOMO-TEParieBTUYHO-XMMHYHATA
kinacudukanus ce onpeaens cronHocT 3a JJIJ] nam TepaneBTHYCH Kypc, WM KOHIEHTPAIHS, WA
obemM 1o pena Ha 4. 45, ai. 2;

2. Hall-HHCKaTa CTOMHOCT 110 T. 1 ce mpuema 3a peepeHTHa CTOHHOCT Ha XUMHUYHATA MOATPYIIA.

Un. 48. (1) 3a nexapctBenute npojykTd, BkiatouBanu B IIJIC mo wm. 6, am. 2, 1. 2,
pedepeHTHaTa CTORHOCT MOXKe J1a ce omnpezenu U 3a xuMuyHa noarpyna Ha ATC knacudukanusra,
KOraTo BKJIFOUEHUTE B HEs JIGKAPCTBEHU MPOAYKTH HMMAT JIOKa3aHa CXOJHa €()EeKTHBHOCT U
0€30MacHOCT 3a JeUeHUE Ha JaJieHO 3a00JsBaHe C MOJO0OHO KIMHUYHO MPOTHYAHE U TEXKECT
CBIJIACHO KpaTKaTa XapakTEePUCTHKA HA MPOJIYKTA.

(2) PedepentHara cToitHOCT 10 ai. 1 ce onpesesns mo caeaHus HauuH:

1. (m3m. — JIB, 6p. 92 or 2014 r., B cuna ot 7.11.2014 r., mom., O6p. 26 ot 2019 r., B cuna or
1.04.2019 r.) 3a Bcako INN cbc choTBeTHaTa JiekapcTBeHa (opMa M KOHIIEHTpAIus B €IWHHIIA
o0eM B paMKHTE Ha XMMHUYHA MOJATPYIa MO0 aHATOMO-TEPaNeBTUYHO-XUMHUYHATA KiIacu(UKammsi ce
onpeaens croHocT 3a JIJI/] wiu tepaneBTHUEH Kypc, WM KOHIEHTpALus, WM 00eM MO peaa Ha
ui1. 46, ai. 2;

2. Hali-HUCKaTa CTOMHOCT 1o T. 1 ce mpuema 3a pehepeHTHa CTOMHOCT Ha XMMHUYHATA TOATrpYIIa.

Uin. 49. (1) Ilpu onpenensiHe CTOMHOCTTa Ha 3aIljalllaHe Ha JIEKAPCTBEHH IPOJIYKTH C
TACHA TEpaleBTHYHA MIMPHHA OT Ipylara Ha UMYHOCYIIPECOPUTE 3a JIEYEHHE Ha MALUEHTH Clie]
TpaHCIUTAHTAIMA Ha OpraHd, Ha KOUTO mapamerpute 3a OmoekBuBaiieHTHOCT (AUC m Cmax) ca
u3BbH rpanurure 90 - 111,11 %, He ce mpunarar wi. 45 - 48. CroiiHOCTTa Ha 3aruiallaHe Ha
JIEKapCTBEHUTE MIPOJYKTH CE€ U3YHUCIIABA Bb3 OCHOBA Ha IIeHaTa UM 1o wi. 261a, an. 1 3JIIIXM.
(2) CoBerpT u3uckBa cra”oBuile or MAJI 3a chbOTBETCTBHE HA BCEKM JIEKAPCTBEH NMPOJYKT OT
rpynara Ha UMYHOCYIPECOPHUTE 3a JIEUEHUE Ha MAlUEHTH CJeJ TPAaHCIUIAaHTAallUsg Ha OpPraHu C
KpUTEpUMTE 1O aJl. 1 Ipu onpezensHe CTOMHOCTTa My Ha 3aIulaliaHe.

Y. 49a. (Hos — JIB, 6p. 28 ot 2021 r.) IIpu onpenensHe CTOWHOCTTA Ha 3aIulallaHe Ha
MMYHOJIOTHYHHU JICKAPCTBEHU MPOJIYKTH, ChIBPKAIIMA BAKCHHU WJIM TOKCUHU WM CEPYMHU C €HO U
CHII0O MEXJIYHApOJHO HEMAaTeHTHO HaWMEHOBaHHE U JIeKapcTBeHa ¢opma, HO C pa3IUyeH
npousBoauTeN, He ce mnpunarat wi. 45 — 48. CToliHOCTTa Ha 3aIUlalllaHe Ha JIEKapCTBEHUTE
MPOAYKTHU C€ U3UUCIISABA Bb3 OCHOBA Ha IleHaTa UM 1o wi. 261a, an. 1 ot 3JITIXM.

Uin. 50. (U3m. — [IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 r., oM., Op. 26 o1 2019 1., B
cuna ot 1.04.2019 1.).

Un. 50a. (HoB — JIB, Op. 92 or 2014 r., B cuna ot 7.11.2014 r.) Ilpu omnpenensine
CTOMHOCTTa Ha 3allJjalllaHe Ha JIeKapCTBEHUTE MpoAykTu, BkmouBaHu B IIJIC, 3a kouto mma
pa3irKa B TIOKAa3aHUATA 32 JIeUeHHE, MPOQIIAKTHKA WM TUAarHOCTHKA, Ce€ M3UMCIsiBa pedepeHTHa
CTOMHOCT 1o pena Ha wi. 45 u 46 3a OTHENHUTE IMOKa3aHUS B KpaTKaTa XapaKTepUCTHKA Ha
JIEKapCTBEHHUTE TIPOTYKTH.

UYn. 51. (U3m. — IB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) CroitHocTTa 3a OnakoBKa
Ha JIEKapCTBEHMsI TIPOYKT, M3UMCIIeHA HA 0a3ara Ha pepepeHTHaTa CTOMHOCT, ce (hopMupa, KaTo ce
YMHOKU CTOMHOCTTA, OIpe/iesieHa Mo pena Ha wi. 45 — 49, no 6pos JJJI/] niu TepaneBTudeH Kypce,
WK 110 Opoil eAMHUIIM KOHIIEHTpALUs, WIK 10 Opoi eIMHULIU 00eM, ChIIbpKaIl CE B CbOTBETHUS
JIEKapCTBEH MPOJYKT.

Un. 52. (1) PedepenTHaTa CTOWHOCT 3a JICKAPCTBEHUTE MPOIAYKTH, YHETO HHUBO Ha
3amamane € 100 Ha cTo, ce n3uucisiBa Bb3 OCHOBA Ha LIEHA 3@ THPIOBELl Ha €JIpO C JIEKAPCTBEHU
MPOJYKTH, 0Opa3yBaHa 10 peJa Ha IJ1aBa BTOpA.

(2) PedepentnaTa cTONHOCT 3a JIEKAPCTBEHU MPOJYKTH, YHETO HUBO Ha 3aruiamane e noa 100 Ha
CTO, C€ M3YMCIIIBa Bb3 OCHOBAa Ha II€Ha 3a THpProBell Ha ApeOHO Ha JIEKapCTBEHH MPOAYKTH,
oOpasyBaHa 10 peJia Ha TjlaBa BTOpa.
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Un. 53. HuBOoTO Ha 3amiamiaHe Ha JEKapCTBEHHUTE NPOAYKTH, TPYHNUPAHH IO
MEXIyHApOJAHO HEMAaTeHTHO HaMMEHOBaHME W JekapcTBeHa (opma, BkmouBanu B IIJIC, ce
oIpejiesis B IPOLIEHTH, KaKTO ClIe/Ba:

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

2. Ha JIEKapCTBEHHUTE NPOAYKTH 3a 3a00JIsIBaHUSA C XPOHMYHO IMPOTHYAHE, BOACUIM 10 TEXKKHU
HapyIICHHUs B KAY€CTBOTO HA JKUBOT MJIM MHBAJIHMIU3AIUSA M W3UCKBAIIH MPOIBIDKUTEIHO JICUCHUE -
100 Ha cToO;

3. Ha JIGKAPCTBEHUTE MPOAYKTH 3a XPOHHYHO NPOTHYAIM 3a00JSIBaHHUS C BHCOKA CTENEH Ha
pasnpocTpaHeHue Ha 3aboneBaeMocTTa - 75 Ha CTO;

4. Ha IeKapCTBEHUTE MPOAYKTH 3a 3a00J1sBaHUs U3BBH Te3u 0 T. 1, 2 u 3 - 1o 50 Ha cTo.

Un. 54. HuBoTo Ha 3aruianjaHe Ha JIEKapCTBEHUTE MPOAYKTU ¢ e€aHO U cbilo INN u ¢
€/IHa U ChIIa JIeKapcTBeHa (hopMa ce Ompe/Ielisi ChIVIACHO OLICHBYHA Ta0nwuia - mpuioxeHue Ne 8, B
3aBUCHMOCT OT:
1. ouenkaTa Ha kputepunte 1o wi. 30;
2. TOKa3aHUsATa 3a MPUIIOKCHHUE Ha JICKAPCTBEHUS MPOJIYKT ChIVIACHO KpaTKaTa XapaKTePHUCTHUKA 3a
BHJIA JICUCHHC:
a) OCHOBHO - €THOJIOTHYHO/TIATOTEHETUYHO JICUCHUE;
0) CHMIITOMAaTHYHO JICUCHUE;
B) PO HITAKTUIHO JICUCHHE;
I') NAJIMATUBHO JICYCHHUE;
1) TIOJIBPIKAIIO JICUCHHE;
€) IOII'BJIHUTEIIHO JICUCHHUE;
3. conManHaTa 3HAaUMMOCT Ha 3a0oisiBaHeTo B PemyOnuka bbarapus, 3a unero neyeHue ce u3nois3Ba
JIEKapCTBEHUST MPOIYKT;
4. MpOABIDKUTETHOCT HA JICUCHUETO U U3XOI,
5. TepameBTHUYEH aJrOpUThM CBITIACHO YTBBPJACHUTE (HapMaKo-TeparneBTUUYHU PHKOBOJCTBA B
PerryOnmka Bearapus, a nmpu Jmrica Ha TakWBa - CTaHIAPTH 3a JiedeHne u JloOpara MeTuIMHCKa
MpaKkTHKa B CTPAHUTE OT EBpoOMneicKkus chro3;
6. Opoli MAaIMEeHTH, OMPEACISAIIN OTHOCUTEIHUS ST Ha 3a00JIIBAaHETO, 32 KOETO € INMpeIHa3HAuYCH
JIEKApCTBEHUAT MPOJAYKT, MO JAaHHU OT MpeaxoaHaTa TOJMHA M TEHACHIIMM 3a NpOMsSHA Ha
3a00JIEBAEMOCTTA;
7. uzpaszxo/BaHu (PMHAHCOBU CPEJICTBA 3a JICKAPCTBEHUS MPOIYKT 32 Opos MAIMEHTH IO T. 6 Tpe3
MpeaXoHaTa roANHa;
8. mpeaBuAeHH OI0KETHU CPEJICTBA 332 OCUTYPSIBaHE Ha JIEKAPCTBEHUS MPOIYKT.

Un. 55. (M3m. — AB, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r., 6p. 28 ot 2021 r.)
MakcumanHaTta CTOMHOCT, Ha KOSITO €€ 3aIulalia ¢ MyOJMYHU CPEJCTBAa ChOTBETHUSAT JIEKAPCTBEH
HPOJYKT, ce (hopMHpa, KaTO HUBOTO HA 3aIlIalllaHe, ONMPEAETICHO 10 peaa Ha 4i. 53, ce yMHOXKaBa
[0 CTOMHOCTTA 3a OIAaKOBKa, OIpe/iesieHa Ha 6a3aTa Ha peepeHTHa CTOIHOCT.

Ui, 56. CpBeThT MOXKE Ja MPOMEHSI HUBOTO Ha 3aIUlalllaHe Ha JIEKAPCTBEHUTE MPOIYKTH
ot IIJIC eauH 0T TOAMIIHO B pAMKUTE HA ChOTBETHUTE OIO/IKETH.

Un. 57. (1) (Ilpegummien Texet Ha wi. 57, usm. — JIB, 6p. 92 ot 2015 r.) Ilo3uTHBHUAT
JIEKapCTBEH CHHCHK, MyOJMKYBaH Ha MHTEpHET cTpaHuuara Ha CbBeTa, ce akTyaluszupa Ha 2-po
YHCII0 BCEKU MeCel] C BJIE3JIUTE B chila penieHns Ha CbBera 3a:

1. (mom. — 1B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) yIBbpKJaBaHe Ha IleHa 1O 4. 2, ail. 1
WU 5 ¥ BKJIFOYBaHE Ha JiekapcTBeH mpoaykt B [1JIC;

2. mpoMsiHa Ha JIEKapCTBEH NMPOAYKT, BKItoueH B [JIC;

3. U3KJIIOYBAHE HA JIEKAPCTBEH MPOAYKT OT npruiokenue Ha [1JIC;

4. (mom. — 1B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) uzkmouBane ot [1JIC u 3annuaBaHe Ha
LI€HA 110 WJiI. 2, ai. 1 wim 5 Ha JeKkapCTBEH MPOIYKT.
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(2) (Hosa — 1B, 6p. 92 ot 2015 r., u3m., 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) B TIJIC ce
OTOENSI3BaT C pa3jiMueH IBST JIEKAPCTBEHUTE MPOIYKTH, KOUTO ca ¢ Haii-HUCKaTa pedepeHTHa
CTOMHOCT, onpezeseHa o pena Ha paszgen I ot rimasa mecra.

(3) (HoBa — JIB, 6p. 92 ot 2015 r.) Anunes 2 ce npuiara u 3a copryepa Ha H30K no otHomeHnue
Ha JiekapcTBeHuTe npoaykT, konto H30K 3amnamia.

I'naBa mecra "a"
(HoBa — /IB, 0p. 92 o1 2015 1.)

YCJIOBUA, ITIPABUJIA U KPUTEPUN 3A IIOJABPKAHE
HA PEUMBYPCHUSA CTATYC HA JIEKAPCTBEHHA
HNPOAYKTU OT ITIO3UTUBHUS JTIEKAPCTBEH
CIIMCBK

Ui 57a. (Hos — IB, 6p. 92 ot 2015 r.) (1) CeBeThT momabpxka peUMOYypCHUS CTATyC HA
JIEKapCTBEHUTE MPOAYKTH Ha BCEKM TPH ToJuHH OT BKItouBaHeTo uM B [LJIC, xato u3BBpIIBa
OLIEHKA Bh3 OCHOBA Ha J0KAa3aTeJICTBA 33 e(hUKACHOCT, TepareBTHYHA €(PEeKTUBHOCT, O€30MacCHOCT U
aHayu3 Ha (hapMaKO-UKOHOMHYECKH MTOKa3aTeH.

(2) (HoBa — 1B, 6p. 8 ot 2017 r.) CpBeThT MOMIbPKA PEUMOYPCHHSI CTATyC HA JICKAPCTBEHUTE
OpoayKTH mo wi. 3la cien W3TMYaHETO HAa TPU roauHU OT BKMouBaHetro uMm B ILJIC crnen
M3BBPIIBAHE Ha OLIEHKA 110 ajl. | ¥ Bb3 OCHOBA HA OIEHKA HA €eKTa OT TEpANHsITa C TAX.

(3) (IIpepumna an. 2 — JIB, 6p. 8 or 2017 r.) ChbBeThT MOAIBpPKA PEUMOYPCHHSI CTaTyc Ha
BKJTIOYCHHUTE JieKapcTBEeHH MPOoAyKTH B [IJIC, KouTO OTTrOBapsT Ha CIEIHUTE YCIOBHS:

1. pa3pemienu ca 3a ynorpebda cbriaacHo uznckBanusaTa Ha 3JIIIXM;

2. B KpaTKaTa XapaKTEpUCTHKA Ha MPOIYKTA ca IMOCOYCHU MOKa3aHMA 3a JeUeHHEe, TpOoPHIaKTHKA
WM TUArHOCTHKA Ha 3a00sIBaHUATA, 3allIAlllaHy 10 pejia Ha 4. 6, an. 2;

3. (usam. — JIB, Op. 62 or 2016 r.) MEeXIyHapOAHOTO HEMATEHTHO HAMMEHOBAHUE, KBM KOETO
MIPUHA/IJICKU JI€KApPCTBEHUAT MPOAYKT/KOMOUHaIuUsATa (TP KOMOWHUPAHU JIEKaPCTBEHH MPOTYKTH),
€ BKJIFOUYEHO BBB (hapMaKO-TEpPArieBTUYHOTO PHKOBOJICTBO W MEIUIIMHCKHS KOHCEHCYC 3a JIeYeHUE
Ha CbOTBETHOTO 3a00JsIBaHE;

4. (m3m. — JIB, 6p. 8 ot 2017 r.) HanpaBeHa € oleHKa 1o pena Ha wi. 30 ChIIIacHO MpuUoKeHne Ne
5, KaTo 3a JIEKapCTBEHHUTE MPOAYKTH 1O 4. 31a e u3BbpIleHa U OlleHKa Ha edeKTa OT TepamnusTa ¢
TAX.

(4) (Hosa — JIB, Op. 28 ot 2021 r.) Ako mpu olueHkara Ha edekra OT Tepamnusara Mo ai. 2 ce
YCTaHOBH, Y€ TaKaBa HE MOXKe J1a Ob/ie U3BBPIICHA Bb3 OCHOBA Ha CHOPaHWUTE JTaHHU, UJIM OIICHKATa
HE € C JIOCTaThyHa CTAaTUCTHYECKa JOCTOBEPHOCT, TO MPH MOAIBPKAHETO HAa PEUMOYPCHHUS CTaTyC
CBBETHT MOXKE J1a TIOCTAHOBH IMPOCIIE/SIBAHETO HA e(heKTa OT TepamusaTa Ja MPOABIDKU 32 CPOK JI0
CJIEJIBAIIOTO MOAIbPKaHe HAa PpEUMOYPCHHUS CTAaTyC Ha JIEKAPCTBEHUS MPOAYKT.

(5) (HoBa — JIB, 6p. 28 ot 2021 r.) B cnyuaute no an. 4 ChpBEeTHT MOXE Ja U3MEHU W/WIM Jia
JOMBIHA YCIIOBHUSTA U KPUTEPUUTE 3a MpocieAsBaHe Ha edekTa OT Tepanusara C JEeKapCTBEHHUTE
MPOAYKTH, KAKTO M TEPANIEBTHUYHUTE MTOKA3aHUS, 32 KOUTO Ja C€ TMPOCIEIABAT.

Yn. 576. (Hos — JIB, Op. 92 ot 2015 1.) (1) 3a noaabpkaHe Ha peUMOYPCHHUS CTAaTyC Ha
JIEKapCTBeH MpoIyKT, BKItodeH B ILJIC, mpurexaTensT Ha pas3pelieHHeTo 3a yrnoTpeba uiu
YIIBJITHOMOIIIEH HErOB NpejcTaBUTEN nojaBa A0 CbBeTa Ha BCEKM TpU TOJMHU OT JAarara Ha
BirouBaHe Ha mpoaykrta B I1JIC 3asiaenue mo obpasern, yrBepaeH oT CbBera. 3asBIECHUETO CE
110/1aBa B CPOK HE IMO-PaHO OT YETHPHU MECELa U HE MO-KbCHO OT TPU Mecela NIPeay N3THYAHETO Ha
TPUTOJIUIIHUSA CPOK 1O wi. 57a, an. 1.

(2) (U3m. — 1B, Op. 26 ot 2019 r., B cuna ot 1.04.2019 r.) IIpn moxabpkane Ha peuMOYpCHUS
CTaTyC Ha €JHaKBUS WM Ha MOJOOHUS JEeKapCcTBEH MpoaykT mo uwi. 214 ot 3JIIIXM, BkiIoueH B
ITJIC, CbBeThT Ccity>keOHO MO ABpKAa PEUMOYPCHUS CTaTyC M Ha JIEKaPCTBEHUS MPOAYKT MO wi. 34,
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an. 1. CpBeTHT yBEeOMsIBA MIPUTEKATENS HA pa3pelleHUe 3a MapajieliecH BHOC WIH pa3pelieHue 3a
napajicJiHa I[I/ICTpI/IGyHI/IH 3a 3all0YBAHC HA A AMUHUCTPATUBHOTO ITPOU3BOACTBO.

Y. 578. (HoB — JIB, Op. 92 ot 2015 r.) (1) KBM 3asBnenuero mo wi. 570, am. 1 ce
npuJiarar:
1. xomue OT paspenieHHe 3a yrnorpeba Ha JIEKApCTBEHUS IMPOJIYKT, KOraro pa3pelieHUueTo 3a
ynotpeba e u3ganeHo mo perna Ha Permament (EO) Ne 726/2004, Ilpunoxenue I "Kpatka
xapaktepucTtuka Ha npoaykra", [Ipunoxenue II "IIputexaren Ha pazpenieHUETO 3a MPOU3BOJICTBO,
OTFOBOPEH 3a OCBOOOXKJaBaHE Ha MApPTHAMU. YCIOBHMS Ha paspelieHHeTo 3a ynorpeda" u
[Tpunoxenue III "O3HaueHus: BbpXy OMMAaKOBKATa U JIUCTOBKATA"; MPUIIOKEHUATA CE MPEACTABAT Ha
€JIEKTPOHEH HOCHUTEIT;
2. uadopmanusi OTHOCHO €IMHHUSA UICHTU(PHUKAIIMOHEH KOJ Ha JIPYKECTBOTO WJIM KOOMepanusiTa OT
TBPrOBCKUSI PETUCTHP, a 3a APYKECTBAaTa, PErUCTPUPaHU B IbpkaBa — wieHKa Ha EBpomnelickus
Chbl03, WIM B JbpxkaBa — cTpaHa no CnopadymeHnuero 3a EBponeilckoTo HKOHOMHYECKO
IIPOCTPAHCTBO — KOIME OT JOKYMEHT 3a aKTyaJlHa perucrpauus [0 HalMOHAIHOTO
3aKOHOJATEJICTBO, U3/IaJIeH OT KOMIIETEHTEH OpraH Ha ChOTBETHATa AbprKaBa Ha JUIaTa 1o 4i. 570,
asl. 1 He mo-KbCHO OT 6 Mecela Ipeix M0IaBaHETO Ha 3asIBJIICHUETO;
3. M3pPUYHO HOTApPHAIHO 3aBEPEHO ITBJIHOMOIIHO, B clyyail d4e 3asBIIEHHETO Ce ToJaBa OT
IIPEJICTAaBUTENl HA IMPUTEXKATEIs] Ha Pa3peUICHHETO 3a YHNoTpeda; KOrato IbJIHOMOUIHOTO HE €
uznaneHo B PenyOnuka brarapus, 3a Hero ce npeactaBsi IpeBoj Ha OBITAPCKU €3UK, U3BBPIICH OT
[IpeBOJay, KOMTO MMa CKIIFOUEH JOroBOp ¢ MUHUCTEPCTBOTO Ha BHHIIHUTE paObOTH 3a U3BBPILBAHE
Ha o(HUIMATTHU PEBOIH;
4. nanHW OT mpoBeneHW B PemyOnuka bearapus wim B 4ykOMHa TOCTMApKETHHTOBH W/WIH
HEMHTEPBEHIIMOHAIHN M3MHUTBAHMs HA JieKapcTBeHUs MpoaykT cbriaacHo 3JIIIXM, ako takuBa ca
IIPOBEJICHH;
5. (m3m. — 1B, Op. 28 ot 2021 r.) JOKYMEHT 3a IUIaTeHa Abp>KaBHA TaKca;
6. (apmMako-UKOHOMHUYECKH aHalu3, WU3rOTBEH WJIM aJalTUpaH 3a CTpaHara, NPUIPYKEH ChC
CPaBHUTEJIEH aHAJIMU3, IPU HAIMYUETO Ha JIEKAPCTBEHA aJITEpPHATUBA 32 JIEUEHUE Ha 3a00JISIBaHETO;
7. 3aBepeHO OT MpUTEXKATeNs Ha pa3pelieHHeTo 3a yrnoTpeda WIM OT HEroB YII'BJIHOMOIIEH
Ipe/cTaBuTeNl Komue OT JoroBop, ckitoueH ¢ H3OK 3a mpepocraBsHe Ha OTCTBIKA 3a
JIEKapCTBEHUTE MPOLYKTH 110 4. 45, an. 10, 13 u 19 330.
(2) (U3m. u mom. — JIB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 r., nom., Op. 66 ot 2025 r., B cuia ot
12.08.2025 r.) dokymeHntute no ai. 1, T. 6 ce mpuiarar caMo 3a JeKapCTBEHH MPOJYKTH, KOUTO
MPUHAIEKAT KbM MEXKAYHApOJHO HENAaTeHTHO HaMMEHOBaHUE, 3a KOETO € Ouia HM3BbpIIeHA
oueHka no wi. 30, an. 1 u un. 30a, npu BkmrouBaHeto uM B [IJIC. ®@apMako-HKOHOMUYECKHST
aHayiu3 1o an. 1, T. 7 ce M3roTBs CHIJACHO METOJOJIOIMYHU YKa3aHHs, IPUETU C pelIeHHEe Ha
CobBera n myOoaMKyBaHU Ha opUIMaIHATAa HHTEPHET cTpaHula Ha ChBeTa.
(3) (Otm. — AB, 6p. 26 oT 2019 1., B cuta ot 1.04.2019 1.).
(4) 3a BepHOCTTa Ha JAaHHUTE, TOCOUYEHHU B 3asBJICHUETO U B NPUAPYKABAIIUTE IO JOKYMEHTH IO
an. 1 u 3, mpuTexarensT Ha pa3pelieHHeTo 3a yrnoTpeda WM HEroBUAT YI'BJIHOMOILIEH
MpeJCTaBUTEI PECTaBs AeKiIapanus no odpasel, yTBbpaeH ot ChbBera.
(5) U3BbH gokymentute mo ain. 1, 3 u 4 ChbBEeTHT MOXKE MOTHBHPAHO Ja TMOMUCKA OT 3asBHUTEIS
JIONBJIHUTENTHA HMH(OpMaIs, HeoOXoauMa 3a B3€MaHE Ha pelIeHHe 3a NOoJIbp)KaHe Ha
peuMOypcHUS CTaTyC.

Yn. 57r. (HoB — IB, Op. 92 ot 2015 r.) (1) B 60-1HEBEH CpoK OT naTaTa Ha MOJaBaHe Ha
3asBiaeHUET0 1o Wi. 570, an. 1 CwBeThT pasriexnaa 3asBICHUETO U TMPUIIOKEHUTE KbM HETO
JOKYMEHTH U B3€Ma pelIeHHe, C KOETO MOAAbpKa PEUMOYPCHHS CTaTyC Ha JIGKAPCTBEH MPOIYKT,
BimoueH B IIJIC, u3MeHs peuMOypcHHsSI CTaTyC Ha JIEKapCTBEHHMS MPOAYKT WJIM OTKa3Ba
MOAIBPIKAHETO HA PEUMOYPCHHSI CTATYC.

(2) IIpu oTka3 3a moaabpKkaHe Ha PeUMOYpPCHUS cTatyc 1Mo ai. | ChBETHT M3KIIIOYBA JICKAPCTBEHUS
MPOAYKT OT CbOTBETHOTO WJIM OT BCUUKHU npuioxkenus Ha [1JIC.

(3) (Hom. — B, 6p. 66 ot 2025 1., B cuna ot 12.08.2025 r.) Ilpu u3kiItouBaHEe Ha JEKAPCTBEH
MpOAYKT OT Bcuuku npuinoxenus Ha [1JIC ce 3annuaBa u nenara My no wi. 2, ain. 1 unu 5.
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(4) Korarto mpu pasriiexxaane Ha 3asBiaeHHETo 1Mo an. | ChBEeTHT KOHCTATHpa HEAOCTATBIU WIIH
HEITbJIHOTH B MpEACTaBEHATa JOKYMEHTAIMs, TOM KMMa MPaBO Jla U3UCKA OT 3asBUTEISA TIXHOTO
OTCTpaHsIBaHEe, KaKTO M JONBJIHUTENHAa HH(OpMalMs, KaTo yBeIOMsiBa 3asBUTENd MO pela Ha
AJIMUHHUCTPAaTUBHOIPOIIECYaTHUs KoJIeKC. B To3u citydail cpoksT 110 ai. 1 crnupa ga teue.

(5) B ciryuait e B cpok 10 30 1HM CUMTAHO OT JlaTaTa Ha YBEIOMSBAHETO 1O aj. 4 3asBUTEIAT HE
OTCTpaHu KOHCTaTupaHutTe oT ChBeTa HEAOCTATHLU U HEITBIHOTH, MIPOLIEIypaTa ce MpeKpaTsBa.

Y. 57n. (HoB — [IB, 6p. 92 ot 2015 1.) (1) 3a BCAKO MOCTHITUIIO 3asiBJICHUE 110 WI. 570 ce
U3rOTBS IOPUANYECKA, MEJUIIMHCKA U UKOHOMHUYECKA OLIEHKa OT €KCHEPTHU OT ClielHaIu3upaHara
aamuHucTpanus Ha CbBera.
(2) Excneprure u3BBpLIBAT IpEABAPUTENIEH IpEriie] Ha 3asBJICHUATA U NpUIpYKaBallaTa 'l
JOKYMEHTAIUsl U W3TOTBAT MO BCSIKO 3asBJICHHE CTaHOBUIIA MO oOpasel, yrBbpAeH oT CbBera.
IIppBO ce u3BBpILIBA IOPUANUYECKA OLIEHKA, A CJIE]] TOBA — MEUIIMHCKA U MKOHOMUYECKA OLIEHKA.
(3) IIpu HeoObxogumocT mpeacenaTensaT Ha CbBeTa onpenens exkcrnepT mo wi. 38, an. 3, KolTo na
M3BBPIIN (PapMaKo-UKOHOMHYECKA OLEHKA U Jia J]a/Ie CTAHOBHIIIE.
(4) (U3m. — 1B, 6p. 28 ot 2021 r.) Ilo 3asBieHusITa 32 MOJAbPXKAHE HA PEUMOYPCHHUS CTATyC Ha
nekapctBenu npoayktu B [1IJIC mo win. 262, an. 6, 1. 1 1 2 ot 3JIIIXM — OTHOCHO JIeKapCTBEHUTE
MPOAYKTH, MPWJIOKHUMH IPH JICYCHHETO Ha 3JI0KAYeCTBEHUTE 3a00JsBaHuUs, 3alljlalllaHd B
OOJIHMYHATAa MEAMIIMHCKA MTOMOIIl M3BbH CTOMHOCTTA Ha OKa3BAHNUTE MEIUIUHCKH yCIyrn ChBETHT
n3ucksa cranoBuiie ot H30K, a na nekapcrBenu npoayktu B ITJIC no wi. 262, an. 6, 1. 3 3JIIIXM
— ot M3. Cranosuiuero ce npenocrasst B 10-1HEBEH CPOK OT IOMCKBAHETO.
(5) OmpenenenusiT oT mpeacenaTens 3a MOKIamgyuK 4wieH Ha CpBera 0000IIaBa E€KCHEPTHUTE
CTaHOBHII[A, KAKTO M CTAHOBUILETO 1O aj. 4 U U3rOTBsI €KCIEPTEH JO0KJIAJ 0 00pa3el, yIBbPAEH OT
CwBera, B 14-1HEBEH CPOK OT IOJIy4aBaHE HA CTAHOBHUII[ATA 32 BCSIKO 3asBJICHHE.
(6) (U3m. — JIB, Op. 28 ot 2021 r.) [Ipu pa3riexnaHne Ha 3asBICHUATA MO WI. 570 3a IEKapCTBECHU
MPOAYKTHU 10 Wi. 262, an. 6, T. 1 u 2 ot 3JIIIXM — 0THOCHO JI€KapCTBEHUTE MPOAYKTH, IPUITOKUMHU
IIPH JICYEHUETO Ha 37I0KAYECTBEHUTE 3a00JsBaHus, 3alialllaHi B OOJHUYHATA MEIULIMHCKA TTOMOIII
U3BbH CTOMHOCTTAa Ha OKa3BaHWTE MEIMUMHCKU yciyrd, BkiatoueHu B IIJIC, B 3acemanuero Ha
CwpBera 3a1bJDKUTENHO B3eMa ydactue npencraButen Ha H30K, koiiTo npeacTaBs CTAaHOBUIIIETO Ha
H3O0K 1o Bcsiko 3asBieHue.
(7) Ilpu pasrnexnaHe Ha 3asBJICHUATA MO Wi. 570 3a IeKapCTBEHHU MPOJIYKTH 10 4. 262, ain. 6, T. 3
3JIIIXM, Brmouenn B IIJIC, B 3acemanmero Ha CbBeTa 3aTBDKUTEIIHO B3€Ma ydYacTHE
npencrasuten Ha M3/H30K, kolito npencrass cranoBuiero Ha M3/H30K no Besiko 3asBieHue.

Uin. 57e. (Hos — 1B, 6p. 92 ot 2015 r.) (1) [Ipu oTka3 3a noaabp:kaHe Ha peUuMOYpPCHHUS
cTaryc M u3KiIouyBaHe Ha jekapcTBeH HpoaykT oT [IJIC CeBeTbT MOTHMBUpA pEIIEHHUETO CU B
CBHOTBETCTBUE C KPUTEPUHTE, YCIOBUATA U NpaBUiIaTa, YCTAHOBEHH B Hapeadara, KaTo yBeIOMsBa
3asBUTEJIA MO peJa Ha AJIMUHUCTPATHBHONPOLIECYATHUS KOJIEKC.
(2) (Hom. — JIB, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) Pemenuero na CobBera mo an. 1
MOJUIeXKHM Ha oOkaJiBaHE MO aJIMUHHMCTpaTHBEH pen mnpea Kommucusta mo mpo3payHOCT WM Tpen
CBHOTBETHHS ChH] 110 peia Ha AIMHUHUCTPATHBHOIIPOIIECYATHHUS KOJIEKC.

I'naBa ceama
(OT™. — JIB, Op. 26 ot 2019 1., B cna1a ot 1.04.2019 r., HoBa, Op.
28 o1 2021 1.)
PEJA 3ATEHEPUPAHE " BIIMCBAHE B PETUCTBHPA
HA HAIIMOHAJIEH HOMEP 3A HJTEHTUO®UKAILINA HA
JIEKAPCTBEHUTE ITPOAYKTH

Yn. 58. (Ot™m. — [IB, 6p. 26 oT 2019 1., B cuna ot 1.04.2019 r., HOB, Op. 28 oT 2021 1.) 3a
BCHUKHM pa3pelleHd 3a ynorpeba Ha TEpUTOpUsTa Ha CTpaHaTa JIEKapCTBEHU MPOAYKTH
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aBTOMAaTUYHO CE€ TEHepHpa HAIMOHAJEH HOMEp 3a WACHTH(UKaIMs dYpe3 HHPOpMAIMOHHATA
cucreMa Ha CpBeTa.

Y. 59. (Orm. — JIB, 6p. 26 ot 2019 1., B cruta ot 1.04.2019 r., HOB, Op. 28 o1 2021 1.) (1)

M3mpiHuTenHaTa areHuus Mo JeKapcTBara mpenoctaBs Ha ChbBeTa B €JIEKTPOHEH (opmar 1o
oOpaser], yTBbpJEH OT Hero, mHboOpMalus 3a pa3peuleHUTe 3a ynoTpeda U PEerucTpupaHuTe
JICKapCTBEHH MPOAYKTH Ha TeputopusTa Ha PenyOinka beirapus u paspemenure 3a ynorpeda mo
LEHTpaIM3MpaHa Mpoleaypa JeKapcTBeH! MpoaykTu 1o peaa Ha Permament (EO) Ne 726/2004 Ha
EBpornelickus napiameHT U Ha CbBera ot 31 mapt 2004 r. 3a ycTaHOBSBaHE Ha MPOLEAYPU Ha
OOmHoCTTa 3a pa3peniaBaHe U KOHTPOJI Ha JIGKAPCTBEHU MPOAYKTU 32 XyMaHHA M BETEpUHApHA
yrnoTpeba u 3a ch3naBane Ha EBporneiicka arennus no sekapcrsara (OB, L 136/1 ot 30.04.2004 1.).
(2) Undopmanusara o an. 1 ce mpeaocTaBs €KEMECEUHO /0 15-0 4nciao Ha Mecela ¥ ChIbpika
BCHYKH pa3pelIeHu 3a ynorpeda JIeKapcTBEHH MPOIYKTH NPe3 MPEIXOAHUS MeCel.
(3) B cpokosere mo an. 2 MAJI npenocraBs Ha ChBeTa B €JIEKTPOHEH (GopMar HHPOpManus U 3a
BCUYKHU HACTHIHIIM MPOMEHHU B OOCTOSATEICTBATA, MOJICKAIM HA BIIMUCBAHE B PErHCTHpa MO wi. 60,
ann. 1 3a nexkapcTBeHUTE MPOIYKTH, KAKTO U 32 JIEKAPCTBEHUTE MPOAYKTU C MPEKpaTEeHH, OTHETH U
M3TEKIIN PAa3peLIeHUs 3a yIoTpeda, KOUTO HE ca OAHOBEHHU.

Yn. 60. (Hos — IB, 6p. 28 ot 2021 r.) (1) ChBeTHT BOAM MyOIMYEH PETUCTHP MO 4il. 7,
an. 1, T. 4 Ha HAIMOHATHUTE HOMEpA 3a WACHTH(UKAINS Ha JIEKAPCTBEHUTE MPOAYKTH O Wi. 68,
KOITO ChIbpika clieiHaTa UH(OpMALIHSL:
. HAIIMOHAJICH HOMEP 3a UICHTU(UKAIUS Ha JIGKAPCTBEHUS TPOIYKT;
. HAMEHOBAHUE Ha JIEKAPCTBEHUS IIPOIYKT;
. JIeKapcTBEeHa opMa, KOJIMIECTBO HA AKTUBHOTO BEIIECTBO M OKOHYATEITHATA OMAKOBKA;
. IM€ Ha MpUTEKaTess Ha pa3pelieHueTo 3a yrnorpeoa;
. PeTHCTpallMOHEH HOMED, BIMCAH B Pa3pelICHUETO 3a YIoTpeoa;
. MEXXIYHapO/IHO HEaTEeHTHO HAaMMEHOBAHUE;
. ATC;
. BUJI Ha JIEKapCTBEHUS MPOIYKT, OMPEEIICH B MPOLeAypaTa 1o pa3peniaBaHeTo My 3a yrnoTpeoa;
9. pexXuUM Ha OTITyCKaHe;
10. morrpiHUTENHA HHDOPMAITHSL.
(2) (U3m. — 1B, 6p. 66 ot 2025 r., B cuna ot 12.08.2025 r.) CbBeTHT aKTyaIM3Upa perucTbpa Imo
an. 1 mpu HaMYMe Ha BOMCBaHE HA HOBH JICKAPCTBEHH MPOAYKTH HIIH IIPOMSHA B 0OCTOSATENICTBA.

JOITBJIHUTEJIHA PA3IIOPE/IBU
(3ara. mam. — /IB, op. 92 ot 2014 1., B cuaia ot 7.11.2014 r.)

03N N kAW

§ 1. ITo cmucwna Ha HapenOara:
1. (U3m. — [IB, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) "OOmIecTBeH 3ApaBHOOCUTYPHUTENEH
¢oHn" e myOiMyHA MHCTUTYLHS, KOSTO ChOMpa M pasmpenesns 3ApaBHOOCUTYPUTEIHU BHOCKU U
3IpaBHOOCUTYPUTEITHH TMPEMUU 3a 3APaBHU JEHHOCTH, YCIYTM M CTOKM Ha TEPUTOPHITA Ha
CHOTBETHATa CTpaHa.
2. (Hom. — IB, 6p. 92 ot 2014 r., B cuna ot 7.11.2014 r., uzm., 6p. 92 ot 2015 r., oT™M., Op. 8 oT
2017 r.).
3. (M3m. — 1B, 6p. 26 ot 2019 r., B cuna ot 1.04.2019 r.) "Chumsar nexkapcTBeH HNPOAYKT" e
JICKapCTBEH TIPOAYKT CBC CBIIOTO MEKIYHAPOJIHO HEMATCHTHO HAMMEHOBAaHWE, KOJHMYECTBO
aKTUBHO BEIIECTBO B JI030Ba €IWHUIIA, JIEKapCTBeHa (opmMa B OKOHYATElIHA OIAKOBKa Ha
MIPOM3BOIUTEN/TIPOU3BOIUTEIN, BIMCAH/BMUCAHU B PA3pEIICHHETO 3a YIOTpeOa/pereHueTo Ha
EBporneiickara komucusi, uzgaaeno no peaa Ha Permament (EO) Ne 726/2004 na EBpomneiickus
napiaMeHT 1 Ha CbBeTa.
4. (Otm. — [IB, 6p. 26 ot 2019 1., B cuna ot 1.04.2019 1.).
5. (U3m. — [IB, 6p. 92 ot 2014 1., B cuma ot 7.11.2014 r., 6p. 92 ot 2015 1., oT™., O6p. 26 0T 2019 T.,
B cwia ot 1.04.2019 r.).
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6. (Hosa — JIB, Op. 62 ot 2016 1., u3m., 6p. 26 ot 2019 r., B cma ot 1.04.2019 r.) "KonuaectBo
aKTUBHO BEIIECTBO B J030Ba €AMHMIA" € CBHABPKAHMETO HAa AKTHBHOTO BEIIECTBO, H3Pa3CHO
KOJIMYECTBEHO 3a €IHa J030Ba eauHUIIA (TabjeTKa, Kalcyna) Wik 3a eIUHHIA Maca Wih o0eM, B
3aBHCHMOCT OT JIeKapcTBeHaTa opma.

§ la. (HoB — /IB, 6p. 92 ot 2014 1., B cuna ot 7.11.2014 ., ot™m., Op. 92 o1 2015 1.).
INPEXOJAHUA U 3AK/ITIOYUTEJIHUA PA3SIIOPE/IBA

§ 2. (1) Beuuku mporeaypu, 3amodHaTd M HEIOBBPIICHU MO pena Ha Hapenbara 3a
peryivdpaHe W perucTpupaHe Ha IICHHTE Ha JIEKapCTBEHUTE MPOAYKTH, yCIOBUSATA, MpaBUiaTa U
KpUTEPUHUTE 3a BKIIOYBAHE, NPOMEHU W/WIM M3KIIOYBAaHE Ha JICKAPCTBEHH MPOAYKTH OT
[To3uTuBHUS JEKApCTBEH CIHMCHK M YCIOBHUATa U peAa 3a pabota Ha Komucusata mo mHeHH U
peumOypcupane, npueta ¢ I[locranosnenue Ne 390 na Munuctepckust cbBet ot 2011 r. (B, 6p.
100 ot 2011 1.), ce moBBpIIBAT MO peAa Ha Ta3u Hapeaoa.

(2) 3amouyHaTWTe W HEOOBBPIICHM KbM BIHM3aHETO B CHUJa Ha Hapeabara Mpomeaypu 3a
perucTpupaHe Ha II€Ha Ha JIEKAPCTBEHU MPOAYKTH, OTIYCKAHHM IO JIEKAPCKO MpEANHCAaHUE, Ce
JOBBPILIBAT 110 pe/ia Ha IJlaBa YeTBbPTa OT HapeadaTa.

(3) [IputexaTenure Ha pa3pelIeHUs 3a ynorpeda WM TEXHH YIIBIHOMOIIEHHU MpeICTaBuTeNu B 14-
JTHEBEH CPOK OT BJIIM3aHETO B CHJIa HA Hapea0aTa moJaBaT W3UCKyeMHUTE JOKYMEHTH 32 JIOBbPIIBAHE
Ha npoueaypure 1o ai. 1 u 2.

(4) B cimyuaii ue cpoxbT 10 an. 3 He ObJIe ClIa3eH, ChOTBETHATA MPOIIeIypa ce IMPeKpaTsBa.

§ 3. (1) B naBymeceueH cpok OT BJIM3aHETO B CWJIa Ha Hapendara MPUTEKATSIUTE Ha
paspereHus 3a ynorpeda (MiIu TEXHU YITBIHOMOIIECHHU TIPEICTABUTEIN) Ha JICKAPCTBEHU MPOTYKTH,
OTIYCKaHU MO JICKAPCKO TPEANUCAHHEe, C PErHCTPUPAHH MaKCUMAlHU TPOJAKHU IEHH I0/IaBaT
3asBIICHHE 3a 0Opa3yBaHE Ha MpejeHa LIeHa 10 pea Ha IJiaBa YeTBBPTA, 32 KOETO HE Ce ABJKU
Ibp)KaBHA TaKca.

(2) B cimydaii ye He OBJe MOAANCHO 3asBIICHUE 32 O0pa3yBaHE Ha IMpejeliHa IIeHA 3a JIKAPCTBEH
MPOAYKT, OTITYCKaH IO JICKApCKO MPEANUCcaHne, B CPOKa Mo ail. 1, MaKCHMMalHaTa MpoJakHa IIeHa
ce 3anuy4aBa ciryxeoHo ot CbBera.

§ 4. 3anoyHaTUTE M HEAOBBPUIEHW KbM BIIM3aHETO B CHJIAa HAa HapeabaTa MpoLeaypH 3a
MpOMsSHAa Ha pErucTpupaHa IieHa Ha JIEKApCTBEHU MPOAYKTHU, OTIYCKAaHU 110 JIEKapCKO
IIPEAINCAHUE, CE€ IPEKPATABAT.

§ 5. 3a cpok eaHa roguHa OT BJIM3aHETO B CHUJIa HA Ta3W Hapenda MpUTEKaTelUTe Ha
paspelieHuss 3a ynorpeba WIM TEXHM YIBJIHOMOLICHHM IMpEACTAaBUTENM HE MoraT Ja 3asBsBaT
YBEIIMYCHNE Ha PETUCTPUPAHUTE LEHH Ha JIEKApPCTBEHHUTE TPOIYKTH, OTIYCKaHU 0e3 JIeKapCcKO
Npeanrcalue, ¢ MO-TOJSIM TMPOLEHT OT CTATUCTUYECKM OTueTeHaTa HMH(Ianus 3a nepuoaa Ha
JEWUCTBHE OT MOCJIeHATa PETUCTPUPAHA [IEHA.

§ 6. 3a cpok enHa roAMHA OT BJIM3aHETO B CWJIa Ha Hapejgbara B CIy4yamTe, B KOUTO €
JOMyCHATa TpelIka B IIeHaTa Ha MPOW3BOIMTENl Ha JICKAPCTBEH MPOAYKT, OOSIBEH B IEHOBHS
OroJleTMH Ha JekapcTBata Ha ['bpuMs, M € MpeacTaBeHa JAeKjapanus OT MpHUTeXareis Ha
pa3pemeHneTo 3a yrnorpeda, yIocTOBEpsBallla TOBa 0OCTOATEICTBO, Ta3U IIEHA HE CE U3I0J3Ba IPH
o0pa3yBaHeTO Ha IeHa/TipefeNiHa IeHa 1o peaa Ha wi. 8 u 10, KakTo W mpU MpoMsSHATa Ha Beye
YTBbpJICHA 1I€Ha/TIpe/ieHa 1IeHa.

§ 7. (1) IlpenocraBenure no pena Ha § 130, ann. 4 ot 3akoHa 32 U3MEHEHUE U JOMBIHEHUE
Ha 3JIIIXM (B, 6p. 102 ot 2012 r.) peructpu Ha Komucusra no neHu u peumOypcupaHe ce
CUMTAT 3a PETUCTPH MO wWi. 7 OT Ta3u Hapenda, BojaeHH OT HarmumoHamHus CbBET MO IIEHU U
peumOypcrpaHe Ha JIeKapCTBEHUTE MPOAYKTH.
(2) HanuoHamHUAT CHBET MO ILEHW M peMMOypCcHUpaHe Ha JIEKapCTBEHUTE MPOAYKTH MOIABPKa
perucTbpa Ha MaKCHUMaJIHUTE NPOJaKHMW LIEHW Ha JIEKApCTBEHUTE MPOJAYKTH, OTIYCKaHH IO
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JIEKapCKO MpeANUCaHue, 10 MPUKIIIOYBAHE HA MPOIEIypUTe 1Mo § 3 OT Ta3u Hapeada, caell KOETO TO
3auJaBa.

(3) Pasrnenanute no 20 mapt 2013 r. 3asBnenus or Komucusara mo 1eHu u pemMOypcupane, 1o
KOMTO HMMa BJIE3NIM B CWJIAa CIIEJ Ta3W Jara pelieHus, CIy)KeOHO ce oTpa3sBaT B IyOIMYHHTE
peructpu oT HanmoHanHust ChBET 1O IICHU ¥ peMMOypCHpaHe Ha JIEKAPCTBEHUTE MPOITYKTH.

§ 8. B cpok 1o miecT Mecenia oT BIU3aHETO B cuJjla Ha HapenOaTa HalmoHaHUAT CHBET 110
IIEHU U peuMOypcupaHe Ha JiekapcTBeHUTe nponaykTu npuBexaa MKbB komosere B Ilo3uTuBHUSA
JIEKApCTBEH CHUCHK MO wi. 262, an. 6, T. 1 u 3 3JIIIXM B cborBercTBHE ¢ ui. 1, an. 3 ot Hapenba
No 42 wa MuHHMCTBpa Ha 3apaBeomna3BaneTo oT 2004 r. 3a BbBeXkJaHe Ha MexayHapoaHaTa
CTaTHCTUYeCKa Kiacudukaus Ha OonecTUTe W MPOOJIEMUTE, CBBP3aHU ChC 3APaBETO - Jecera
peBusus (00H., JIB, 6p. 111 ot 2004 r.; u3m. u gom., 6p. 103 ot 2012 1.).

§ 9. [lo cp3maBaHeTO Ha €JEKTPOHHA CTpaHulla Ha HanuoHanHUs ChbBET MO LIEHU U
perMOypcHpaHe Ha JICKapCTBEHUTE NPOAYKTH [I03UTHBHHUAT JIEKapCTBEH CIIUCHK M PETUCTPUTE TIO
1. 7, an. | ce myOnuKyBaT Ha MHTEPHET CTpaHUIaTa Ha MUHHCTEPCTBOTO Ha 3/JpaBEOIa3BaHETO.

§ 9a. (Hos — 1B, 6p. 3 oT 2016 1., B cuma ot 1.12.2015 r., usm., 6p. 14 ot 2016 1., B cuna
ot 16.02.2016 r., 6p. 32 ot 2016 1., O6p. 74 oT 2016 1., B cuiia ot 1.09.2016 1., 6p. 2 oT 2017 1., B
cuwia ot 1.01.2017 r., 6p. 8 o1 2017 r.) YUn. 8, an. 5 ce npunara ot 1 ssuyapu 2018 r.

§ 96. (HoB — 1B, 6p. 3 ot 2016 1., B cruta ot 1.12.2015 1.) Yka3aHus 1o npuiaraHeTo Ha
Hapeza0aTa JaBa MUHUCTHPBT Ha 3J[PaBEOIa3BaHETO.

§ 10. Hapenbara ce nmpuema Ha ocHOBaHuUeE wi. 261a, ain. 5 u BbB Bpb3Ka ¢ wi. 259, an. 1,
T. 4 1 ui. 262, an. 7 ot 3akOHa 3a JIEKAPCTBEHUTE MPOAYKTH B XyMaHHATa MEIULIUHA.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3ITIOPEBU
kbM [locranoBnenue Ne 233 nHa Munucrepckus cbBeT ot 31 ronu 2014 1.
3a U3MEHEHHUE U JonbiHeHue Ha HapenOata 3a ycnoBusra, mpaBuiaTa u
pena 3a peryJmpaHe U perucTpupaHe Ha IICHUTE Ha JIEKApCTBEHUTE MPOAYKTH
(B, 6p. 66 ot 2014 1., B cuna ot 8.08.2014 r., uzm., 6p. 107 ot 2014 1.,
B cuia ot 24.12.2014 r., 6p. 92 ot 2015 1., 6p. 102 0T 2017 1.)

§ 2. (1) (U3m. — IIB, 6p. 107 ot 2014 r., B cuna ot 24.12.2014 r., 6p. 92 ot 2015 r., 6p.
102 ot 2017 1.) Jo 31 nekemBpu 2019 r. npuTexareanTe Ha pa3pelieHus 3a ynorpeda wiu TeXHU
YI'BJIHOMOIIIEHU IMPEJCTaBUTENN HE MOTraT Ja 3asBsBaT YBEIMUYCHHE Ha PETUCTPUPAHUTE LIEHU Ha
JIEKapCTBEHUTE TMPOJYKTH, OTIYCKaHU O€3 JIeKapCKO MpeANnucaHue, C MO-TOJISIM IPOLEHT OT
CTaTUCTMYECKH OTuUeTeHaTa MH(pIanus 3a Mepuoia Ha JeiCTBHE OT IMOCHeAHaTa perucTpupaHa
L[EHa.
(2) 3anoyHaTuTe M HEIOBBPIIEHH KbM BIIM3aHETO B CHUJa HAa TOBAa MOCTAaHOBJIEHUE NPOLETYPH 3a
YBEJIMUEHUE HAa PETUCTPUPAHUTE LIEHU HA JIEKApCTBEHUTE MPOAYKTH, OTIYCKaHH 0€3 JIeKapcKo
IpeanrcaHue, ce TOBbPIIBAT MPH YCIOBUATA Ha aj. 1.

I[TPEXOHHA N 3AKJIFOYUTEJIHU PA3IIOPEABU
kbM [locranoBnenune Ne 348 Ha MuHncTepckus cbBET OT 3 HoeMBpH 2014 1.
3a U3MEHEeHUe 1 JorbiHeHne Ha Hapenbara 3a ycinoBusita, mpaBuiara u

pena 3a peryJupaHe U perucTpupaHe Ha IIEHUTE Ha JIGKAPCTBEHUTE TIPOTYKTH
(B, 6p. 92 o1 2014 1., B cuna ot 7.11.2014 1.)

§ 26. Bcuukum 3amoyHaTM M HENOBBPIICHW MNPOLEAYPH KBM BIIM3aHETO B CHJIA Ha
IIOCTAHOBJICHUETO C€ JOBBPIIBAT 110 JOCEralIHUs PELl.
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§ 27. B 14-1HeBeH CpOK OT BIM3AHETO B CHJIA HA MOCTAaHOBIEHUETO HanmoHamHUsT ChBET
[0 LIEHU ¥ peuMOypcUpaHe Ha JICKapCTBEHUTE MPOAYKTH YTBBPXKAaBa U MyONHMKyBa HAa MHTEPHET
CTpaHHIIaTa CH 00pa3IuTe HA JOKyMeHTH 1o wi. 13, 14, 16, 23, 25, 32, 33, 34, 38 u 43.

I[MTPEXO/IHU U 3AKJIFOYNUTEJIHU PA3IIOPEIBU
kbM IlocranoBnenue Ne 323 na Munucrepckus cbset oT 20 HoemBpu 2015 .
3a U3MEHeHue 1 JonrbiiHeHre Ha HapenbOara 3a ycioBusTa, npaBuiara u pesia

3a peryiMpaHe U peruCTpUpaHe HA IEHUTE HA JICKAPCTBEHUTE IPOAYKTH
(IB, 6p. 92 ot 2015 1.)

§ 23. IIvpBaTa nexmapanus 1o wi. 35a, ain. 2 ot Hapenbara 3a yciaoBusita, mpaBuiaTa u
pena 3a peryimpaHe U perucTpupaHe Ha IIEHUTE Ha JIEKapCTBeHHUTE MPoayKTu (00H., /1B, 6p. 40 ot
2013 r.; u3m. u jgom., 6p. 66, 92 u 107 ot 2014 r.) ce moxaBa 3a Mecena, ciaeaBaIl TO3H, B KOWTO
MMOCTAaHOBJICHUETO BJIM3a B CUJIA.

§ 24. Ilepuonute 1o wi. 36, an. 1, 1. 12 u 13 ort Hapenbata mo § 23 3amouBar Ja TeKat
curtado oT 1 nexkemBpu 2015 1.

§ 25. (1) 3a nekapcTBEHUTE MPOAYKTH, 32 KOUTO Ca U3TEKIM TPH F'OJUHU OT BKIFOUBAHETO
uMm B [IIJIC kpM MOMEHTa Ha BJIHM3aHE B CHJIA HA IIOCTAHOBJICHHETO, IPUTCIKATEIUTE Ha
paspeleHrueTo 3a ynorpeda WM TEXHU YIBIHOMOIIEHU IMPEACTABUTENH MOJaBaT 3asBICHUS IO
pena Ha rThaBa mecta "a" ot Hapeabara mo § 23 B CpOK 10 MIECT Mecela OT BIU3aHETO Ha
MMOCTaHOBJICHUETO B CHUJIA.

(2) JlexapcTBEeHUTE MPOIYKTH, 32 KOUTO HE € MOJa/ICHO 3asBJIEHUE B CPOKaA IO aJl. 1, ce M3KI0YBaT
ciyxe0Ho ot ChBeta ot [IJIC, kato ce 3aiMyaBa ¥ 1leHaTa UM 1o 4i. 2, an. 1.

(3) 3a nexapcTBEHUTE MPOJYKTH, 32 KOUTO B MpoOIeAypaTa 1mo aui. | uMa pereHue 3a moabp:kaHe
Ha peMMOYpPCHHUS CTaTyC, CJIEIBAIUTEe TPUTOIUIIHMA MEPUOAM 3aMoyBaT Ja TeKaT OT MOMEHTa Ha
BIIM3aHETO B CHJIa HA TOBA PEIICHUE.

I[MPEXOIHU 1 3AKJIFOUWUTEJIHU PA3ITOPE /1B
kbM [locranoBnenue Ne 56 Ha Munucrtepckus cbBet ot 28 mapt 2019 .

3a UI3MEHEHHE U JOMbJIHEHNE Ha HOPMATHBHU aKTOBE Ha MUHUCTEPCKUS ChbBET
(B, 6p. 26 oT 2019 1., B cuna ot 1.04.2019 1.)

8 4. (1) Henpuxmrounnure g0 1 ampua 2019 r. mpoueaypu 3a OIeHKa Ha 3ApaBHUTE
TEXHOJIOTUM Ha JIEKAPCTBEHU NPOAYKTH c€ AOBBpIIBAT OT HanuoHanmHMA CBBET IO LIEHH U
peumOypcrpaHe Ha JeKapCTBEHUTE MPOAYKTH IO peia Ha Ta3u Hapeaoa.

(2) IIpurexaren Ha paspelleHne 3a ynorpeda, KONTO jkenae MpoU3BOACTBOTO MO ai. 1 ga Obae
JIOBBPIICHO KaTO MpOLEeaAypa MO OLIEHKAa Ha 3paBHUTE TEXHOJOTUHU WIH BKIIOYBAHE HA JIEKAPCTBEH
IIPOJYKT, NPHUHAUIEKAI] KbM HOBO MEXIYHapOIHO HEMAaTEeHTHO HauMeHoBaHWe B [lo3nTuBHUSA
JIEKapCTBEH CIIHCHK, M0/1aBa 3asBieHue npen HauunoHanHus chBeT MO LIEHUW U peuMOypcupaHe Ha
JIEKapCTBEHUTE MPOAYKTH B cpok 110 20 anpui 2019 r.

(3) B cityuaii ye B cpoka 1o aji. 2 CbOTBETHHUSAT NMPUTEKATEN HA pa3pellieHue 3a yrnorpeda He 1oae
3asgBieHMe npes HanumoHanHus cbBET MO IEHM U peMMOypcUpaHe Ha JIEKapCTBEHHUTE MPOAYKTH,
3aroyYHajaTa npolieaypa o OleHKa Ha 3/[paBHUTE TEXHOJIOTUH Ce IIpeKparsBa.

(4) 3anouHanuTe KbM MOMEHTa Ha BJIM3aHETO B CWJIA HAa TOBAa IIOCTAHOBJIEHHME MNPOLEAYPH 3a
BkimouBaHe B IIJIC Ha 5ekapcTBEHU MNPOAYKTH, NPUHAAISKAIM KbM HOBO MEXKIYHApOIHO
HENaTEeHTHO HaUMEHOBAHME, 110 KOUTO ca MPEACTaBEHN YTBBPJEHHU OT AupekTopa Ha Hannonanuus
LIEHTbpP MO OOIIECTBEHO 3/paBe M aHAIM3U JIOKJIAJW 3a OLEHKa Ha 3/paBHaTa TEXHOJOTHS, ce
JIOBBPIIBAT MPH YCIOBHUATA M IO pela Ha Ta3u Hapenba, 0e3 Ja ce M3BBpIIBA HOBAa OIICHKA Ha
3/[paBHUTE TEXHOJOTMM U 0e3 Ja ce chOMpaT TaKCH 3a M3BbHPIIBAHE Ha OIEHKAa Ha 3JpaBHUTE
TEXHOJIOTUH.

(5) B cpoxk mo 10 ampur 2019 1. nupexktopbT Ha HarmonamHusi EHTHP MO OOIIECTBEHO 3/IpaBe U
aHaJIM3u TpenocTaBs Ha HamnMoHamHUS CHhBET MO LEHM M PEeUMOypcUpaHe Ha JIEeKapCTBEHHUTE
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MPOAYKTH C IIPENAaBATEIHO-IIPUEMATEIIEH MPOTOKOJ 3asABJICHUATA U JOKYMEHTHUTE, MOAANCHU 3a
MIPOLIEAYPUTE IO all. 1, KAKTO U apXHUBa Ha NPUKIIOUNIUTE IPOLETYPH.

§ 5. (1) B eqHomecedeHn cpok OT BIM3AaHETO B CHJIa Ha TOBA IMOCTAaHOBJICHHUE JIeYeOHUTE
3aBEJICHHs, KOUTO BEYE Ca OIpPENEeNICHU Ja MPOoCiesBaT eeKkTa OT Tepamusra C JIEKApCTBEH
MPOJYKT, OCUTYpsIBAaT CBBMECTUMOCT Ha OOJHMYHATaA CHU HH(OpPMAlMOHHA CHUCTEMa C
uHpopManroHHara cuctema Ha CbBera.

(2) Cnen u3tnyaHeTo Ha Cpoka 1o ai. 1 jnedeOHmTe 3aBeneHus 1o an. 1 mpemocraBsaT Ha ChBera
ype3 OosHWYHATA CM MH(OPMAIIMOHHA CHUCTEMa JIaHHH 3a JIGKAPCTBEHUTE MPOAYKTH, 32 KOHTO €
npociensBaH eheKThT OT TEepaIuAiTa.

§ 6. (I) B cpox nmo 31 pmexemBpu 2020 r. HaumoHanHUAT CbBET MO IIEHU U
peumOypcrpaHe U3BbpIIBaA ClIy)keOHa MPOBEPKa HA HACTBHIIMIM MPOMEHH B YTBBPIACHUTE MPEICTHU
LIEHU Ha JIEKapCTBEHUTE MPOAYKTH 1O wi. 261a, an. 2 ot 3JIIIXM. [IpoBepkara ce n3BbpuIBa Npu
cria3BaHe MOPEAHOCTTA Ha MOCTIeIHAaTa YTRBP/ICHA MIPeleIHA [IeHa Ha JIEKAPCTBEHUTE MTPOTYKTH.

(2) Korato Bb3 OCHOBa Ha IpoBepkara mo aj. 1 ObjJe yCTaHOBEHO, Y€ € HACThIIWJIA MPOMSHA B
ChOTBETHATa YTBBbp/ICHA MpeeiHa IIeHa Ha JIeKapCTBEeH MPOAYKT, ChBETHT CIY:KEOHO s MPUBEXKIA B
CBHOTBETCTBHUE C M3HCKBaHMATa Ha Wi. 10 oT Hapenbara 3a perynupane u perucTpupane Ha LIEHUTE
HAa JIEKAPCTBEHUTE MPOTYKTH.

(3) 3a 3amouBaHe Ha aJAMHUHUCTPATHUBHOTO MPOM3BOACTBO 1O ain. 2 CbBETHT YyBEIOMSBA
MIPUTEKATEINS Ha Pa3pelICHUETO 32 yroTpeoa.

(4) 3a u3BBpIIBAHE Ha CIy)eOHATa IPOBEPKA MO ajl. | MpUTEKATEIUTE HA pa3pelIeHus 3a yrnoTpeda
HE JbJDKAT BHACSHETO Ha AbP)KaBHA TakKca.

§ 7. Tlo 3amoyHaNuMTe ¥ HE3aBBPIIMIN KbM BIM3aHETO B CHJIA HA TOBA IMOCTAHOBIICHHUE
MIPOM3BOJICTBA 32 U3TOTBSHE HA OILCHKA HA 3]JPaBHUTE TEXHOJOIMU HA JICKAPCTBEHU MPOIYKTH CE
3aIuialaT TakCH B pa3Mepure, onpeneicHu B Tapudara 3a TakcuTe, KOUTO ce chOUpat mo 3akoHa
3a JICKAPCTBEHUTE MPOJYKTH B XyMaHHATa MEIUINHA.

§ 8. (1) Cpoxst mo § 1, 1. 42, 6ykBa "a", mogOykBu "aa" u "066", 6yksa "B", moaOykBu
"aa" n "00" 3amouBa na Teue cuntano ot 1 ampua 2019 r.
(2) dexnapanuunte, mogaaeHy no peaa Ha 4wi. 43 or Hapenbara 3a ycioBusTa, paBuiaTa v peaa 3a
peryivpaHe U perucTpupaHe Ha LIEHUTE Ha JIeKapCcTBEHUTE MpoAyktu ao 1 ampumi 2019 r., ce
pasraexxaar oT HanmoHanHMs ChBET MO LEHM M peMMOypcHpaHe Ha JEKapCTBEHHUTE MPOAYKTH I10
JOCETAIIHUS Pel.

§ 9. B cpok 10 enuH Mecel] OT BIM3aHETO B CHJIa HA TOBA MIOCTAHOBJIEHUE NIPEICENATEIAT
Ha HanuoHnanHus cbBeT N0 IIEHM W peuMOypcHpaHe Ha JIEKApCTBEHUTE MPOAYKTH YTBBP)KJaBa
JUTBKHOCTHOTO Pa3lHCAaHKUE HA CIIY>)KUTEIIUTE B ChbBETA.

SAKJIIOUUTEJIHA PA3IIOPEJIBA
kbM [locranoBnenne Ne 195 na MuHucTepckus CbBeT
ot 2 aBryct 2019 . 3a u3mMeHeHue u AonbiaHeHne Ha Hapenbara
3a YCJIOBHSTA, MPABWJIaTa U Pe/a 3a PETyJIUpaHe U PETUCTPUPaAHE

Ha OCHUTC HA JICKAPCTBECHUTC IIPOAYKTH
(IIB, 6p. 62 o1 2019 1)

§ 2. IMaparpad 1, . 1 Bnu3a B cuna OT JeHS Ha OOHApPOJBAHE HAa MOCTAHOBIECHUETO B
"IspxaBeH BecTHUK', a § 1, T. 2 u 3 Bnu3ar B cuna ot 1 HoemBpu 2019 1.

[MPEXOIHA PA3ITOPE/JIFA
kbM [loctanoBnenue Ne 30 Ha Munucrtepckus cbBet oT 28 deBpyapu 2020 1.
3a nombiaHeHue Ha Hapenbara 3a ycnoBusTa, IpaBuiiaTa u peja 3a peryinpaHe
Y PETUCTPUPAHE HA [ICHUTE Ha JIEKAPCTBEHUTE MPOITYKTH
(B, 6p. 19 o1 2020 1.)
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§ 2. 3ano4yHaTUTE W HEAOBBPIICHUM KbM BIM3AaHETO B CHJIA HAa TOBA IMOCTAHOBJIEHUE
MPOIEIypH 32 YBEJIWYCHUE HA PETUCTPUPAHUTE LIEHU HA JEKAPCTBEHUTE MPOAYKTH, OTIYCKaHHU 6e3
JIEKapCKO MpEaNUcaHue, ce JOBBPIIBAT MPH yciaoBuATa Ha § 1.

I[MPEXOIHU 1 3AKJIFOUWUTEJIHU PA3ITOPE/IbM1
kbM [locTtanoBiienue Ne 124 na Munucrepckus cbBet ot 1 anpun 2021 1. 3a
M3MEHEeHHe U JombiHeHue Ha HapenOara 3a ycnoBusita, mpaBuiara u pena

3a peryjiMpaHe U perucTpupaHe Ha LIEHUTE HA JIEKAPCTBEHUTE MPOTYKTH
(B, op. 28 ot 2021 1.)

§ 33. B cpok 10 Tpu Mecena OT BIM3aHETO B CHJIa HA IIOCTAHOBJICHUETO MpPEACEaTeIsT
Ha CpBeTa yTBBpKIaBa IbPBUS CIIUCHK 110 WiI. 43a.

§ 34. (1) B cpok nmo aBa mecema OT BIM3aHETO B CHJIA HAa MOCTaHOBJICHHETO CHBETHT
CIIy’)keOHO HaMassBa IICHUTE MO Wi. 2, al. |, mpeIeHuTe [IeHN U MaKCUMAaTHUTE MPOJAKHH 1EHU
Ha JICKapCTBEHUTE MPOJYKTH, MOJYYHJIMA pa3pelieHue 3a MapajieJieH BHOC WIM pa3pelieHue 3a
napanenHa aucTpuoymus ot EBporelickara areHIus 1mo JeKapcTBara, KOUTO Ca IMO-BUCOKU OT TE3H
Ha eJHAKBUS WM MOJI00CH JIEKapCTBEH MPOAYKT 1o wi. 214 ot 3JITIXM.

(2) 3a 3amouBaHe Ha aJMHUHUCTPATUBHOTO MPOU3BOACTBO MO ai. 1 CbBETHT YBEIOMsIBA
MIPUTEKATEIS Ha Pa3pelIeHHETO 32 yrnoTpeoda.

(3) 3a u3BbpIIBaHE HA MPOMSHATA HA IICHUTE 10 all. | MpUTE)KaTEeTUTE HA pa3pelIeHus 3a ynoTpeda
HE JbJDKAT BHACSHETO Ha Jbp)KaBHA TaKca.

§ 35. B cpok nmo nBa mecena OT BJIM3aHETO B CHJIA HAa TOBa MocTaHOBieHHE CHBETHT
BITUCBA CIIY)KEOHO B PETUCTPUTE MO Wi. 22 ¥ 28 pEerucTpanioHHUS HOMEP Ha pa3pelicHUETo 3a
yrnorpeba Ha JIGKapCTBEHUTE MPOIYKTH, KOTATO HE € BITUCAH TAKbB.

[MPEXOAHU U 3AKJIFOYUTEJIHU PA3IIOPEABU
kbM IlocranoBnenne Ne 155 na Munucrepckus cbset ot § aBryct 2025 r.
3a U3MEHeHUe 1 JonbiHeHne Ha Hapenbara 3a ycioBusiTa, npaBuiara u

pena 3a peryJimpaHe U perucTpupaHe Ha IIEHUTE Ha JICKAPCTBCHUTE IPOAYKTH
(/IB, 6p. 66 ot 2025 ., B cuna ot 12.08.2025 1.)

§ 42. (1) Cpoxsbt mo § 32 3amoyBa Ja TeYe CUMTAHO OT JaTaTa Ha YTBbPXKIABaHE HA IMOCIeTHATa
IIEHa 32 BCEKU JIEKAPCTBEH MPOIYKT.

(2) HexmapamuuTe U 3asBlIeHUATA, MoAafeHu To peaa Ha ui. 43 ot Hapenbara 3a ycrnoBusrta,
MpaBujiaTa W pejia 3a peryjupaHe W pPEerucTpupaHe Ha IIEHUTE Ha JIEKAPCTBEHHUTE MPOIYKTH IO
BJIM3aHETO B CHJIa HA HACTOSIIIOTO OCTAHOBIIEHUE, CE apXUBHpAT.

I[MPEXOIHUA 1 3AKIIFOUUTEJIHU PA3ITOPE/IBA
kbM [loctanoBnenue Ne 18 Ha Munuctepckus csBet oT 26 sitnyapu 2026 r. 3a

M3MEHEHHUE U IOMbIIHEHNE Ha HOPMAaTUBHU aKTOBE HA MUHUCTEPCKUSI CHBET
(B, 6p. 12 o1 2026 1., B cuna ot 1.01.2026 1.)

§ 4. B nepuona Ha JBOWHO oOpalleHHe Ha JieBa M eBpoTO Mo wi. 24 oT 3akoHa 3a
BbBEXJaHE Ha eBpoTOo B PemyOinka bpiarapus miamaHero Ha TakCUTE MOXKE Ja c€ M3BBpIIBA B
JieBOBe B Opoii Mpu M3MOJI3BaHE HAa O(UIIMAIHUS BaJyTE€H KypC, U3pa3eH ¢ IeCT HU(pH ¢ BCHUKU
MeT 3HaKa clie]] JleceTUyHaTa 3areras, KaTo MojlyueHaTa cyma IMpH Mpeu3vyucisiBaHe Ha TakcaTa OT
JieBa B €BPO C€ 3aKpbIVIsABa JIO BTOPHS 3HAK CJeJl IeCeTUYHATa 3ameras Ha 0a3aTa Ha TPEeTUs 3HAK
clle]] IeceTUYHAaTa 3areras B ChOTBETCTBHE C MAaTEMaTHYECKOTO MPABUIIO 3a 3aKPbIVIIBaHE IO YJl.
13, an. 1 oT chIIuUs 3aKOH.

ITpunoxxenne Ne 1
KBbM 9i1. 7a, aiL. 2
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(Otm. — 1B, 6p. 92 oT 2014 1.,

Bcmiaor 7.11.2014 r.,

HOBO, Op. 28 ot 2021 r.,

U3M. U JIO1., Op. 66 ot 2025 1.,

B cuyia ot 12.08.2025 1.)

Nudopmanus, KosSTO YBEIOMICHHETO OT IMPUTEKATEITUTE HA pa3pelIeHUe 3a ynorpeoda
WM TEXHH YITBIHOMOIICHH TIpeacTaBuTesu 10 ChBeTa ChabpiKa:

1. mpuTexaTen Ha pa3pelIeHneTo 3a ynorpeoa;

2. HaMMEHOBaHKE Ha JIEKapCTBEH MPOAYKT;

3. ATC kopn (ako € HaJTu4eH);

4. MeX1yHapOJAHO HEMATEHTHO HAMMEHOBAHHUE;

5. TepaneBTHYHHM TOKa3aHusi W mokasanus no MKb wmmm Orphanet (mpeanoxeno wim ¢unanHo
0J100pEHO OT PEeryJIaTOpHUS OpraH);

6. TMHUS Ha Tepanus;

7. manueHTCcKa Monyaanus 1 cyorpymnu;

8. lekapcTBeHa Gopma;

9. KOJIMYECTBO aKTUBHO BEIIECTBO;

10. okoHYaTeIHA OITAKOBKA;

11. no3upoBka (nedvHupaHa JHEBHA /1032 WM TEPANEBTUYECH KYPC, UM KOHIIEHTPAIHs WU 00eM);
12. HauuH Ha NPUIIOKEHHUE;

13. MeXaHH3bM Ha JICHCTBHE;

14. mpunpyskapai AMarHocTH4eH TecT (companion diagnostic);

15. HacTOSIIM TepaneBTUYHU MOIXOMM;

16. cpaBHUTEIHY TEPAIEBTUYHU AJITEPHATHBY;

17. uMe Ha KIMHUYHOTO INPOYYBAHE, KOETO € MH3IIOJI3BAHO 3a II0JIAaBAaHE HA 3asBJICHUE 32
perucTpanus KbM peryIaTopHUs OpraH;

18. HOMEp Ha KIMHUYHOTO POYYBAHE;

19. pa3a Ha KIMHUYHOTO MPOYYBAHE;

20. HayayiHa J1laTa ¥ OYaKBaHa KpalHa JaTa Ha KIMHUYHOTO IPOYYBAHE;

21. (mom. — 1B, Op. 66 ot 2025 r., B cuna ot 12.08.2025 r.) Hactosmia ¢a3za Ha KIMHUYHO
pa3paboTBaHe Ha JIEKAPCTBEHMS IPOAYKT (Hampumep ¢aza 3) u KpaTko 0000IeHne Ha pe3yaTaTUTe
OT KIIMHUYHUTE U3MUTBAHUS;

22. 3as1BEH CTaTyC Ha JIEKAPCTBEH MPOAYKT CHPaK (l1a/He);

23. mporeaypa 3a peructpanus (HampuMep IeHTpaTU3UpaHa);

24. ouakBaHa jgaTa Ha peryiatopHo ogodpenue (CHMP nata u nata omoOpeHue oT peryaaTopHUS
OpraH);

25. oyakBaHa JaTa Ha Ha4ajo Ha Mpoleaypa 3a IeHOoOpa3yBaHe U penMOypcarus;

26. npearana cpeana go3a (Hanpumep 300 Mr Ha Bceku 6 Mecela);

27. oOuyakBaHO MSCTO B TEPANEBTUYHUS TIOAXOJ]l, MOCOYEH BBB (PapMaKo-TepaneBTHIYHUTE
PBHKOBOJICTBA (HAIIPUMEDP 3aMsHA Ha HAKOM OMpeeNieH Kilac HACTOSIIIA Teparnus);

28. ouakBaH pa3xoj (Auama3zoH OT — J10) Ha MalMEeHT Ha TOJIMHA WJIM Ha TMAalUeHT 3a eMU30/IIUKBI,
aKo € Mo-KpaThK OT FOJIMHA;

29. BnustHie BbpXY HacTosmure pazxoan Ha H30K (manpumep 3abaBsiHe Ha mporpecusita, KOeTo jia
HaMaJii pa3xoJuTe 3a Hello);

30. BiIHMsiHAE BBPXY MAIMEHTHTE M XOpaTa, MoJlaraliy TPIKU 3a MAIlMeHTHTE (HaIpuMep HaMaisBa
0oKaTa Wiy mogo0psaBa Ka4eCTBOTO Ha )KHUBOT);

31. mporHo3eH Opoil (muama3oH OT — 10) OBATapCKHU TMAUEHTH, KOWUTO Ie ObIAT JICKyBaHU C
TepanusTa;

32. (m3m. — JIB, 6p. 66 ot 2025 r., B cruia ot 12.08.2025 r.) mpOrHO3HO S-TOIUIITHO OIOKETHO
BB3/IeHicTBUE (UAana3oH OT — J10), IUTIOC OI0JKETEH MOJIEN, aKO € HAJIMYEH;

33. (moBa — JIB, Op. 66 ot 2025 r., B cmiia ot 12.08.2025 r.) mporHo3eH oOXBaT Ha OIlEHKAaTa Ha

ctp. 41 ot 64



3paBHaTa TEXHOJOTHS 3a CTpaHaTa CbhIJacHO UHCTpyMmeHTa [lomymanus, WHTEpBEHLIUA,
CpaBHMTEJHA anTepHaTuBa, pezynrar (PICO).
Population (ITomynamus): Ilomynamusara 3a crpaHata TpsOBa na Obae AeduHUpaHA CHIIIACHO
TeparneBTHYHATA WHIUKAIWS, 33 KOSITO KaHJAMIATCTBA 3JpaBHATa TeXHojorus. Morat na Obaar
neUHUPAHU OTJEIHU CyOIOMyIaluy B OTAETHHU TaOIUIIM, KOTaTo TOBA € MOAXOASII0, HallpUMep:
* Pa3nmuunu cpaBHUTETHH AITEPHATHBY 32 Pa3IMIHUTE CyOIOMyIallnu;
* Paznuunute cyOmomynanuu uUMar pa3iMyHa MPOrHO3a M CIEAOBAaTENIHO Ce OYaKBa pa3jiMyHa
€(EKTUBHOCT.
Intervention (MurepBenius): HuTepBeHuusra TpsOBa Ja CHOTBETCTBA HAa KaHAMATCTBAIlaTa
3JIpaBHA TEXHOJIOTHSI M KOHKPETHATA MHIMKAIIWSA, 32 KOSTO TS KaHAWAATCTBA. TpsOBa 1a ce yTouyHu
Janyd KaHJUAaTcTBallaTa 3/[paBHAa TEXHOJOTUs Ce IMpHjiara CaMOCTOATEIHO (MOHOTepamus), B
KOMOMHAIHS C APYTH JICKAPCTBEHH MPOAYKTH WM C€ A00aBsi KbM CHIIECTBYBAIM TEPANCBTHYHU
noaxoau (papMaKoJIOrMIHHA U He(hapMaKOJIOTHYHH).
Comparator (CpaBuutenHa antepHatuBa): JlepuHupar ce CpaBHUTEIHUTE aJITEPHATUBU TIpU
KOHKpETHAaTa MomyJanus, CIpsIMo KOUTO 1€ c€ CpaBHSABA KaHIWJATCTBAIlATa 3[paBHa TEXHOJIOTHSL.
Karo cpaBHUTENHHM anTepHATUBU MOTaT Ja C€ MOCOYBAT BCHYKH 3JIPAaBHU TEXHOJIOTHUH, HE CaMO
JIEKapCTBEHH MPOAYKTH. AKO KaTo CpaBHHUTENIHA alTepHATHBA CE W3IOJI3BAT CTaHIApPTHA TpUKa
(Standard of Care, SoC) mnmu Haii-noOpa mopaepkama rpuxka (Best Supportive Care, BSC), e
HE00XOIMMO TAXHOTO JIETAIIIHO ONKCAHUE.
Outcome (Pesynrar): OnucBaT ce BCHUKH JaHHU, KOUTO MOTAT Jla C€ M3IOJI3BAT 3a OIICHKA Ha
OTHOCHUTeNHaTa e(hUKACHOCT U OE30MacHOCT Ha 37paBHaTa TexHojorus. [Ipumepu 3a TakuBa 1aHHU
ca CMBPTHOCT, PEMHUCHsI, KOHTPOJI Ha 3a00JsIBAaHETO, BH3JICHCTBHE HA 3a00JISIBAHETO M JICYEHUETO
BbPXY €XEIHEBHUSI KUBOT, (U3UYECKOTO, IMCUXUYECKOTO U COLUHUATHOTO (GYHKIMOHHUpAHE U
OJlaroroJrydre Ha MalueHTHTe, CAMITTOMH, U3MEPUTEIH Ha CBBP3aHOTO ChC 3JPaBETO Ka4eCcTBO Ha
KUBOT U JPYTH.
[Tpunoxenue Ne 2
kpM ui. 14, an. 1, 1. 5
(Otm. — 1B, 6p. 92 o1 2014 1., B cuna ot 7.11.2014 1.)
[Tpunoxxenne Ne 3
KbM 4. 16, am. 2, gi. 25, an. 2 m . 38, an. 2
(Otm. — 1B, 6p. 92 o1 2014 1., B cuna ot 7.11.2014 1.)
ITpunoxenne Ne 4
KbM 4. 16, an. 3, uim. 25, ain. 3 u un. 38, aim. 8
(Otm. — 1B, 6p. 92 o1 2014 1., B cuna ot 7.11.2014 1.)
IIpunoxenne Ne 5
KkbM ull. 31, a1. 1, 1.2
OOEHDBDYHA TABJUIOA
Ha nokaszarejaurte no 4wi. 30 ot HapexdaTa

Ilokazaren OrueHka 3a0ernexka

1. He cpimecTByBa apyra JekapcTBeHa
BBH3MOKHOCT 32 JICUEHUE Ha

3200JI5IBAHETO, 332 KOETO € IpeHa3HAYCH 20 T.
nekapCTBEHUAT MPOoayKT — wi. 30, am. 1,
T. 1
2. Kpurtepuu 3a edpuxacHocT u
TepaneBTHYHA epekTuBHOCT — wi. 30, 45 T.
am. 1, 1. 2:
a) OIICHKa Ha TepareBTHYHaTa 110J13a Ha Karo mbpBu n360p
JIEKapCTBEHUS TIPOLYKT 10 T.
Karo cnensamt uzdop
ST
pyra tepanus
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1T

0) yabiKaBaHe MPOIBIKUTEITHOCTTA Ha

JKuBoTonoaabprkaiio ¢

PKUBOTA ’KMBOTOCIIACSBAILIO
10 T.
VY nbikaBa )KUBOTa
6T.
He Bnusie BbpXy NPOABIKUTEITHOCTTA
Ha JKUBOTA
0.
B) BH3MOXKHOCT 32 MOJ00psiBaHE [Ib1HO BB3CTAaHOBSIBaHE
KaueCTBOTO Ha KUBOT 10 T.
YactuuHo, TpaitHO
6 T.
YacTtuyHO, BpEMEHHO
2T.
') HATMYUE U 3HAYMMOCT Ha Nma
NOMTBTHUTEITHU TePANeBTUYHU TOJI3H, 2T
IIbJKAIIM CE€ HA OCHOBHOTO JECHCTBHUE Ha Hsawma
AKTUBHOTO BEIIECTBO 0T
1) HaMaJIIBaHE Ha YCIOKHEHUSITA OT Bucoko — 10 T.
OCHOBHOTO 3a00JIsiBaHe Cpenno — 5 1.
Hucko — 0 1.
€) yao0CTBO 3a MalueHTa Ha—1T.
He—-0T.
K) €PEKTUBHOCT Ha JIEKAPCTBEHUS
[IPOJYKT, CBbP3aHa ChC crenupuyHaTa Nma -2 1.
nekapcTBeHa popMa U IbT Ha Hsma -0 1.
BHBEKIAHE
3. Kpurepuu 3a 6e30macHOCT Ha 30 1

JIeKapCTBEHUTE MPOAYKTH:

@) 4eCTOTa Ha MOsIBa HA HEXKEIIAaHUTE
peakiuu

Bucoka (MHOTO 4ecTH; 4eCTH)
0.
Cpenna (He4eCTH; PEIIKH)
2T.
Hucka (MHOTO penku; ¢ HeM3BECTHA
YEeCTOTA)
ST.

6) CCPUO3HOCT HAa HECKCIIAHUTEC pCaKIINN

Jlexu, oOpatumMu
10 T.
Texxku, oOpaTumMu
ST
Texku, HeoOpaTuMu
I

Iloxazaren

OrueHka

3a0enexka

B) IMOBJIMSAABAHC U ITOBCACHUC IIPHU 11O0SABA
Ha HCXKCJIaHU pCaKIIUun

He ce nanara cnupane u 6e3
JOIIBJIHUTCIIHO JICUCHUC
10 T.
He ce cniupa, HO C TOMTBIIHUTEITHO
JICUCHHE
5T.
Criupa ce nedenuero 0e3
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JOTTBJIHUTEITHA TEPATTHS
2T.

Cnupa ce JEYeHHETO U

JOMBbJIHUTEITHA TEPATTHS
1T.

') HATHYUE Ha HEOOXOIUMOCT OT

He ce Hanarar qOnbJIHATEIHN MEPKU
[pUjIaraHe Ha JOIIBbJIHUTCIIHUA

MPOGUWIAKTUYHN WM TEPAICeBTUIHU ST
Hanarar ce

MEpPKH 33 IPEJOTBPATABaHE HA 01
HEeXKEIIaHU PeaKInu
4. dapMako-UKOHOMUYECKH MOKa3aTeIn 40 T.
Q) pa3xo/Iu 3a TeparusTa C Pasxonute 3a Tepanus ca mo-HUCKU
IeKapCTBEHHS TPOAYKT OT TepanusTa 10 MOMeHTa — 15 T.
0) CpaBHEHHE Ha Pa3XOAUTE 33 TEPAUS WA
C HATMYHHUTE AJITEPHATHBH Pasxonure 3a Tepanus ¢ JIIT ca mo-
B) CHOTHOIIIEHUE Pa3X0Jl — PE3yJITaT BHCOKHU OT TEpANUATa J0 MOMEHTA, HO
') UKOHOMHYECKA Ol[EHKA Ha tepanusTa ¢ JIIT HamansiBa oOmuTe
NOITBTHATEITHUTE TTOJI3U pa3xo/u 3a JICYCHHUE Ha 3a00JISIBAHETO
) aHaJIM3 Ha OFOKETHOTO BB3JCHCTBUE [  (Hampumep HamasisiBa OO THUIHHS
32 OYaKBAHUTE MMAIUCHTH MPECTOH, HaMaJIsIBa YCIOKHEHUSATA,

HEOOXOAMMOCTTA OT TECTOBE U JIp.) —

I5T.
u

CBHOTHOIIEHUETO Pa3xo/ — pe3yJTaT €
[IO-HUCKO OT TOBA Ha TeparusTa 10
MoMeHTa — 15 T.

WIH
HMxoHoMHU4YeckaTa OIleHKa Ha
JOITBITHUTEITHUTE I10JI3U HaJ[BUIIaBa
Ta3} Ha pa3xoaure 3a tepanus — 10 T.
WIH
HMkoHoMMUECKaTa OLIEHKA Ha
JOITBJIHUTEHUTE TOJI3H € M0-HUCKa
OT pa3XxOJUTe 3a Tepalnus, HO Te ca
BAJKHH 3a JICUEHUETO — 5 T.

U
[IpoaykTbT peanuzupa O0HKETHH
MKOHOMMH Ha 3[paBHU Pa3XxoJu —
10 T.

S. JIekapCTBEHUSAT NMPOAYKT € 3a
nedeHre Ha 3a00IsIBaHUS C BUCOK PHCK 20 T.
3a 00IIECTBOTO

Bxmtousane B IJIC npu pezynrar 60 u moBede TOUKH.
Ekcniepr:
Jara

[Tpunoxenne Ne 6
KbM un. 35, am. 3 u 7
(Otm. — 1B, 6p. 92 o1 2014 1., B crima ot 7.11.2014 1.,
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HOBO, Op. 26 o1 2019 1., B cuma ot 1.04.2019 1.,
u3M., Op. 66 ot 2025 ., B cuna ot 12.08.2025 1.)
PBKOBO/ICTBO OTHOCHO M3MCKBAHMATA KM ChIBPKAHUETO HA aHAJIM3a 3a OIICHKA Ha 3/[paBHATa
TCXHOJIOT'UA

ChabpKaHHETO HAa aHAIM3a MOXE Jla ChJIbpXKa U APYTH JAaHHU M Pa3jiei, KOUTO ca HEOOXOIMMH,
3a Jia ce OCUTypH HH(pOpMaIMsATa, TOCOYeHa B 00XBaTa Ha OIICHKATA.

OcHOBHUTE pa3/ieiu, KOUTO CJIe/IBa J1a ChbpPKa aHATU3bT, Ca CICTHUTE:

1. BnBenenue.

2. KninanvHa o1ieHKa 3a epuKacHOCT, TepareBTUIHA e(heKTHBHOCT U 0€30MacHOCT.

3. ®apMaKkO-UKOHOMUYECKA OLICHKA.

4. Ananu3 Ha OI0JKETHOTO Bh3JICHCTBUE.

5. CneunduyHu M3UCKBAaHUA 3a OICHKA Ha 3JApPAaBHUTE TEXHOJIOTWH, MpPEAHA3HAUYECHU 33 PEIKHU
3a00NIBaHMsS WIH CHeHNU(PUUHU TPYHNH TAIUEHTH, KaTo HampuMep MOIATPYIH, OIMpeaeieHH Ha
OCHOBaTa Ha FreHOMHaTa HHpopMaIus, 1 Jap.

6. Muadopmarus 3a MOpPaITHM W CTHYHU aCIEKTH Ha yrmoTpebaTa Ha 37paBHATA TEXHOJOTHS (aKO
nMa).

7. Pe3tome U 10KIaau (B MPUIIOKEHNE) HAa PEIICHUS U OLICHKU OT JbpPYKaBHU MHCTUTYLIMM 32 LIEJIUTE
Ha JIPyTU HAIlMOHATHHU CUCTEMH Ha 3/IpaBEoIa3BaHe.

8. Jloka3zaTencTBeH MaTepuall OT U3MO0JI3BaHaTa JIMTEpATypa.

9. Onuc Ha U3MOJI3BaHATA IUTEPATYpA.

Nudopmanus, KoATO ceBa Ja ChIbpPKAT TOPETIOCOUCHHUTE Pa3aeiiu:

1. BnBeneuue:

1.1. 3apaBen mpobiem:

Onucanuie Ha 3IpaBHUS MPoOeM Ha 0a3aTa HA HANSKIHUW M3TOYHUIM Ha WH(OpMAINHS, KAKTO H
SICHO TIO3UIIMOHUPAHE Ha 3/IpaBHATa TEXHOJIOTUS B IMArHOCTUYHHUTE U TEPANEBTUYHUTE MPOIIECH Ha
aHAJIM3UPAHOTO 3a00JIsIBaHE.

[Ipenoctas ce uHpOpMAIUs OTHOCHO AeUHUIMATA HA 3a00JIsIBAHETO ChriacHO MexkIyHapoaHaTa
kinacudukamuss Ha Oonectute (MKB). Ako omenkara ce oTHacs 10 crnenuduyHa TapreTHa
nomynanus (HampuMep che crenuduyeH ertan Ha 00JecTTa), ce MPeACTaBs HAKPATKO ONKCAaHUE Ha
0oJecTTa, MOCIAeABAHO OT JeTaiiHa HHpOpMaIIHs, Kacaella KOHKPETHHUS eTamn Ha OoJecTTa.
OnucBaT ce NPUHIUNUTE M KPUTEPUUTE 3a JAMATHOCTUIIMpPAHE Ha 3a00sIBaHETO, KaKTO U
IperjaenTe U U3cieaBaHusATa (JabopaTopHU U APYru), KOUTO ca HEOOXOIUMMH 3a NOCTaBSHE Ha
JIMarHo3aTa, KaTo ce MOoCOoYBaT ChOTBETHUTE HAACKIHU M3TOYHHUIM — 32 MPEANOYNUTaHe KINHUYHU
MPENOPBKU U PBHKOBOJICTBA, OCHOBAaHM HA CHCTEMAaTHYEH TpETJe]l Ha HayYyHUTE JI0Ka3aTeJICTBa,
BKJIFOUMTETHO MyONMKYBaHHM TaKHMBa 3a ObJTrapckaTa CHCTeMa Ha 3JipaBeola3BaHe. AKO 3a IeJIUTe
Ha IMOCTaBsiHE Ha JuarfHo3aTa ce MOJ3BaT CHEeNU(UYHU CKAJIM WIM TECTOBE, CHIIUTE CIlie[Ba Ja
ObJaT MOCOYEHH, KAaKTO U KOU OT TAX ce puHaAHCHpaT OT myonuyHuTe GpoHaose B bbarapus.

1.2. EnuneMuonoruyiy JaHHHA, MEIUIMHCKA U COIIMAITHA TEXECT Ha 3a001IBaHETO:

[IpenocTaBsT ce akTyaaHU €MUAEMUOIIOTMYHHU JaHHU, BKIIFOUHUTETHO 3a0071eBaeMOCT U 00JIECTHOCT,
KaTo ce MPEANOoYnTaT JaHHH, Kacaely ObirapckaTa Mmomysalus, KaTo OCBEH TOBa € HE00X0AMMO Ja
ce mpeaocTaBu MH(MOpMAIMS 32 TEKECTTa M CEPUO3HOCTTA Ha 3a00MsBaHETO, OOIIecTBeHAaTa My
3HAYMMOCT M XapaKTePUCTUKHUTE Ha TAIMEHTHUTE, KOUTO MIE C€ TPETHUPAT B 3aBUCUMOCT OT
3a00IIIBaHETO, HAIIPHIMEP XPOHUYHO 3a00JsiBaHe, PAAKO 3a00saBaHe, 3200 BaHe TIPHU MAIUEHTH B
aKTUBHA BB3PACT.

1.3. KnuanyHa kapTHHA, €CTECTBEH X0 Ha 3a00JIIBaHETO, YCIOKHEHUS U TIPOTHO3A:

OmucBa ce €CTeCTBEHUAT XOJ Ha 3a00JISIBAHETO, TPOTHOCTHYHHUTE (HDaKTOPH, CBBpP3aHU C XOJa Ha
3a00NIIBaHETO, KAaKTO M HETOBOTO BIMSHHE BBPXY KAaueCTBOTO Ha KUBOT Ha MAaIlUEHTHUTE.
[ToguepraBa ce MICTOTO Ha HOBaTa 3/]paBHA TEXHOJIOTHS B €CTECTBEHHs XOJl Ha 3a00JSBaHETO U
BIUSTHUETO 1 BBPXY HErOBaTa MPOMSHA M Ka4eCTBO Ha KUBOT.

1.4. TepaneBTU4YHM CTaHIAPTH:
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OmrcBa ce HACTOSIIOTO JICUCHHE Ha 0a3aTa Ha MEXITYHAPOIHUTE MPETOPBKHA M PbKoBoacTBa. Cren
TOBA C€ ONMHUCBA AITOPUTHMBT HA JICUCHHE CHITIACHO KIMHUYHATA MPaKTHKa B bhirapus, kaTo ce
clenBaT ChOTBETHHUTE €Tanmy Ha 3a00JsBAaHETO C aKIEHT BBpPXY €Tama, B KOWTO IIe ce Tpuiara
3npaBHaTa TexHoyiorus. [locouBa ce Jganm  HOBaTa TEXHOJIOTHS € BKJIIOYECHA BBB
(hapMakoTepaneBTUYHUTE PHKOBOJICTBA WJIM B IPYTH €BPOICHCKN TEPANIEeBTUYHU PHKOBOJICTBA.
BrirouBa ce u mHpOpMaIus OTHOCHO aJITEPHATHBHTE, KOUTO ce peuMOypcupar B bwirapus 3a
CHOTBETHOTO TEPANEBTUYHO MTOKA3aHUE.

1.5. lleneBa nomymnamnus:

OnucBa ce momynamnusaTa, MpU KOATO e Ce Npuijiara 3JpaBHaTa TEXHOJOTHsS. AKO 3/IpaBHAaTa
TEXHOJIOTHS IIIe CE MpHJiara Mpy KOHKPETHA MOIMyJIal[MOHHA TPYyIa MalUeHTH, JUATHOCTULIMPAHH C
naneHo 3abonsBaHe (HapUMEpP TaKMBa ChC CrieMpUYHA MyTalus), € He0OX0AUMO SICHO J1a Obaar
MMOCOYCHH KPUTEPUUTE 3a OMpeleisiHe Ha Ta3u cyomomynamwus. [lpu neduHupane Ha 1eneBara
MONYyJIallis C€ M3MOJ3BAT JaHHU 3a bbiarapus, KaTo ce OMMCBAT M METOJUTE 3a OMPEICITHETO UM.
[TocouBa ce nanu HeoOXOIUMUTE KIMHUYHU U IPYTH TECTOBE CE€ 3aIljlallaT C IyOJINIHH CPEICTBA.
1.6. Onucanue Ha 3/IjpaBHaTa TEXHOJIOTHUA:

1.6.1. OCHOBHM XapaKTEpUCTUKHU HAa HOBATa TEXHOJIOTHSI:

INN

TBHproecko nme

[TputexxaTen Ha pa3penIeHHETo 3a ynorpeda

TepaneBTHYEH Ki1ac

AKTHUBHA cyOCTaHIUS/aKTUBHU CyOCTaHITUU

dapmarieBTHyHa hopMa/dapmMarieBTUIHU HOPMHU

ATC xon

MexaHnu3bM Ha OEHCTBUE

dapmakoAMHAMUKA

DapMaKOKHMHETUKA

1.6.2. ITbT Ha IPUIIOKEHUE U JO3UPAHE:

IIsT Ha IPUIIOKCHUC

Jlo3upane

YecToTa Ha JO3UPAHETO

HpO,[[’bJ'I)KI/ITeJ'IHOCT Ha KypcCa Ha JICHCHHUC

YcTaHOBEH HWHTCPBAJI MCKAY KYPCOBCTC HA JICHCHUC

YcTaHoBeH Opoil MOBTApSIIIM C€ KypCOBE Ha JICUEHHE

KopHeraHe Ha J03aTta

TexHonorusra, KOATO ce OlLIEHsBa, TPsOBa Aa Obae MoApoOHO onucaHa. TpsOBa na ce yTOUHM Aamu
€ pazpemieHa 3a ynorpeba B bearapus, kora 3a IbpBH BT € pa3pelicHa M KbJE, B KOJIKO JPYTH
IbpXKABU € paspelieHa (B CiIydail Ha JUICa HAa LEHTPATU3UpPAHO pa3pelieHue 3a ymnoTpebda B
EBpora) n kakBu ca KOHKPETHUTE TEPANIEBTUIHH MTOKA3aHUs, 32 KOUTO € U3JIaJICHO pa3peIIeHUeTo.
AKO OIIGHKaTa ce W3BBPIINBA 32 HOBO TEPAlEeBTUYHO TOKa3aHHE, 32 KOETO HE € MpHiiaraHa o
MOMEHTa, TOBa TPsIOBa J1a C€ TTOCOYH.

HeoOxomuMo e 1a ce mpenocTaBy ciieHaTa HHPOpMAIHS: BUIBT Ha TEXHOJOTHUATA (IMarHOCTUYHA,
npopuIaKTUYHA, TEpaneBTUYHA), HEWHUTE OCHOBHHM XapaKTEPHUCTHKH, Pa3IMYHU TIOKA3aHMUSI,
MPOTUBOMOKA3aHU 1 PUCKOBE, KOUTO BeUe ca U3BECTHHU M OMUCAHH B TUTEpaTyparta.

KonkperHara nH)opMaIs, KOSTO 33 IDKUTEITHO TPSAOBA J1a Ce BKIIIOYH, € CJIeTHATA:

* paspelieHue 3a yrnorpeda Ha ChOTBETHATA 3/JpaBHA TEXHOJOTHS, KOETO BKIIIOUBA U CHEIHATHUTE
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YCIIOBUSI, aKO UMa TaKWBa, U CPOK Ha BAJIUIHOCT;

* MEXaHU3bM Ha JeiicTBHe, TepaneBTuyHa rpymna, ATC koa — 3a JiekapCTBEHUTE MPOIYKTH;

* YCIIOBUS, TpPHU KOWUTO 3JApaBHATa TEXHOJOTHS W€ ce Mpuiara (HampuMep B II'bpBUYHATA
M3BHHOOIHUYHA MEIUIIMHCKA TIOMOIII, B CIEIHATM3UpaHaTa U3BHHOOIHUYHA MEIUIIMHCKA TTIOMOIII,
3a OOJIHMYHO JICUCHUE WJTH IPYTH).

Omnucea ce MICTOTO Ha 3/JpaBHATA TEXHOJIOTHS CHITIACHO HACTOSINATA KIMHUYHA MTPAKTHKA, KAKTO U
KOsl Tepamusi, BKJIIOUUTEIHO JAPYrH 3ApaBHU TEXHOJOTUH, IIe ObJaT M3MECTEHH YaCTUYHO HIIU
U3IUTO OT HOBATa TEXHOJIOTHSL.

B cnydaif Ha MONOXKUTENTHO pellIeHUE cJe/IBa Ja Ce OMuIle PeMMOYpPCHUST CTaTyCc Ha 3JpaBHATa
TexHojoruss B EBpoma, TepameBTHYHM TOKa3aHUs, PECTPUKIMM M HUBO Ha peuMOypcaius,
o0o0mIeHne Ha TMpPErnopbKUTE 3a peuMOypcupaHe, Jald peuMmOypcauusra € 3a BCHYKHU
TEparneBTHYHU NTOKA3aHUs WJIA CaMO 32 KOHKPETHHU TePaNleBTUYHU MTOKA3aHUs B APYTUTE TbPIKABH.
1.7. VI360p Ha CpaBHUTEITHHU AIITCPHATHUBHU:

Koraro chiecTByBaT HIKOJIKO TEPAEBTHYHU MOJXOAa (BKIFOYHUTEITHO HEJICKAPCTBEHU TEPaIlud U
HeJleueHue), Te TpsoBa na ObaaT u3dpoeHu. TepaneBTUYHUTE MMOAXOAU, KOUTO CE M3MOJI3BAT KaTo
CpPaBHUTEIHH aJITEpPHATUBH, CielBa na ObaaT n30paHum Ha Oa3aTa Ha Hail-yecTo H3MOJI3BaHATA
Tepamusi WIM Tepanusra Ha ObpPBH H300p. 3a Ja MMa MEXIyHApOJHAa CBHIOCTaBUMOCT, €
MPETIOPHUYUTEITHO KATO OMPEICIICHNE 32 CPABHUTEITHA AJITSPHATHBA J]a CE MIOCOYH BBH3IPHUETOTO KATO
"Hali-100pOTO CTAaHIAPTHO JIcUeHHE".

Morar na ce HW3MON3BAT M CIEAHUTE AITEPHATHBH: JICYCHUETO, H3IMOJ3BAHO B HACTOSAMIATA
KIMHUYHA TPaKTHKa; Hal-uecTO W3MOJ3BaHaTa Tepamus; Hail-ueCcTO W3MOJI3BaHU AITEPHATUBHU
JIEKapCTBCHH TPOAYKTH; PEUMOYPCHpPAaHU TEpalMK ChC ChIATa WIM CKBUBAJICHTHA TEPANICBTUYHA
WHIUKAIMS, MPOIYKTHT, KOHTO HaW-BEpOSATHO IIe ObJe M3MECTEeH WU JONBJIHEH OT HOBara
TEXHOJOTUsl. AKO HOBaTa 3JpaBHa TEXHOJOTHS TPHUHAUICKU KBbM  CHIIECTBYBAIla
(dapmakoTepaneBTHUHA TpPyMa, CPABHUTEIHUAT NPOAYKT TpsiOBa Na € Hail-4ecTO M3MOJI3BAHMST
MPOJYKT OT IrpylHara Wid TO3U, KOWTO Hai-BepOSITHO 1€ ObJie OBJIKSAH OT BbBEXK/IaHETO Ha HOBATa
TEXHOJIOTHSI. AKO HOBaTa 3JpaBHA TEXHOJOTHS MPUHAIICKH KbM HOBa (hapMaKoTepareBTHYHA
rpyna, CPaBHUTEIHUAT MPOIYKT TpsAOBa /1a € Hal-4ecTO M3IMOJI3BAHUST JICKAPCTBEH IMPOIYKT 3a
CBIIUTE TEPATICBTUYHH MTOKA3aHUS.

Jlo3ata v IpOoABIHKUTEIHOCTTA Ha JICUCHUE C alTepHAaTUBUTE TPsOBa Ja € cropea MHpopMaiusiTa B
KpaTKkaTta XapaKTEepHCTHKa Ha  TpoAykKTa W  (apMaKOTEPaNeBTHYHUTE  PHKOBOJICTBA.
HenexapcTBeHuTe Tepanuu U HENEYSHUETO ca TOMYCTUMU aITEPHATUBH CaMO aKo TOBa € Hail-4ecTo
W3MOJI3BaHO B TEpalleBTUYHATA MPAKTUKA WM KOTaTo HsAMa JPYTH aNTepHATHUBU 3a JICUYCHHE Ha
1eneBara rpyrma naiueHTH.

TpssbBa nma e sicHO 00OCHOBaHA JONMBIHHUTENHATA IOJI3a OT TEpamusATa C HOBaTa 3]paBHA
TEXHOJIOTHSI, HAapUMep Mo 100peHa 6e30MacHOCT, MOJ00OPEHO MPUABPIKAHE KbM TepaIusiTa CIpsmMo
QITEPHATHBUTE, H3MEPEHAa C KOHKPETHHW KIMHUYHH TIOKA3aTeId CIPSMO CHIISCTBYBAIIUTE
aJITepHATHUBH.

2. KiimangHa o1ieHKa 3a epUKacHOCT, TepareBTHIHA e()eKTHBHOCT U 0€30MacHOCT:

2.1. OO naHHU.

Kato u3rounuim Ha qoKazarencTBa 3a epUKacHOCT, TepaneBTUYHA e(DEKTUBHOCT U OE30MacHOCT Ha
HOBUTE TEXHOJIOTUH CE€ CYUTAT CIECTHUTE U3TOUHUIIH:

— KJIIMHUYHU W3MATBAHUS, KOUTO €A 4acT OT HayyHaTa Mporpama Ha MPOW3BOJAUTENS U Ca BKIIOUYCHH
B JIOCHETO 3a pa3pelllaBaHe Ha ynoTpeda u/uiv o100peHne Ha 3/IpaBHaTa TEXHOJIOTHUS (TE3U OT THIX,
KOUTO ca MyOJIMKyBaHHU B HAYYHU CITUCAHUsA, CJIe/IBa 1a ObAaT MOCOYCHM ),

— MOCTPETUCTPALIMOHHH U TOCTMAPKETUHTOBY U3MUTBaHUs, MyOJIIMKYBaHU B HAyyHaTa JTUTEpaTypa;
— IPYTH U3MUTBAHUS U3BBH JIBETE TOCOYCHH TPYIIH;

— CHCTEMaTUYHHU 0030pH M METaaHAIU3H.

Pesynrarure OT M3NMHMTBaHWUATA TPsOBA Jla ce MPEACTABAT B TAOIWUYEH BHJI, KOWTO Ja ChABPKA
cienHaTa uHpopmanms:

— JaHHMU 3a WACHTU(UIIMpaHe Ha HM3MUTBAHETO (PErHUCTpallMOHEH HoMep M Oubnuorpadus Ha
MyOIMKAIUsITA);

— IbPKaBa, B KOSITO € MPOBEJICHO M3MHUTBAHETO (IIPH MYJITHHAIIMOHATHU M3MHUTBAHMS CE TIOCOYBAT
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BCHYKH TbPKaBH);

— Opoii Ha yyacTHHLUTE (OmHcaHue Ha Opos U JeMorpaCKuTe XapaKTepUCTUKU Ha MAIMEHTUTE,
KaKTO U celu(UIHM NOATPYIH MAalMEHTH, aKO UMa U3BAaIKOBH UM post hoc nmpoyuBaHus);

— BHUJI HA M3NUTBAHETO (PaHAOMH3UPAHO, HEPAHJAOMHU3UPAHO, CIIydail KOHTPOJIA, OTJCIHU CIIy4daH,
KOXOPTHO, IOCTMAPKETUHIOBO U 1Ip.);

— MPOBEJICHA NHTECPBEHIINS;

— CPaBHMUTEJIHU AJITEPHATHUBH;

— ONMCAaHUE HA PE3YNTATHUTE;

— IIOJIyYCHM PE3YNITaTH (JaHHUTE C PE3YITATUTE MOXKE Ja ChIbpXKAT MHPOPMALUA 3a Bb3MOKHUTE
IPEIIKH U OTpaHUYEHHs Ha POYYBAHUSATA).

Bcesika eiHa OT ropenocoueHuTe Ipyny NpoyydBaHus ciiefiBa Aa ObJe OnKMcaHa B OTAEIHA TabauLa.
[IperopbunTenHo € Aa ce OOCHOAT W OTrpaHMYCHHMATA Ha JUTeparypata W Ja ce€ IocodYar
IIPOYYBAHMATA C [T0-HUCKO KauecTBO.

2.2. OG0CHOBaH CUCTEMAaTU3MPAH aHAIIN3 32 UACHTU(UIIUpPaHE U TI0J00p Ha PEIeBAHTHU KIMHUYHU
W3MUTBaHUA U JIMTEPATYPHU JAHHU.

2.2.1. Kpurepuu, meronu 3a UACHTUHUKAIMS, NOAO00p M 0a3u JaHHH, KOUTO TapaHTUpPaT
BKJIIOYBAHETO HA BCUYKM PEJEBAHTHU PaHAOMHM3UpPAHU M3MUTBAHUS B KJIMHUYHATA OIICHKA.
Crparerus Ha mox0oOpa Ha KIMHUYHU U3MUTBAHUS.

OcHoBHaTa 1ea € Aa ce UICHTU(UIUPAT BCUYKU PaHIOMM3HPAHU M3INUTBAHUS, KOUTO CPaBHSABAT
HOBaTa TEXHOJIOTHSI C OCHOBHATa ajlTEpPHATHBA. AKO HE CE€ OTKPHSAT IUPEKTHU PaHIOMHU3HUPAHU
CpaBHEHMsI, TpsiOBa Jja ce ThPCAT PaHIOMU3UPAHMU M3MMTBAHUS, KOUTO 1€ MO3BOJAT MHAUPEKTHU
CpaBHEHHs. AKO HE € Bb3MOXKHO J]a CE€ HAINPaBIT M MHIMPEKTHU CPaBHEHU, TPSOBA /1a ce MPOBEe
ThpCEHE 3a HEepaHJOMM3UpPAaHM W3NUTBaHMUA. BcCsiko mpuiaraHe Ha KOCBEHH CpaBHEHUS U
BKJIFOUBAHETO HAa HEPAHIOMU3UPAHU U3NIUTBAHUA TPsiOBa Jja Obae 0OOCHOBAHO.

[Ipenopbuntennure Oa3u JaHHU, KOMTO MOraT Ja ce M3M0JI3BaT 3a HUACHTU(HULIMpaHE Ha
M3IUTBAHMATA HA OLICHsBAaHATA 3paBHA TEXHOJOIUs, Ca CIECIHUTE:

3amazeH nepuoja Ha
baza nannu ThPCEHETO (0T — Pesynrtatu ot ThpceHETO
110)

KirouoBu nymu n

PubMed N
10JIy4eH Opoil pe3ynTaTu

KirouoBu nymu n

Cochrane Library noytydeH Opoil pe3ynraTu

KirouoBu ymu n

ClinicalTrials.gov N
1oJIy4eH Opoii pe3ynTaTu

KirouoBu ymu n

European Union Clinical Trials Register N
1oJIy4eH Opoii pe3ynTaTu

KirouoBu ymu n

U U3TOYHUIIHN v
Apyr 1 nonydeH 6poii pesysTatu

[IpencraBs ce MbJieH CIIUCHK HA UISHTUDUIIUPAHUTE U3MUTBAHUS, BKIIOUYBAIM KaHAMIaTCTBAIIATa
TEXHOJIOTUST (HE3aBUCUMO OT Tpylara 3a CpaBHEHWE), W BCHYKH H3IMUTBAHUS, BKIIOYBAIIH
OCHOBHOTO CpEJACTBO 3a CpaBHEHHE (HE3aBHCHMO OT paMOTO 3a CpPaBHEHHUE), CHCTEMAaTHU3HpaHU
0030pu 1 METaaHaIU3H.

2.2.2. Onrcadye Ha M3NUTBAHUATA

Bun Ha CpaBHuten
Knunnuno | JwpkaBa/ | YuactH | mpoyuBanero, | MHTepBeHIM HU Pesynrar
U3IHMBAHE IbpKaBU 150001 IPOABIDKUTENH o aJITEpHATHB u
OCT u
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N36posiBa
Peructpaiio | e HI; Onucanue Onucanu
p PKII (6poit Ha TOYHHS Onucanue | e Ha
HEH HOMEp TbPKABUT o
. pameHa, cTaguil Ha Ha pe3yarar
503051 e, B kouto | bpoii,
3aCJIeNeHOCT U | 3a00JsiBaHET | anTepHATHB | UTE U
oubnuorpad | e MOATPYII
Ip), ou HUTE 10 TEXHUTE
us Ha MPOBEJICH | U
MOCTMApPKETUHT | 00XBaHATH MOKa3aTelu | OCHOBHU
MyOJUKAIUAT | O .
OBO H JIp. XapakTEepUCT | T€ MO-Tope | CTOMHOCT
a pOy4YBaH
WK1 u
€To

Ocsen MMpeaACTaBsAIHCTO B Ta6HI/I‘-ICH BUJ] HA BCAKO €IHO OT MOATPYIIUTEC HU3MUTBAHUA — KIMHWUYHHU,
MMOCTMAPKETUHTOBU, CUCTEMATUYHU 0030pH U METaaHAIM3H, € HEOOXOAMMO Ja CE€ OMUIIIE MOAPOOHO
u uHoOpManMATa 3a KPUTEPUUTE 3a BKIIOYBAHE M H3KIIOYBAHE B MOA0Opa HAa KIMHUYHHUTE
U3MUTBAHUA: OCHOBHUTE JeMOrpadcku U KIMHUYHU XapaKTepUCTHUKUM Ha YYaCTHHULIUTE B
HU3NUTBAHCTO, PCKUMBT Ha JICUCHUC, HOI[pO6HOCTI/I 3a J03aTa, HAYUMHBT Ha IPUIIOKCHUEC U
MPOIBIDKUTENTHOCTTa Ha JiedeHHeTo. Jla ce mocoud Janu Jo3aTa WM cXeMaTa Ha JieUeHHe,
BKJIFOUMTETHO W3IMOJI3BAHETO HA CBHIBTCTBANIO JICUYCHHE, C€ MOJKpers OT WHpOopManusira OT
KpaTKaTa XapakTepHCTHUKa Ha MpoaykTa. J{a ce 000CHOBe Kbjie onpeeneHara 103a ce pa3indyaBa OT
MPENOpPHUYUTEIHATA IO3UPOBKA CHIVIACHO KpaTKaTa XapaKTepUCTHKA Ha MPOIYKTA.

3a BCSIKO M3MUTBAHE J1a CE€ MPECTABST IaHHU 32 IpUeMaHa KO-MeJuKalys (ako UMa TakaBa) U Ja ce
JTUCKYTHpa HEMHOTO 3HAYCHUE 32 IMOTYICHUTE JAHHH 32 KIMHUYHA e(DUKACHOCT 1 0€301acHOCT.

Jla ce mocouM Aanu 3/paBHATa TEXHOJIOTHUS € B MPOILIEC HA JOMBIHUTEIHA U3MUTBAHUS 33 APYrU
WHAWKAIIU1 HUJIN KOM6HHaHI/II/I u aa ce I/I36pO$IT CBHOTBCTHUTC M3NUTBAHUA W BPECMETO 3a TAXHOTO
MIPUKIIIOYBAHE.

2.3. LI?IJ'IOCTHO OIMMMCAHUC HAa PEIYITATUTC OT BCAKO KIMHHUYHO HU3NUTBAHC U MCTOAUTC 3a TAXHOTO
U3MEpBaHe.

He3aBucumo oT moco4YeHUTE peE3yiTaTu B TaOJIMYHUS nperJyica Ha M3NMUTBAHUATA B TO3U PA3ACII
TpsO6Ba moJApoOHO Na OBbAAT M3SACHEHU W WIIOCTPUPAHU BCHUYKU PE3YATAaTH OT TIX, KAKTO M OT
CUCTCMATUYHUTC 0630pI/I, MCTaaHAJIM3U WU JAPYrd BHUAOBE MPOYYBAHUA. I/IJHOCT’paIII/IﬂTa MOXE da
ChIIbpKa JOMBJIHUTEIHH Tabmuiu, Gurypu (Hampumep 3a MpexHuBsieMocT) U Ap. Pesynrarure,
JIOKJIaIBaHU B [IPOYYBAHUATA, Ca:

* IBPBUYHU PE3YITATH;

* BTOPAYHU PE3YIITATH;

* KpallHU pe3yiTaTu.

HpI/IOpI/ITeTHO 3HAYCHHUE TIpHU OLCHKATa Ha 3APAaBHUTC IIOJI3WM Ha TCXHOJIOrusATa Tp$I6Ba aa umart
KIIMHUYHO 3HAYUMHU PE3YylTaTH, KOUTO ca C KJIYOBAa BAXKHOCT 3a JAJCHOTO 3a00JsBaHE WIH
uHTepBeHIMs. KIMHUYHO 3HAUMMM ca TpU TJIABHU TPYNM pE3yJITaTH, KOMTO TpsAOBa aa Objaar
oTOeNs3aHu:

* pe3yiTaTH, CBbp3aHU ChbC CMBbPTHOCTTA;

* pe3ynTaTH, CBbp3aHu ¢ 00JIECTHOCTTA;

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

KnuHUYHO 3HaYMMU CBHIO Taka ca CHOWTHS U HEXENaH! peakiuu (KIacu(UIMpaHd MO TEKECT U
YEeCTOTA).

JlokIagBaHUTE pe3ynTaTu TpsoBa:

* 1a ObaaT neMHUPAHU U TIOSICHEHU OT TJIeJiHa TOUKa Ha pelllaBaHus 3/IpaBeH Mpooiem;

* 1a OBJAT OTHECEHU KbM OIICHSIBAHOTO 3a00IsIBAaHE M HETOBHSI KYpC Ha MIPOTHUYAHE;

* J1a OTpa3sBaT Hal-BAKHUTE aCMEKTH Ha 37paBHUS MPOOJIEM U B CHIIOTO BPEME JIa MO3BOJISIBAT J1a
C€ YCTAaHOBST Bb3MOXHUTE PA3INKU MEX]y CPaBHSBAHUTE TEXHOJIOTUU;

* 1a 6’B)IaT BaXHM 3a B3C€MAHC Ha KIIMHUYHH PCIICHUA (KpI/ITI/I'-IHI/I TOYKH 3a OaJCHHA 3ApaBCH
npooiem).

Korato ce goxmanBar pe3yataTture, Ja c€ ONMUIIAT U METOJUTE, KOUTO Ca M3IOJI3BAHU 34 ITOCTUTAHE
Ha JBJITOCPOYHU pE3yATaTH, B CIyd4ald Ha JMICAa HA JaHHU (HAIp. eKCTparoJyialus Ha
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MPEKUBIEMOCT U JIp.).

TepaneBTuuHHTE pe3ynTaTH TpAOBa Ja Ce aHATM3HMPAT 32 Bb3MOXKHO Hai-Ibabr nepuo. OreHkara
Ha JICYEHUETO 3a KpaThK MEpUOJl € MOAXOAA1Ia ITPU OCTPH 3a00JIIBaHUS WU IpHU 3a00IABaHUs, IPU
KOUTO HSIMAa ABIATOCPOYHM mocieaun. [lpu xpoHuyHu 3a005iBaHUS MOJTYYCHUTE PE3YNTATH 32
IBIBI IEPUOJT UMAT M10-BHCOKA CTOMHOCT, HO B HAKOM CITyyaH OLIEHKaTa Ha TEPareBTHYHUS e(eKT
Mopajiv IbJIraTa MPeXKUBIEMOCT MOXKE /1a ObJe MOJIyYeHa U OT eKCTparoInpaHe Ha KPaTKOCPOUHU
pe3yiTaTH 3a BPEMETO Ha MIPOCIIEsIBaHE.

[Tpu ananm3a Ha MPEXUBIEMOCTTA CE MPETIOPHYBA J1a CE JOKJIAABA 0011aTa MPEeKUBIEMOCT, KAKTO U
Jla ce MPeloCTaBAT SACHU JaHHU 3a Bb3MOXKEH KpbcTocaH edekT. IIpexuBseMoctTa, CBOOOJHA OT
nporpecus, B HIKOU 3a00JIIBaHUs ChIIO MOXKE Jla IPEIOCTABH MOJIe3Ha HHPOpMAIIHS.

ITpu oneHkara Ha KIMHUYHATA €()EKTUBHOCT Bb3 OCHOBA HA CYpOraTHU KpaliHU TOUKU (MEKIUHHU,
KPaTKOCPOYHM Ppe3yATaTd) KIMHUYHHUAT aHajdu3 TpsOBa 1a JEMOHCTpHpa TSAXHATAa BpB3Ka C
KIMHUYHO 3HAYUMMTE pe3yiTaTd. BaiuaupaHeTo Ha CyporaTHUTE KpailHM TOYKHM TpsOBa aa ce
MIPOBEX/Ia B ChOTBETCTBHE C OCHOBHUS 3/JpaBEH MPOOIIeM.

B onpenenenn cnydam (Hamp. aHanM3 Ha cnenM@uuHa CyOnomynanus) € I03BOJIGHO Ja ce
JOKJIa/IBaT Pe3yiTaTH OT post-hoc aHanm3, HO Te3W pe3yaTaTu TpsAOBa Aa ObJAT MHTEPIPETUPAHU
caMo IO OTHOIIEHHE Ha JlaJieHaTa MOArpyna U ja He ObJar reHepanusupanu. Post-hoc aHanuszbsr
TpsiOBa Ja ce pa3inuyaBa OT aHAIM3a HA MOATPYNH MAlMEHTH C pa3jiMyHa HadajlHa IpPOTHO3a 3a
pa3BUTHE Ha 3a00JI1BaHETO.

W3non3BaneTo Ha 0000MICHN KPaliHU TOYKH € MPETOPBHUNTEIIHO CAMO aKo ca OWIIM MpeIBaAPUTETHO
nepuHUpaHu B Au3aiiHa Ha npoyuBaHeTo. KoMIuleKcHM KpallHM TOYKHM HE ca MPeHnopbYUTEIHH B
post-hoc ananmza. Axo aHaTU3BT HA MOJATPYIU OT HACEJICHHETO € OINPENEICH INPEABAPUTEIHO,
pe3yaTaTtuTe Morar Jia ObAar Mo-pejeBaHTHU OTKOJIKOTO B post-hoc ananuza. Koraro ce noxsiaasar
000011IeHN KpaiiH! TOYKH, TPSOBA J1a Ce MPEIOCTABAT U OTJACIHUTE PE3YATATH 38 BCEKH KOMIIOHEHT
JIOpPH U KOTaTO HE MTOCTUTaT CTaTUCTUYECKA 3HAYMMOCT.

Korato pe3ynararute ca MOCTUIHATH Ype3 CKasla C BBIIPOCH, TPSOBaA J1a ce NMpelocTaBu HHPopMaLus
3a TSIXHATAa KJIMHWYHA 3HAYMMOCT. B cirydanTe Ha KOHBEpCHs Ha MPOABIDKUTEITHH WA OPAWHAIHU
IIPOMEHJIUBY, UM JUXOTOMHH IPOMEHJIMBHU (HAmp. 3paB-00sieH) TpsOBa J1a ce YyTOYHH IpeceyHara
touka (cut-off point).

JlaHHUTE C pe3yiaTaTuTe ChAbPXKAT U MH(OpMAILUsA 32 Bb3MOXKHHUTE I'DEIIKM M OrpaHUYEHUs Ha
POYYBAHUATA.

[Tpu M3nmoN3BaHETO Ha MPEKOBU METaaHAJIM3U WIN MHAWPEKTHO CPAaBHEHHE pe3yaTaTuTe TpsOBa Ja
ce 00CHIAT OT TJeIHA TOYKAa Ha JOCTOBEPHOCTTA HAa JAHHHUTE M MPHUIIOKMUMOCTTA UM IIPH B3eMaHe
Ha pelleHHe B cHcTeMaTa Ha 3jpaBeola3BaHe. 3a BCEKM METaaHaJIM3 pe3yjTaTUTe OT TecTa 3a
€THOPOJTHOCT TPsIOBaA J]a OBJIAT MPEICTABeHU ChIiIacHO MeTtoanuTe oT Happunuka Ha Cochrane.
JlanHuTe 3a e(pUKACHOCT U €(EKTUBHOCT, KAKTO M JaHHUTE OT METaaHAIW3M MM 00OOIIEHUs Ha
KIIMHAYHY W3MUTBAHMS CIIEJ[BA JIa C€ OOCHIAT CaMOCTOSITEITHO.

2.4. PezynrtaTtu, 1OKJIa/IBaHU OT MALUCHTUTE.

Pesynrarure, HOKIaJBaHW OT MAIMEHTHTE, Ca Ba)KHA YacT OT OIEHKaTa KaKTO Ha KJIWHUYHATA
e(EeKTHUBHOCT, TaKa U Ha CBBP3aHOTO ChC 3[PAaBETO KAueCTBO Ha KMBOT. Pe3ynrarure, HOKIa/IBaHU
OT TMAaLMEHTUTE, BKJIKOYBAT OOIIM W/MIM CHEHU(PUYHU 3a CHCTOSHHUETO JaHHU (HAmp. IpH
PECIUPATOPHH ChCTOSIHUS, ETIPECHsI, apTPHUT), MEPKHU 3a KayecTBO Ha kUBOT (quality-adjusted life
year scale) ot 0 (cMbpT) 10 1 (TBIHO 3ApaBe/03ApaBsiBaHe), CAMITOMH WA (DYHKITHH.

B anamusure TpsiOBa ja ce oTOENEKM KOra M Kak ca OLEHSBAaHM pe3yiaTaTuTe, JOKJIaJBaHU OT
MAIMECHTHUTE.

Jla ce mpencraBu cxemaTa, IO KOSTO Ca OLEHSIBaHM pe3yJTaTuTe, AOKJIAJABAHU OT MAIMEHTHUTE
(manpumep, croOuiaBanu ot yuactHuuute, QALY BU3yanHo-aHaIoroBa ckaua Ha 0oJjikaTa, TeCT 3a
3pUTENHA OCTPOTa, O-MHMHYTEH TeCT 3a XOJIeHe, JAp.). BCHUKM HM3MepHUTenn Ha pe3ylTaTHTe,
JIOKJIaJIBAHHU OT MalMeHTa, TpsioBa na Obaat nocouenu (Hamp. EQSD, HUI).

Heo6xoaumo e f1a ce oneHsT ehekTuTe Ha U3cie/lBaHaTa 3/[paBHAa TEXHOJIOTUSl BbPXY KauyeCTBOTO U
MPOABDKUTEITHOCTTA HA )KUBOT Ha MAIMCHTUTE B peajlHaTa KIIMHUYHA TPAKTHKA.

2.5. Ananu3 Ha 0e30macHOCTTa.

[IpenoctaBs ce o00o00mEeHne Ha ChOOpaKEHHSITA 3a O€30MACHOCT, BKIIOYUTEIHO BaXXHU
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UACHTU(DUIIMPAHH PUCKOBE, BAKHU MOTCHIMAIHN PUCKOBE W JIMIICBAIIa WH(OPMAIUs, OTHOCUMHU
KbM OIICHSIBAHATA 3]paBHA TEXHOJIOTHSI.

[InanbT 3a mpociensBaHe Ha JIEKapCTBEHAaTa O€30MacHOCT Ha MPOAYyKTa TpsiOBa ga Oble
pe3oMHpaH, Karo OBJAaT ONMUCAHU BCHYKH JIONBJIHUTEIHH METOIM 3a MpOCIeIsBaHe Ha
0e30MacHOCTTa, aKo0 ca HW3MCKaHU MpPHU pa3peliaBaHeTo 3a ynoTpeda WM TMPH TOCIEIBAIIO
perynaropHo pasriexaane. Kareropusita Ha MPOBEKIAHUTE MOCTMAPKETHHTOBU IMPOYYBAHUS 32
0e3omacHOCT TpsIOBa Ja ObIe ompeIecHa.

OpnoOpeHuTe W TpUaraHd MEpPKH 3a CBEXJIaHE 1O MHHMMYM Ha pUCKa TpH ymoTpedara Ha
NpoAyKTa TpsiOBa Ja ObJAT MPEICTABEHU M aHAIM3UPAHUA B KOHTEKCTA Ha Bh3MOXKHO YBEJIHMUCHHE Ha
OOIIECTBEHHUTE Pa3X0Iu MPH MPUIaraHETO UM. HampumMep M3MCKBaHETO 3a MEPUOJUYHO CIIC/ICHE Ha
MOKa3aTeJINTe Ha YePHOAPOOHO YBpEXKIaHE C e N30ATBaHe HA XEMATOTOKCUYHOCT € YBEITUYaBaIlo
pa3xoauTe 3a JIEKAPCTBEHHS IMPOMYKT JACWUCTBUE, JOKATO pa3MpPOCTPAHCHUETO Ha OOYUUTEITHH
MaTepUalld WM CHTHAJHH KapTH € PHUCK MUHHMH3HPAIO [EHCTBHE, KOETO HE HaToBapBa
OOIIECTBEHUS U JTMYHUS OFO/KET Ha MalUeHTA.

[IukBIBT Ha TPEAOCTaBSIHE Ha MEPHOAMYHHM AaKTYAIM3MpPAHH JIOKJIAaIH 3a Oe30MacHOCT Ha
JIEKapCTBeHHsI TMPOIYKT TpsiOBa 1a ObJe NpeACcTaBeH 3aenHo ¢ o0oOmeHa wuHbopmanus 3a
KyMYJIaTUBHUS TIEPUO]] HA MAPKETUPAHETO HA IPOAYKTA U 00OOIIICHH JIaHHH 32 EKCITO3UIIHATA.
YecToTa ¥ TEKECT HA MPOSBA HA HEXKEIAHUTE JICKAPCTBCHU PEaKIMK TPsiOBa Ja ObJie MpeacTaBeHa
criopen mocienHara ogoopeHa Kparka xapakTepucTHKa Ha MPOJAYKTa, KaTO ce MOCOYM Jarara Ha
0J100psIBAHETO.

[ToI0KUTETHOTO CHOTHOIICHHE TOJI3a/PUCK € OOCKT Ha peryyaropHa NpeleHKa W 3aJIbDKUTEITHO
YCIIOBHE 33 BAJIMHO pa3pelieHue 3a ynorpeda. Beska nqombaHUTETHA TPOMSHA HA CHOTHOIIICHUETO
M0J13a/PHUCK, HE3aBUCHMO JajM Ce Kacae 3a JOIBJIHHTEIHU TMOJ3W WIN JONBIHUTEIHH PHCKOBE,
TpsOBa Ja OBl MpeACcTaBeHa OOCKTUBHO U JIa € MPHUIPYKCHA C Pa3sCHEHUS OTHOCHO TOBA JajH
HoBara nH(pOpMaIKsl BeUe € MojaicHa 3a BKIFOUBAHE Ype3 MPOMsHA B pa3pelIeHUeTo 3a yrnorpeda
WA aKO HE € I0JIa/ICHa, ChIIECTBYBA JIM TUIAH 3a [0/IaBaHe Ha IPOMSIHA.

[Ipencrass ce KaTo MPUIOKESHHUE TTOCISAHUSAT MIEPUOTUICH JOKIIA] 33 0€30I1aCHOCT.

B TaGnuyeH BUA ce MpeACTaBs CPaBHUTEJICH aHA M3 Ha npoduia Ha 0€30I1aCHOCT Ha OllCHSBaHATa
3JIpaBHA TEXHOJIOTHS U CPABHUTEITHUTE AJITCPHATHUBH.

Benuky HexenaHu ChbOUTHS, KOUTO UMAT KJIMHUYHO MJIM MKOHOMHYECKO 3HAa4YeHHE (HAIp. OKa3Bar
BIAMSHHE BBHPXY KA4eCTBOTO Ha >KMBOT Ha NAIlMEHTHTE, CMBPTHOCTTA, NPHIABPKAHETO KbM
TepanusaTa), TpsAOBa Na ObIAT BKIKOUEHH B aHAM3a, KaTO Ce OOBpHE CICIUAIHO BHUMaHHE Ha
CIIy9auTe, TIPU KOUTO CHINECTBYBAT CHIICCTBCHH PA3IUIHS MEXITY CPABHSIBAHUTE TEXHOIOTHH.
CremHUTE KaTeropuu HeXellaH! ChOUTHS TPsIOBa J1a Ce OTMIIIAT:

* BCHYKH HEXEJaHH ChOUTHS,

* BCHYKH HEXEJIaHH ChOUTHSI, JOBEIH JI0 OTIA/IaHe Ha YYaCTHUIIM OT U3IUTBAHETO,

* BCHYKH CEPHO3HU HEXEJIaHH ChOUTHS;

* BCHYKH HEXEJIaHH ChOUTHS, TOBEIH JI0 CMBPT;

* BCHYKH HEXeJIaHH ChOUTHS, YMSTO YECTOTA UITH TEKECT C€ OTKPOABAT MEKIY TPYITUTE.
[Ipencrasar ce B TabaMueH BUI M ce 0000IaBaT MOJIyYCHUTE JaHHHU.

HHeHTH(bHKaHHH Ha KIIMHUYHOTO HU3IMNUTBAHC

HaOmronaBanu HexenaHu ChOMTUS

Abcomoren | bpoii
o N YecrtoTa Ha Yecrora Ha
bpoii Opoit MAIMEHTH
CEepPUO3HUTE | BCUYKH
AnTepHaTuBa ManveH | HeXeJaH! C
HEXEIIaHU HEXEJIaHU
TH cpOUTHS B HEXXeJIaHu
CHOUTHA CHOUTHA
rpynara chrOuTHSA
Hosa TtexHomorus
CpaBHuTEIIHA
aJITepHATHUBA
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CpaBHutenHa
aJITepHATHUBA
[Tmane60

[IpeacraBsT ce onuc U T0KA3aTEJICTBEH MaTEpHUal OT U3IOI3BAHUTE JTUTEPATYPHU U3TOUHUIIH.

3. dapmako-MKOHOMHUYECKA OIICHKA.

3.1. Omucanue Ha mpoBeneHUTE (PapMaKO-UKOHOMHYSCKH aHAIM3U C OICHSIBaHATAa 3JpaBHA
TEXHOJIOTHUS B IPYTH IbPKaBH.

Koraro uma npoBeneHu 3IpaBHO-UKOHOMHYECKU OIICHKU WU (hapMaKO-UKOHOMHYECKH aHAITH3H C
OLICHSIBAHATA 3[IpaBHA TEXHOJOTHUSA 32 LEIUTE Ha IPYTU CUCTEMHU Ha 3[paBeoNa3BaHe, TE CIEIBa 1a
ce onumiar. [IpenoprunTeneH € TaOJIMYeH BUJI HA ONMMMCAHUETO U JIeTaliTHA MMCMEHa HHPOpMAITHsl.
B Tabnuuen Bua cienBa fa ce MOSICHST CAeIHUTE JaHHU:

— U3TOYHUK Ha MIPOYYBAHETO;

— 1IeJ1 Ha IPOYYBAHETO;

— M3MOJI3BaH METOJI/METOIHM Ha IPOYyYBAHETO, BKIIFOUNTEITHO TIPUIIOKEHO MOJICTUpaHe (aKo nMa);

— CpPaBHSIBAHU AJITEPHATUBHY;

— W3MEpPUTEIUTE Ha pe3ynrarutre (KIMHUYHU IOKa3aTeld, KayeCTBO Ha >KHBOT, IBJITOCPOYHH
pe3ynTaT u 1p.);

— pe3yJITaTd OT aHaJIu3a (Harp. CTOMHOCT Ha MHKPEMEHTAITHO ChbOTHOIICHHE U JIP.);

— 3aKJIF0YEHUE HA aBTOPUTE.

[Tonyuenure pesynraTu cieasa a ObJaT KOMEHTUPAHU U OTHECEHU KbM OLIEHKAaTa Ha HACTOSIIATa
3npaBHa TexHonorus. llo-cmenuduunure pesyiaTaTd WM MHTEpPHpETalus Ha JaHHUTE W
pe3yaTaTuTe cieaBa ga ObaT MOsICHEH! U KaTo TEKCT.

3.2. Onucanne Ha MyOJIMKYyBaHU OIICHKM Ha 3/paBHATa TEXHOJOTHS, U3BBPIICHU OT IbPKABHU
WHCTUTYIIUY 32 LIETTUTE Ha Ipyra HalluOHAJTHA CUCTeMa Ha 37JpaBeora3BaHe.

TpsabBa na ce mpenoCcTaBsAT JaHHU 32 BCUYKU JABP)KaBH, B KOUTO TEXHOJOTHUATA € Ouiia OleHsIBaHa,
KaTo TS TpsiOBa J1a MMa IMOHE €/IHA IMOJOKUTENIHA OLICHKA Ha 3[paBHUTE TEXHOJOTHUU OT JIbp:KaBHA
uHCTUTYIUS Ha BenukoOpuranus, @pannus, 'epmanus u LlBeuns.

JlaHHWTE 32 U3BBPIICHUTE OIICHKH CIIC/IBA JIa BKIIOYBAT ClIeAHATAa WH()OPMALIHS:

— UHCTUTYLIMATA, KOSITO € U3BBPIINIIA OLICHKATA;

— TrieAHaTa TOYKAa Ha OIeHKara (myOnudHu (POHIOBE, CIEINHATHA CUCTEMHU 3a (UHAHCHUpPAHE,
00IIIeCcTBO U JIp.);

— TIOKa3aHMUETO, 32 KOETO € U3BbPIIICHA OIICHKATA;

— 3aCETHATO HACEIICHHUE;

— CpaBHSIBaHH aJITEPHATUBH,

— IPWIOKEHU METO/IU 32 OLICHKA;

— KOraTo MMa BKJIFOYEHHU CXEMH 3a JOCTHII Ha TAIMEHTUTE, T€ ChIIO TPSIOBa /1a ce IOCcCoYar;

— B3€TO pelIeHre (BKIIOYUTEITHO OTPAaHUYECHUATA, KOUTO Ca CBbP3aHu C TOBA PEIICHHE);

— Jla ce TOSICHU Jalld B3€TOTO pEIICHHWE € OKOHYATENHO, WJIM TEXHOJIOTHSATA IOJUIeKH Ha
JOMBJIHUTEITHO MPOCIIE/IIBaHE.

Bcuuku permeHuss Ha JIbp)KaBHUTE MHCTUTYIIMM TpsOBa J1a ce€ TPWIOKAT C TMOIXOJSAIIUTE
pedepeHIny U 1a ce MPUIIOKHU JOKYMEHTHT, ChIbprKalll OKOHYATETHATA OIIEHKA 1 3aKII0YCHHUE.

3.3. [IpunoxeH aHanus.

[TpunokeHnuTe aHAIU3M TPSOBA a OTpa3siBaT ObIATrapcKaTa TepaneBTUYHA MPAKTUKA U CTAaHAAPTH 32
JIieYeHUE, KAaKTO U U3TOYHUIM Ha IAHHM 32 PA3XO0JIUTE U TEPANICBTUIHUTE PE3yITaTH.

Ilen na ananuza Jla ce KOHKpeTH3Mpa 1enTa Ha aHaJIn3a

N3bposiBar ce anrepHaTuBaTa/aaTepHATUBUTE, KOUTO Ca
CpaBHuTeNIHA alTepHATUBA | OMpeesieHU ChIVIACHO YKa3aHMTA B TOUKa 1.7 U ca U3MOJI3BaHU B
KIIMHUYHATA OIICHKA.

Amnamns Ha TNCPCICKTUBATA YTouHsBa ce TICPCIICKTHBA Ha 3aljlallanard HHCTUTYI WA
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OTHOCHO 3/IpaBHUTE MOJI3H U PA3XOJU U aKO € IPHIIOKUMO —
00IIIeCTBEHATA IEPCIIEKTHBA.

JlocTaThuHO IIBIIBT, 3a J1a CE FapaHTUPA, Y€ BCUUKH BAKHU
BpemMeBu XOpu30HT OBJCIH pa3Inyusl B pa3X0OAUTE U PE3YITATUTE MEXKITY
JITEPHATUBUTE Ca UICHTU(UIIMPAHH.

Amnanus pazxon-epextuBaoct (CEA).
Amnanu3 pazxoa-none3noct (CUA).
Ananus pazxoa-muHumym (CMA).
Ananu3 pasxoza-nonza (CBA).

Hznon3Banu MCTOAHU

M3amepurenu Ha pesynrarute | QALY, LYG, HRQoL wnu Mexxauaau pe3ynraTu.

3,5 Ha cTO rOIMIIHO KAKTO Ha pa3XoJUTe, TaKa U Ha pPe3yJITaTuTe

JuckoHTHpaHe
IIpH NPEACTABSIHE 3a MIEPHOJ], O-IBIbI OT €HA TOANHA.

Mopenupane Ha pa3BUTUETO | YTOUYHsABA c€ BUABT Ha mpuiioxenus mozaein ("IspBo Ha

Ha 3a00JI1BaHETO WU pewenusTa", Moaes Ha MapkoB, enUIeMHOIOTUYEH,
Tepanusra CHUMYJIAIIMOHEH, MOJIeJI Ha JUCKPETHHUS U300p U 1Ip.).
Meron 3a OLlcHKa Ha JleTepMUHUCTHYEH aHAJIW3 Ha YyBcTBUTENHOCTTA (DSA),
HECUT'YPHOCTTa BEPOSITHOCTEH aHAJIM3 Ha YyBCTBUTENHOCTTa (PSA).

3.4. llen Ha aHanmm3a.

dopmynupanaTa 1en Tpsab6Ba Ja ObJe sICHA U KOHKpPETHA M Jla € cbhoOpa3eHa ¢ (MHAHCHpallara
WHCTUTYLHUS.

3.5. CpaBHHUTENIHA aNTEPHATHUBA.

[Tpu npoBexxaaneTo Ha (papMaKO-UKOHOMHYECKHUS aHAIN3 CPABHUTEIHUTE AITEPHATHUBH TpsiOBa /1a
OpaaT choOpa3eHH C NPEHOPBUUTEITHUTE ANTEPHATUBU OT MPEJACTaBIHETO HA KIMHUYHUTE
M3MUTBaHMA, @ UMEHHO!

— aJTepHaTHUBaTa, KOSTO Hail-BepOATHO 111€ ObJie 3aMEHEeHa OT HOBATa TEXHOJIOTUS;

— aNTepHATHUBHU OT MPOBEICHH CUCTEMAaTHYHU 0030PH U METaaHAIIN3H;

— aJNTepHATUBUTE, KOUTO Ca BKIIOYEHU B CTAaHAAPTHUTE TEPANleBTUYHU PBKOBOJICTBA;

— aNTEepHATHUBU OT PaHAOMHU3UPAHU KIMHUYHU H3MTHTBAHUS.

B Tta3u mocnenoBaTenHOCT Ha M300p Ha aJTEepHATHBM CIIE/IBa Jla C€ OPHUEHTUpPAT OLICHSIBAHUTE 3a
3aIuIamiaHe JEeKapCTBeHH MPOAYKTH, KaTo KOJKOTO TO-BUCOKO B HepapxHsaTa Ha CPAaBHUTEITHHTE
aJITepHATHBH € M3I0JI3BaHaTa B aHaJIM3a, TOJIKOBA [T0-BUCOKA € JJOCTOBEPHOCTTA MY.

N300pbT Ha KOSITO U J1a € OT CPAaBHUTEITHUTE aJTepHATUBU TpsiOBa 1a Obae 0OOCHOBaH OT TJI€AHA
TOUYKa Ha ObJIrapckaTa TepaneBTUYHA MPAKTHKA.

3.6. IlepciexTuBa.

AHanu3ure ciesiBa 1a oTpa3sBaT NepCcleKTUBaTa Ha 3aIllallaniata HHCTUTYLHSL.

OOmiecTBeHaTa TMEPCHEKTHBA € MPENOpPbUYUTENHA MPH OIEHKAaTa Ha BAaKCHHAIIMOHHU TPOTPAMH,
CKPUHUHTOBH NPOrpaMu, NPOGUIAKTUYHN TPOTrPaMHu.

3.7. BpeMeBU XOpU30HT.

BpemeBUAT XOpPH30HT Ha aHanM3a ciefBa Aa ObJe JOCTaThYHO JABIBI, 32 Ja Ce rapaHThpa, uye
BCHYKH BaXHM OBJEIIM pPA3NU4Hus B Pa3XoAUTE W PE3yITaTUTE MEXKIy alTepHATUBUTE ca
UACHTUDUIMPAHH.

N300pbT Ha BpeMeBU XOPU3OHT Ha aHanu3a TpsiOBa na ObAe OOOCHOBAH OT TIJIeJHA TOYKa Ha
OYyaKBaHaTa MPOJBIDKUTEIHOCT Ha YXMBOT Ha 3aCETHATOTO HACEJNEHHE, KaKTO M OTYUTAHETO Ha
ITBITOCPOYHHUTE TEPATICBTUYHH PE3YIITATH MPH HETO.

3.8. 3non3Banu MeToIu.

OCHOBHUST WKOHOMHYECKH METOJ, KOWTO C€ INMpHiara Mpu OIeHKaTa Ha 3J[paBHATa TEXHOJIOTHS,
TpsiOBa /1a BKIIIOYBA Haii-Maiko aHanu3 pa3xona-noie3HocT (CUA) uinn aHan3 pa3xoa-e(peKTUBHOCT
(CEA). Koraro e ymecTHO, MOTar J1a Ob/IaT MPOBEJCHU TTOBEYE OT €AMH aHAIIN3.

ITpu cpaBHUTENIHU aNTEpHATUBU C JIUIICA HA MPEBBH3XOJCTBA HA TEPANEBTUYHUTE PE3YJITAaTH MOKE
Ja ce NpUIoXKK aHainu3 paszxoa-MuHUMYM (CMA), KakTo M NpU OIEeHKa Ha KOMOWHUpPAaHU
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JIEKapCTBEHU MPOAYKTH, KOTATO TEPANEBTUUHUSIT PE3yaTaT € CPaBHEH C TO3M HA MOHOIPOJYKTHUTE.
MetonpT ananmu3 pasxoa-mom3a (CBA) moxe na ce u3Moii3Ba MPH OICHKA HAa BAaKCHHAIIMOHHU
MporpaMu, 3[paBHU MPOTrpaMH, amaparypa, OpraHH3allMOHHM MEpPKU B 3/IpaBeolla3BaHeTo (Harmp.
CKPUHHUHI'OBY POTpamMu U 1p.).

N300pbT Ha aHamUTHUEH METOJ TpsAOBa Aa ObJe 0OOCHOBAH OT TrjelHa TOYKAa Ha 3arvlallaniara
WHCTUTYIIUS, BpEMEBUS XOPU30HT, I0KA3aTeJICTBAaTa 3a TEPANCBTUYHUTE PE3yITaTH.

[Ipyu npunoXKEHNETO Ha METOAUTE CE CIa3BaT OCHOBHUTE TEOPETUYHU MPENOPHKU, KAKTO U T€3U Ha
JloOGpute u3Ccne10BaTEICKH MPAKTUKH.

3.9. Pa3xoau 3a oneHsiBaHaTa 3/ipaBHA TEXHOJIOTUS.

IlenaTa Ha BCsSKa €IMHUIIA OT OICHSABAaHATAa TEXHOJOTHS W QJITEPHATHBHUTE TpsOBa na Oble
Mpe/icTaBeHa KaTo €IWHUYHA 1[€HAa, CTOMHOCT Ha KypC Ha JIeYeHHE B PaMKUTE Ha €JlHa TOAMHA,
KaKTO U APYTHU pa3Xxoau, HEOOXOJUMHU 3a MPUIIOKEHUETO I (KOoraTo € HE00X0AUMO).

W3roununuTe Ha BCUUKH €IMHUYHU LIEHU U pa3Xoau TpsOBa fa ObJaT MOCOYEHH, 32 /1a € Bb3MOXKHO
CpaBHEHHUE. 3a IIEHUM Ha JIEKAPCTBEHHUTE MPOAYKTH C€ HM3IMOJi3BaT perucrpute Ha Haumonamuus
CHBET 110 IIeHU U peuMOypcupane Ha jgekapcrBenute npoayktu (HCLIPJIII), korato nma TakuBa; 3a
LIEHU Ha 3/IpaBHU yCIyrd — HallmoOHATHUAT paMKOB JIOTOBOP U MOJI3aKOHOBUTE HOPMAaTHUBHH aKTOBE,
U3JIaZIecHH BBbB Bpb3Ka ¢ Hero. OcTaHaluTe BUIOBE LIEHW HA YCIYT'HM, KOMUTO HE C€ MOKPUBAT OT
H3O0K, morar na O6pmar B3etn OT Tapudu Ha JeuyeOHM 3aBEICHUS W JPYTd W3TOYHUIM, KOUTO
TpsOBa na ObAaT mocodeHdu. B Te3u ciydyam ce mpemopbuBa Ja c€ M3MOJ3Ba IMOBEYE OT €IUH
M3TOYHUK U JIa C€ U3YUCIIH CPEHA IICHA.

Pa3xonute 3a nedenue cienBa Aa ObJAT MPEACTaBEHU TAOIMYHO — Pa3XOH 3a KypcC Ha JICYCHHE 32
€IVH TAlUMEeHT W 332 BCUYKHU IMOTEHIMATHU TMAlMEHTH, Ha KOWTO IIE€ C€ Mpuiiara JEKapCTBEHUAT
MIPOJYKT.

PazxonuTe 3a nekapcTBeHaTa Teparnus clie[[Ba /1a C€ U3UUCIIAT 10 TpeiesiHa [IeHa Ha HUBO ThPTOBEIl
Ha JIpeOHO ¢ AaHBK BHpXY AobaBeHara ctorHOCT ([I/IC). Ako mpoaykTsT kanaunatcTsa 3a 100 Ha
cTo peuMmOypcarus B mpuioxkenue Ne 1, pazxonute TpsOBa 1a ce U3YUCIAT MO 1I€Ha Ha ThProBell Ha
eapo ¢ JJC. B cinyuaute Ha xanauaaTcTBaHe 3a nprioxeHuss Ne 2 u 3 pasxonurte TpsOBa 1a ce
M3UYUCIIAT MO0 1IeHa Ha Thprosel Ha eapo ¢ JJJIC.

B ciydaute Ha peumOypcanusi, mo-aucka ot 100 Ha cTo, B OTJe/IHA Ta0IUIa CIIe/(Ba 1a CE U3UUCIIAT
pasxoaute 3a H30K u 3a manuenTa 1o 1eHu Ha Thproseil Ha apeoHo ¢ JJJIC.

PazxonuTe 3a yeueHne ChbC CPaBHUTEITHUTE aNTEPHATHUBU CE MPEACTABAT TAOIUYHO — Pa3Xoau 3a
KypC Ha JICYEHHE 3a €IMH MAalMeHT 3a €IMH Mecell W 3a eHa roauHa. [IpencraBar ce pasxoaure,
onpesereHu Ha 6a3aTa Ha IIeHa Ha ThPTrOBEIl Ha €IpO WJIM Ha ThPTOBEIl Ha IPeOHO, B 3aBUCUMOCT OT
HUBOTO Ha peuMOypcamusa. CrnenBa ga ObAAT BKIIOYEHH PAa3XOAWTE 33 BCUYKU KIMHUYHO
CHIIOCTABUMHU QJITEPHATHBH HA OICHSBAHHUS MPOAYKT, KAKTO M TMPHUETOTO 3a CTAHIApT JICUCHHE
CBITIACHO TEpareBTUYHUTE PHKOBOJCTBA MM HAIMOHATHH CTaHIApTH. BaxkHO € Ja ce ompenemisT
JIEKApPCTBEHHUTE TMPOAYKTH, KOUTO HAM-BEpPOSTHO Ie OBJAT 3aMEHEHU OT OIlleHsABaHaTa 37paBHa
TEXHOJIOTHS.

KoraTo e He0OX0auMO Ja ce OCTOMHOCTU TPYIBT HA MEAUIIMHCKUTE W HA JPYTU CHEIUATUCTH, CE
MpuiiaraT HOPMaTUBUTE 32 MUHUMAIIEH OCUTYPHUTENIEH JT0XO/.

JIupeKTHUTE MEIUIIMHCKH Pa3XOAHW C€ MPEACTaBAT KAaTO CyMa OT Pa3XOJuTe 3a TEXHOJOTHITA,
HEHHOTO BBBEXJAHE B YMOTpeda, MOMBIHUTEIHU TMPOLEAYpPH, Pa3XOAW 3a JPYrd 3ApaBHU
JNEWHOCTH, Pa3XxoJd 3a JICUCHHE Ha HEXKEJaHW CHOUTHS W/WIM YCIOXKHEHUS, WHBECTUIIMOHHU H
yIpaBICHUYECKH pa3Xxojau. Bb3MOkHO € a ce J00aBsAT U APYrd BHJIOBE Pa3XOAM, KOUTO MOrar ja
MMaT OTHOIIICHHUE KbM 3/]paBHATa TEXHOJIOTHSI.

NHnupexkTHUTE pa3XxoAu Ce€ U3UMCIABAT caMO MPU 3HAUYUTEITHU COIMAIIHM U UKOHOMUYECKH IMOJ3U
OT BBBEXKJIAHETO HA HOBATa TEXHOJOTHS, KOUTO Ca M3BBH 3/paBHHUTE Moi3u. [Ipu u3uucnsBane Ha
WHIUPEKTHUTE PA3XO0JM C€ MpenopbhbuyBa METOABT HA YOBEHIKHs KamuTtad. [locouBa ce KakbB BHI
WHJIUPEKTHA Pa3XOJH CE€ OCTOMHOCTSBAT — 3aryoW OT HepabOTOCIOCOOHOCT TOpaaud BPEMEHHO
OTCHCTBUE OT paboTa, 3aryOm OT TpaiiHa HepabOTOCMOCOOHOCT, HamalieHa PabOTOCIOCOOHOCT,
MPEXICBPEMEHHO MEHCHOHUPaHE, IPEKIEBPEMEHHA CMBPTHOCT WJIH JPYTH.

WNHnupexkTHUTE pa3Xxoau ce MPEACTABAT U OLIEHSABAT OTACIHO OT JUPEKTHUTE METULIMHCKHU Pa3XO/Iu.
Benuku pazxoam ce mpeAcTaBsAT B TaOJMUYEH BUI, B KOWTO clie[iBa Ja ObIaT MOCOYEHH BUIBT Ha
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€IMHULIUTE, KOUTO Ce OIICHSIBAT, OpOSIT UM, cXeMaTa Ha IPUJIOKEHHUE, Pa3XOAUTE 3a BCSAKA eIMHUIA
1 O0IIUTE Pa3xoIu.

3.10. JluckoHTHpaHE.

3,5 Ha CTO TOAMILIHO KAaKTO Ha pa3XOJIUTe, TaKa U Ha PE3yATATUTE IIPU IPEJCTABSIHE HA PAa3XOAUTE U
pe3ynTaTuTe 3a Mepuo/l, Mo-AbIBI OT €Ha FOINHA.

3.11. 3meputenu Ha pe3ysITaTUTE.

[Ipy mpoBeXkJAaHETO Ha AHATUTHUYHUTE TEXHUKU C€ Cla3BaT MPEMOPbKUTE 3a H3MEPUTENd Ha
pe3yJITaTUTE, KOMTO CE€ OYaKBaT IpU BBBEXJAHE Ha 3apaBHaTa TexHoisorus. [Ipeamounranu ca
IBITOCPOYHHUTE pe3yaTaT (mpoabbkuTeaHocT Ha xuBota (LYQG), roguHa KuBOT, choOpa3eHa ¢
kauecTBOoTO (QALY), ciienBaHu OT MEXIAUHHM pe3ysTaTd (IPOMEHM B KIMHMYHHU IOKA3aTelnu U
Mporpecus Ha 3a00JISIBAHETO).

M360pbT Ha U3MEpUTEN HA pe3yiTaTa cieiBa ga ObJe 0OOCHOBAaH OT IJIe[HA TOYKA HA BHJA HA
3a00JI1BaHETO, OYaKBaHATA MPOIBIDKUTEIIHOCT HA JICUEHUETO, IPOMEHHUTE 10 BpeMe Ha JICYEHUETO.
[Ipu otunrtane Ha nokazarens QALY cneaBa na ce mocoun U3TOYHUKBT HA JAaHHU 32 MPOMEHUTE B
KauecTBOTO Ha JKMBOT M Jald TOBAa Ca JaHHU OT MPOBEACHU KIMHUYHU U3MHUTBAHUS C
KaHJUIaTCTBAlIaTa 3/IpaBHa TEXHOJIOTHSA, WIM OT 0a3d JAaHHU C MyONMKYBaHU MpPOYy4YBaHHA (Te
TpsOBa na ObAAT MOCOYEHM), WM €KCHEPTHU OLEHKU HAa MEIUIMHCKHU CHEIHAIUCTH, WIH IPYTH
M3TOYHHUILIN.

3.12. MoaenupaHe Ha ChOTHOIIEHUETO Pa3Xo/-pPe3yirar.

Koraro HanuuHuTe KIMHUYHM M HEKIMHUYHM JAHHU HE ca JIOCTaTh4YHM, 3a Ja CE OINpeaeiu
CHOTHOILIEHUETO pa3xoJ-e(peKTUBHOCT, ce mpuiara Moaenupane. CTpykTypaTa Ha Mojena TpsoBa
na Obae mnpeacraBeHa. CIOXKHOCTTa Ha MoOJelNa M METOAMTE 3a MoJenupaHe TpsOBa 1a
CHOTBETCTBAT HA CJIOXKHOCTTA Ha 3JPaBHUS MTPOOIIEM.

[IpenopbunTeIHO € MOACTHTE Ja OBAAT JOKOJIKOTO € BB3MOXKHO MO-ONPOCTEHH U MPO3PAYHHU, KaTO
B CHIIOTO BpEME C€ 3ara3Ba TAXHOTO JETalIHO U3M'BJIIHEHHUE, 32 J1a MOXKE /1a CE€ OLIEHU pa3jifKaTa B
e(eKTUBHOCTTa Ha CPaBHIBAHUTE TEXHOJIOrMU. TpsOBa Aa ca sSICHU MPEANOIOKEHHUSATa B MOJENa,
no0pe 000CHOBAaHM M TECTBAaHU UYPE3 aHAIU3 Ha YyBCTBHTETHOCTTA. Mojaenute TpsiOBa ga Obaat
pa3paboTeHu upe3 o0IonprueTy Nocodus, 3a Ja MOXKe Jla ce TeCTBAT U Bepuduuupar.

B cmyuawre, koraro HsMa CTaTHCTHYECKH 3HAYMMa pasifKa B KIMHWYHATA €(EKTUBHOCT Ha
IITEpHATUBUTE, HE € HEOOXOAUMO MoielrpaHe. AKO MOJIETbT BKJIIOYBA KIIOYOBH JIaHHH, 32 KOUTO
HsIMa HECUTYPHOCT B IIPOMEHUTE UM, B aHaJIM3a Ha YyBCTBUTEJIHOCTTA C€ TECTBAT CaMO TE€3U, IIPU
KOUTO MMa CTaTHUCTHYECKU 3HauMMa pasznuka. OcTaHaluTe mapaMeTpu TpsOBa Jia ce M3KIYaT OT
MojIeJia UJTU /1a C€ CUMTAT KaTO HEeyTPaJIHU MO0 OTHOLIEHUE Ha MOJIeNa.

ITpu npencTaBsiHe Ha CHOTHOLIEHUETO Pa3XoA-pe3yiTar Moxke Aa Ob/ie MPUII0KEHO MOJIEIUPaHEe OT
Buaa "J[ppBO Ha pemeHusTa", Moaen Ha MapkoB, €MUAEMHOIOTHYEH MOJCN WU Apyra Hay4dHO
npueTa TeXHUKa 3a Mojenupane. [Ipu Mosenupanero TpsOBa /1a ce mocoyaT CIASAHUTE TaHHU:

OGekT Ha aHanu3a | [IpuHIMIHN Ha 106pa NpaKkTHKA | Bempocu 3a kputHuHa oreHKa

CtpykTypa Ha Mojiena

SIcHo nu ca nepuHUpaHu

3,Z[paBHO CbCTOSAHUEC

CrpykTypara Ha Moiena TpsiOBa 1a
€ OIpPOCTEHa, JJOKOJIKOTO €
BB3MOKHO, HO B CHIIIOTO BpeMe
TpsiOBa /1a KOPECTIOHANPA ChC
3paBHHS MPOOJIEM, 3HAHUETO 3a
Kypca Ha poTHYaHe Ha
3a00J19BaHETO, IPUUUHHO-
CIIEJICTBEHATA BPH3KA MEKIY
IIPOMCHJIMBUTC. JInmcara Ha JaHHU
HE € OCHOBAaHUE 32 eTMMHHUPaHE Ha
3ApaBHU CHCTOSAHUA.

3IpaBHUAT MPoOJIeM, 0OEKTHT Ha
OIICHKaTa U alnTepHaTHUBHUTE?
Onucanu 11 ca BAXXHUTE 3a Kypca
Ha gedenue eranu? OnucaHu U
000CHOBaHH JIH ca
MpEeANoIoKEeHUsATa B Mojiena’?
O6ocHOBaH U € MoA0OPHT Ha
3/IpaBHUTE ChCTOSIHUA? AKO J1a, Te
ChOOpa3EeHM JIN Ca ChC
CHIIIECTBYBAIIOTO MO3HAHUE 32
3a0oaaBaneTo? Mma
JIMTICBAINHU 3/IPABHU ChCTOSTHUS?
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CpaBHuTeHN
aJITepHAaTUBU

MonensT TpsiOBa 1a € choOpaszeH
ChC CPABHUTCIHUTE aJITCPHATUBH,
OIMCAHH T10-TOpeE.

Omnucany 1 ca CpaBHUTEITHUTE
antepHaTuBu? CproOpa3eHu i ca
aNTepPHATUBHUTE C IPEHOPBKUTE 32
nogbopa um?

BpemeBu xopu3oHT

BpemeBusT untepain TpsioBa 1a €
JIOCTaThUEH 3a OLIEHKA Ha
MPOIBIDKUTEITHUTE PA3TIUKU B
pa3xoJUTe U pe3yaTaTUTE Ha
CpaBHSIBAHUTE aJITEPHATHBHU.

JleduHupan 1u € BpeMEeBUSAT
xopu3oHT? [loaxoasuy im € 3a
aHaJIM3MpaHaTa CUTyauus?

[IponbmxuTeHOCT
Ha IIUKbJa (TIpu
M3II0JI3BaHE HA
MOJIEIN C UMKINYHA

CTPYKTypa)

[IpoaABIKUTENHOCTTA HA IUKBIIA
TpsiOBa /1a € Hali-KPaTKUAT MEepHO/I,
B KOMTO ce HaOJ01aBaT IPOMEHH B
u3cie/BaHUTE NapaMeTpy Ha
Ipoleca Ha pa3BUTHE Ha
3a00JIIBaHETO.

[IpoabmKuTEeIHOCTTA HA IIUKbBIIA
neduHupana i e B mojena? Ts
CHOTBETCTBA JIM HA Pa3BUTHETO Ha
3a00JIIBaHETO?

Bxoanu manuu B Mojeia

Nnentudunupane Ha
BXOJHUTE JAHHU

MopensT TpsiOBa 1a U3M0JI3BA HAl-
no0pUTe HATMYHU JTAaHHU
(emmaeMHOIOTUYHHU, Pa3X0In
KJIMHAYHHU ), ChOTBETCTBAIIIM HA
MMO3HAHMETO U CUTYalHsTa B
boearapus. Bxoguure qanHu TpssOBa
Jla ca MOJy4YeHU OT OOEKTHUBHU
n3ToyHuiy. KirrouoBu naHHM ca:

O epeKTUBHOCT U 0€30MaCHOCT Ha
CpaBHSIBAHUTE WHTEPBCHIIHH,

0 MOJIE3HOCT Ha 3ApPaBHUTE
CHCTOSIHHUS,

O NPOMEHJIUBH, IPU KOUTO JOPH H
MAaJIKU TIPOMEHH B CTOMHOCTTA
OKa3BaT 3HAYUTEITHO BH3/ICHCTBUC
BBPXY pe3y/ITaTUTE.

W3rounnnuTe Ha TaHHW MOTaT Jia
ObJaT OT KJIMHUYHU MPOYIBAHUS,
HEKJIMHUYHUA, UKOHOMUYECKH 0a3u
JaHHH, CUCTEMATHYHU 0030pH U JP.
N3Toununure TpsioBa ga ObaaT
MMOCOYEHH U 00OCHOBAHH.

[IpencraBenu Jin ca M3TOUHUIIUTE
Ha JIaHHU B Mojiena?

[IpunoxeH 11 € NOAXO0IAIL METOA
3a ThpCEHE Ha JaHHU?
OmnpeneneH a1 € napaMeTbpbT HA
BapupaHe Ha janHuTe? Hemro
II0JICKa3Ba Jid, 4e JaHHUTE ca
U3II0JI3BAHU CEJIEKTUBHO?

Wma nu 1aHHU, OCHOBaHU Ha
eKCIIepTHO MHEHUE (aKo J1a, KaK
ca MoJI0paHy eKcrepTuTe, Opoit,
MeTOJ 3a ChOMpaHe Ha
uHpopManus, KOHQIUKT Ha
UHTEpECH)?

Mopaenupase Ha
TAaHHUTE

MonenupaneTo Ha JaHHU TpsiOBa 1a
ce TPOBEXKa Ype3 OOIIONPUETUTE
CTaTHUCTUYECKU METOIH.

Omnucany iy ca U3IO0I3BaHUTE
MeToH? ChIIOCTaBUMH JIH ca C
o0IIOTIPUETHTE
OMOCTaTUCTHYECKHU U
EMUIEMHUOIIOTHYHA METOIN?

BxirouBane Ha
AaHHUTE B MOJeEIIa

MepHute euHUIM, BPEMEBUTE
WHTEPBAIIM U XapaKTEPUCTUKUTE Ha
MonyJanusaTa TpsioBa Ja ca B3auMHO
CBHIIOCTAaBUMH B LIEJIHMS MOJIEIL. 3a
CTaHJIaPTH3UPAHE WITH
eNMMUHUpaHe Ha eheKTUTE Ha
BPEMETO MOJKeE JIa Ce TIpHiIara MeTo,1
Ha KOpeKHHI/I C ITOJIOBUH IIUKBJII.

Ornucanu 11 ca MEPHUTE
[S21070504000% 8 BpeMeBI/ITe I/IHTepBaJ'II/I,
XapaKTEPUCTUKUTE Ha
HAaceJEHHUETO U CHIIOCTAaBUMH JIH
ca 3a alNTepHATUBUTE?
[Tpunoxen nu e MeTox 3a
KOPEKIIMH C MOJOBUH IIUKBI?
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AHaJIN3 Ha YyBCTBUTEIHOCTTA

[IpoBeneHn 1 € ananu3 Ha
YYBCTBUTEIHOCTTA 32 BCUUKHU
HECUT'YPHHU IapaMeTpu?
JlepuHupanu 1u ca HHTEpBaIUTE
Ha IIpOBEpKa Ha BapupaHe?
[IpoBeneH 11 € BEpOSATHOCTEH WU
JNETEPMUHUCTUYCH aHAJIU3 Ha
yyBcTBUTEIHOCTTA? JlUmicara Ha
BEpPOSITHOCTEH aHAJIU3 32
YyBCTBUTEIHOCTTA OIpaBAaHa JIH
e?

Bceku mozen TpsiOBa ja ©Ma aHaIu3
Ha YyBCTBHUTEIIHOCTTA HA
KJIFOYOBMTE ITApAMETPHU U TOU
TpsiOBa a € 000CHOBaH. AHAIU3BT
Amnanus Ha Ha YyBCTBUTEIIHOCTTA BKJIIOYBA
YyBCTBUTEITHOCTTA JIETePMUHUCTHYCH aHAIN3 Ha
KJIIFOUOBHTE MapaMeTpH WU
BEpPOSITHOCTEH aHaJIN3. JIurcara Ha
aHaJIM3 Ha YyBCTBUTEIHOCTTA
TpsOBa 1a € 000CHOBaHA.

3.13. IlpeacraBsiHe Ha pE3yJaTATUTE OT MPUIOKEHUS AHATTUTUYEH METO/.

Koraro mnpunokeHata aHalIWTHYHA TEXHHKA € Pa3XoA-e€(PEKTUBHOCT WU Pa3XOA-TOJIE3HOCT,
pe3ysTaTUTE C€ IMPEACTaBIT KaTo CHOTHOILIEHUE pa3XxoJ-€()eKTUBHOCT WJIM HHKPEMEHTAJIHO
CHOTHOILICHUE HAa HapacTBaHE Ha Pa3XOAUTE U Pe3yJTaTUTE.

[Ipu mpexncraBsHETO UM C€ cla3BaT OOLIONPUETUTE IMpaBUiIa HA MOJPEkKAAHE HA ANTEPHATUBUTE
BBB BB3XOJII PE/I HAa PE3YATATUTE U Ce U3UHCIISIBA MHKPEMEHTAIHOTO ChOTHOILIEHUE HA Pa3XOAUTe
(ICER) 3a Bcsika OT TepanmuuTe MO OTHOIICHHWE Ha ChOTBETHATa aJITEpHATHMBA 3a CpaBHEHUE,
MpeJICTaBeH B ClieiHATa TaOIuIa:

Herna
Creue ICER B 3/paBHA
OGu; | O6u | O6uy neHn P
o . | Jombmau Creue CpPaBHEHHE CHC noJiza
AnTtepH 0 Opoii | Opoii TOJIUH
TEJIHU JICHH ChOTBETHATa NHB
atmBa | pasx | rogumam [ QAL u
, pasxoau QALY | anrepnatuBa uiu (Net
omnu | xuBOT | Y’s HKUBOT ,
(LYG) (QALY’s) Health
Benefit)
AntepH
atuBa |
AntepH
aTuBa 2
AntepH
aTuBa 3

Koraro m3non3pBanaTa aHaJIMTUYHA TEXHHUKA € pa3XxOoA-MUHUMYM, Ce€ MPEACTaBAT J0Ka3aTeJICTBa 3a
eKBUBAJICHTHOCT Ha TEPAIEBTUYHHUTE PE3yATaTH M C€ CpaBHSABAT OOIIMTE 3ApaBHU pa3sxoad 3a
n30paHaTa NepcrneKTHBa Ha (UHAHCUPAIATa HHCTUTYLIHSL.

Koraro wu3nomsBaHaTa aHAIWTHYHA TEXHWKA € pPa3XOJ-TIOJI3a, CE€ MPEACTaBs CHOTHOLIEHHETO
pa3xoA-1oi3a, HeTHaTa 3JpaBHa 1oJ13a U APYTH MPUI0KUMHU OKa3aTeH.

3.14. Ananu3u Ha NOATPYIIH.

ITocouBar ce naHHMTE, KOUTO TIOKa3BaT, 4e €(PUKACHOCTTa W/WIM DPa3XOJIUTE, CBBP3aHU ChHC
3[IpaBHATa TEXHOJIOTHs, CE PA3JINYaBaT B OTACITHUTE MOATPYITH, aKO Ca HAJTMYHH TaKuBa. AKO € TaKka
U MMa WHAMKALHKS 32 Pa3XxoJ-eeKTHUBHOCT MpHU JIEUCHHETO Ha TEe3U MOJTrPYIH, Ce MOCOYBa Jallu
MOJTPYNUTE ca WACHTUDUIMPAHH, TIPeAn a ObJie MPOBEACHO KIMHHUYHOTO W3MUTBAHE WU CIIET
MoJTyyaBaHe Ha Pe3y/ITaTUTE OT U3CJIEBAHETO; ONMUCBAT CE XaPaKTEPUCTUKUTE HA MOATPYITUTE U Ce
MIOCOYBAT PE3yATATUTE HA MOZENA 32 T€3U MOATPYTIH.
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3.15. MHTepnperaius Ha pe3yJTaTUTE OT aHAJIU3A.

Pesyntature ce mHTEpHpeTUpaAT MO OTHOIICHHE HA MEPCIEKTUBATA HA aHAIM3a, IO OTHOIICHHE HA
CHOTHOILIEHUETO Pa3XoA-pe3yNITaT UK Ha MHKPEMEHTATHOTO ChOTHOIICHHUE.

AHanu3upar ce €BeHTYaJHHTE OTpaHHMYEHHUS Ha MPWIOKEHHUS aHadu3 u (PaKTOpUTE, KOMTO Omxa
MMaJii Bb3/IeiCTBHE, HO HE Ca BKIIIOUEHU B aHAIIM3A.

3.16. CpaBHeHUE C APYTU MPOBEIACHU aHAIH3H.

[TocoyBa ce ganu pe3yaTaTUTE OT aHAJIM3a Ca B CbOTBETCTBUE C PE3YIATATUTE OT Bede MyOJIMKYBaHU
10100HM aHAIM3H U aKO TOBA HE € TaKa, Ce MOCOYBAT Bb3MOKHUTE IPUUMHHU 33 PA3ITUUHUATA.

4. Aganu3 Ha OIOKETHOTO BB3AEICTBHE.

AHanu3bT Ha OIOKETHOTO Bb3ZelicTBUe (ABB) e BakHa 4YacT OT IsTIOCTHaTa MKOHOMHYECKA
OLIEHKa, KaTo ompenesis (UHAHCOBUTE MPOMEHH Ha MyOJIMYHUTE Pa3xoJu 3a 37paBeora3BaHe Clie]
BKJIFOUBAHETO HAa HOBM 3]paBHU TEXHOJIOTHUH.

HacToAwa npaktvKa Kniouosn daktopw BanaHre sbpxry HoBa npakTvka
Hoea
Obiwya nonynauua 06wa nonynauma
BonecTHoCT BaAscTHOCT {18 NpepeHATHIHK
sabonesasmoct wiTepBenLH)
: Hoea
Bonxa nonynauua BonHa nonynauma
%
+ [Omnarvasa
JHATHOCTULMPAHK P :
% NERYBAHM Hoea
TapreTHa nonynauHa TapreTHa nonynaws
PISCTOMUR DMy HKOCTAT AN S ELAE, KOHCOP T AL,
R Aciedne MATHACTMAHM TECTARE, NEKBPCTRANE Hoga
Wanonsaarn pecypcu TepasinM Wanon3saxm pecypou
ST T N b, AN AP | ASERYTREHTALHIA, SV NBTEORN
I Ay, o TR T i NEBEARAH, NEAHET Bl THRATHA
gl 1]
Crofinoct Ka
pecypoHTa HoBa 1epania KAK NPOUE Ay Hoea
Fa3xodw 3a nevexdme Pazxoam 3a neverue
Ha 3abonABaHETD paznuka Ha 3aBonasadero
BioamerHo
Bb3geicTens -

4.1. IlepcnextuBa Ha ABB.

AHanmu3bT Ha OIOKETHOTO BB3JICUCTBHE Cclie/Ba Ja OBJE TPOBEACH OT TIJIe[HATa TOYKAa Ha
3amaman@ara myoluyHa MHCTUTYHHS. B cioyuyalt Ha cmopensHe Ha pa3XOAWTe C TAalleHTa ce
MpenopbhYBa Ja ce MPEACTaBAT U CPEAHUTE Pa3XoJM OT CTpaHa Ha manueHta. Camo B 000CHOBaHU
Cllydad JOMBIHUTEHO MOXE Ja C€ MPOBEAe aHadn3 Ha OIOPKETHOTO BB3JEHCTBHE OT JIpyra
MepPCIEKTUBA.

4.2. BpeMeBH XOpU30HT.

AHanmuM3bT Ha OIOJDKETHOTO BB3JACHCTBHE BKIIIOYBA OICHKA HA BB3JICWCTBHETO Ha OICHSBAaHATA
3/[paBHA TEXHOJIOTHsI BBPXY TOJUIIHUS MyOnWuYeH OOJKET 3a 3/paBeola3BaHE B paMKHUTE Ha
HSIKOJIKO TOJWHHM CJIE]T BbBE)K/IAaHETO HAa HOBAaTa TEXHOJIOTHS Ha IMa3apa WM U3TErJIsTHE OT ma3apa Ha
HATMYHUTE aNTepHATUBU. AHAIU3BT Ha OIOKETHOTO BB3ACUCTBHE CE MPEACTaBs 3a MEpPHOi S
TOJINHHU.

4.3. EnemeHTH Ha aHaJIM3a Ha OFOPKETHOTO BB3/ICHCTBHE.

AHanu3sT Ha OFOKETHOTO BB3IEHCTBUE BKIIIOYBA CIEIHUTE €JIEMEHTH:

* pa3Mep U XapakTEPUCTUKU Ha LieJeBaTa Momyalus;

* HACTOSIIIA TEPANICBTUYHA TIPAKTHKA,

* HOBa TepaneBTUYHA MPAKTHKa CJe]l BbBEXKJAHE HA HOBaTa 3JIpaBHA TEXHOJIOTHs/OTHAJaHE Ha

ctp. 58 ot 64



HACTOAIIATA,

* pa3xo/u 3a HacTosLIaTa U HOBATa 3/IpaBHa TEXHOJIOTUS;

* IpE/ICTaBSIHE Ha PE3YJITATUTE;

* aHaJIM3 HA YyBCTBUTEJIHOCTTA.

4.4. U3TouyHNIIN HA TAaHHU.

W3rounnny Ha JaHHU 32 aHaiu3a Ha OIO/PKETHOTO BB3JCHCTBHME MOTaT jJa ObAaTr: MyOJMKyBaHU
€MUIEMUOJIOTMYHU [TPOYYBAHUS, HALIMOHAIHU CTaTUCTUYECKH JIaHHU, [Ta3apHU MPOYUBAHUA, TaHHU
OT perucTpu. 3a 1esira € HeoOXoIuMo J1a ObJie TpeACTaBeHa CTPATETUATa 32 ThPCEHE, KPUTEPUHTE
3a n300p Ha JaHHU U METOJUTE 3a aHaJM3, KAKTO U CUJIHHUTE U CIa0UTe CTpaHU Ha WU3MOI3BAHUTE
W3TOYHHULIN.

[IpenopbuuTesIHO € Aa ce U3MOJI3BAT EMUIAEMHOJIOIMYHN JaHHH 3a ObJrapckara MOIyJalus, KaTo
M3IIOJI3BAHETO HA JIaHHHW OT JAPYTH AbpKaBU TpsiOBa na Obne obocHoBaHo. Koraro ce m3mon3Bar
JaHHU OT HENMyOJMKYyBaHU HM3TOYHUIM (HAIp. EKCIIEPTHH MHEHUS, MAPKETUHTOBU MPOYYBAHUS,
JaHHU OT MAIMEHTCKH OpPraHu3alru), € He0OX0IUMO 3abJDKUTENHO J1a ce AeKJIapupa KOH(QIUKT Ha
HUHTEPECH.

IIpencraBaT ce ovakBaHUTE ACUCTBUTEIHM pPa3XOAM 3a IUIaTELld, CBbP3aHU C HOBaTa 37paBHA
TEXHOJIOTHUS M CPAaBHUTEIIHUTE aJITEPHATHBH.

4.5. Pa3mep 1 XxapakTEpUCTUKU Ha I1eJIeBaTa MOMyJIalus.

[Ipy uU3roTBSHETO HA aHaNu3a Ha OIJKETHOTO BB3ACUCTBHE € 3aJBDKUTENHO Ja C€ OLCHU
pa3MepbT Ha LiejeBaTa MOIMyJalus MalUeHTH U pas3lpeesIsHeTO Ha BCSIKAKBH XapaKTEPUCTUKH,
CBBpP3aHH C Hesl, KOUTO MOraT Ja umar OropkeTHO BiusHue. Crien kato ce neduHupa LeieBaTa
nomynanus, TpsOBa /a ce ompeiesu MPOLEHTHT HAa JUArHOCTHLMPAHU, HA JIEKYBAaHU NAIUEHTH,
KaKTO U TeXecTTa Ha 3abonsiBaHeTo. OOMKHOBEHO BHB BpB3Ka C TOBA C€ MpHIaraT MO-TUMUTHPAIIH
KpUTEPUH 32 BKIIIOUBAHE, 3a Ja CE U3YMCIIM TOYHO MOMYJIALMITA MAllUEHTH, KOUTO Ca HaJIeKIHU 32
HOBaTa 37paBHa TexHoorus. [Ipu olleHkaTta Ha pa3Mepa Ha IeleBara MOmyJaalus U TeXecTTa Ha
3a00JIIBaHETO € BaYKHO JIa C€ MPEIBUIM U MPOMsIHATA HA T€3U MapaMeTpUu BbB BPEMETO ChC U Oe3
HOBaTa 37[paBHa TeXHOIOTUs. [1og00HN POMEHN MOTraT Ja MPOMEHST OFO/PKETHOTO BB3ACHCTBUE HA
HOBaTa 3[[paBHAa TEXHOJIOTHs. 3a OLIEHKAa Ha TE3W MPOMEHU CE HW3IMOJ3BAT JAaHHH OT KIMHUYHU
Npoy4YBaHWA WM peructpu. IlyOnMKyBaHW HNaHHM WIM EKCHepTHa OIEHKAa 3a BCSKAaKBa
JOMBIHUTENTHA BBH3MOXKHOCT 3a OIpe/essHe Ha liejeBaTra Momyianus (KaTo MPHIOKEHHETO Ha
JMarHOCTHUYHU TECTOBE HANpHUMEP), KOATO MOXE Ja MOBMILIM pa3Mepa Ha MOoIyJanusaTa Wik Jaa
IIPOMEHHU TEKECTTa Ha 3a00JIIBaHETO, CHILO TPsIOBa /1a ObJAT BKIIOYEHU B aHAIM3A.

[leneBara nmomymnanus cieaBa 1a ObJe onpeeneHa Mpy caeAHUTe KPUTEPUU:

* pa3npocTpaHEeHUe Ha 3a00JIABAHETO;

* OIICHKA Ha MallMEeHTUTE, KOUTO ca MOAXO/SIIM 3a HOBaTa 37jpaBHA TEXHOJIOTHS;

* OlLIGHKa Ha NpeAroyiaraeMusi Ma3apeH U1 Ha HOBaTa TEXHOJIOTHS OT TapreTHaTa MOIyJarius
CHPSMO TOIYJIALUATA, KOSITO U3I10JI3Ba CPAaBHUTEIHUTE AITEPHATUBH 3a JIaZIeHOTO MTOKa3aHUE.

4.6. Cuenapun npu ABB.

AHanu3bT Ha OIOPKETHOTO BB3JCHCTBUE ce 0a3upa Ha JBa cuieHapus — "CBaT 6e3 HoBaTa 3/7paBHa
texHosorus" u "CBAT ¢ HOBara 31paBHa TexHojorus". B cuenapus "CBsaT 0e3 HOBaTa 3/paBHa
TEXHOJIOTHS" ce€ OMUCBA HACTOsSIIATa TEPANEBTUYHA MPAKTHKA, JOKaTO ciieHapuar "CBST ¢ HOBaTa
3/[paBHa TEXHOJOrusA" OTpassBa BB3JCHCTBUETO BBPXY Ia3apa Clle]] BbBE)KJIAHETO Ha HOBATa
TEXHOJIOTHUS (KOATO MOXe Ja Obje Ao0aBeHa KbM ChIIECTBYBAIIMTE WM MOKE /1a 3aMEHHU 4acT OT
TAX WM BcUYkH). [IpenmonoskeHusTa OTHOCHO JBaTa clieHapus TpsOBa jna ObaaT JeTaiiHo
OINMCaHU U OOOCHOBAHU B aHATN3A.

4.7. Pazxonu.

AHanu3bT Ha pa3XxoJUTE NpU OlLEHKaTa Ha OIOKETHOTO BB3JIEHCTBUE € B CHOTBETCTBHUE C
NepCreKTUBaTa Ha aHain3a. MeToauTe, M3MOJI3BaHU 3a OIIEHKAa Ha pa3xoauTe, TpsOBa na Obaar
SICHO OTNHMCaHU W OOOCHOBaHW. AHANMM3BT Ha pa3xoauTe ce 0a3upa Ha JNECWCTBUTEIIHATA IIEHA Ha
npuaoOMBaHe HAa HOBATa 3/JpaBHA TEXHOJOTHA OT 3aIllallaliata MHCTUTYIUS U Ha JTOITbIHUTETHUTE
pa3xoliu, CBbP3aHU C OIICHSBAaHATa 3/IpaBHA TEXHOJIOTHSA, KaTO M3YMCIEHUSTA CE IMPEACTaBAT Ha
HUBO lIeHa Ha Teprosel Ha eapo ¢ J/IC unu Ha Teprosert Ha apedno ¢ J/1C.

[Ipu npexacraBsiHe Ha MyOJUYHUTE Pa3XOJH TPsAOBa /a ce TrapaHTUpa, Ye TOBA ca JACHCTBUTEIHUTE
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Pa3xoiu WM CIECTSIBaHUs 3a IJIaTela.

B 3aBucuMoOCT OT BuJa Ha HOBaTa 3/paBHA TEXHOJOTUS € Ba)KHO Jla CE ONUIIAT U BB3MOKHUTE
pa3xolu, CBBbpP3aHM C HEWHOTO BBBEXKIAHE, BKIIOUUTEIHO aKO € HEeoOXOauMOo oOydyeHHe Ha
MEAULMHCKUTE CIELMAIUCTH WIN MTallUEHTa, KAKTO U IPOMEHU B NPUHIUIINTE 3a AUArHOCTUKA WU
npyru GyHKIMOHAIHU IPOMEHH B 3/lpaBHATa CHCTEMA.

B ananu3za Ha 010)KETHOTO BB3ACHCTBUE Pa3XOAUTE HE Ce JUCKOHTHUPAT.

[Ipu oneHkara Ha OOIIMTE TOMBIHUTEIIHN Pa3XoAu TPsOBa J1a ce UMa MPEIBU/I;

* pa3xoJuTe, CBbP3aHU C HOBATa 3]JpaBHA TEXHOJOIHS;

* JIONBJIHUTEIHUTE Pa3Xxolu B CHUCTeMaTa Ha 3/paBeOla3BaHETO, CBHP3aHU C IpUIIAraHeTO Ha
HOBaTa TEXHOJIOTHS;

* HaMaJsBaHETO Ha pa3XOAMUTE, CBBP3aHH C HAMAJICHOTO H3IMOJ3BAaHE Ha ChUIECTBYBAIIUTE
JITepHATUBH, aKO HOBAaTa TEXHOJIOI'US 3aMEHHU HACTOSILINTE;

* HaMaJsBaHE Ha pa3XOJIUTEe, CBbP3aHU CbC CIIECTSABAHUSA,
XOCIUTANINU3ALMU U Ap.

4.8. AHanu3 Ha YYBCTBUTEIHOCTTA.

IIpu ananusa Ha OIOKETHOTO BB3/ECHCTBUE CE OYAKBAT JBa TUIIA HECUTYPHU JIAHHU: HECUTYPHOCT
IPU CTOMHOCTUTE HA BXOJHUTE JAHHU U CTPYKTYpPHA HECUTYPHOCT, CBBp3aHa C HAIpPaBEHUTE
npenmnosioxkeHus. [lpenoppuBa ce aHANIM3BT HAa UYBCTBUTENIHOCTTA Ja C€ MPOBEXJa IO HAYMH,
KOWTO TMO3BOJIABA MPOMSHA B CTOMHOCTUTE Ha M30paHUTE BXOJHHU MapaMeTpu U CTPYKTYpHHUTE
IIPENII0JIOKEHHUS, 32 Ja ce (POpMHUpAT MPaBAONOA00HH aNTEPHATUBHYU CLIEHAPUH.

4.9. IlpencraBsine Ha pe3yJITaTUTE.

Karto HalpuMep I0-MaJlko

Taf.auua Ne | Tabauua No 2

Bpoif nan 181 OT DAUMEHTHTE, AK0 HOBATA TEXHOIOTHA
ce peumbypcupa

Bpoii uan 41 OT NauMeHTHTE, KO HOBATA TEXHOJIOIHA
HE ce penmbypcupa

Togn- Toguua

lNogu-
Ha 3 X

Ha 2

Toan-
Ha |

lNogn- Toguua

lNoon-
Ha 3 X

Ha 2

Togn-
Ha |

Hoea TexHOaO0-
rus

Hogea texHono-
THA

Anrtepuatnea |

AnTtepnartusa |

AnTepHarnea?l

AnTepuatupa 2

AnTepHaTtnea3

AnTepHaTHEa 3

Pasxoon (Fogmuen pasxon Pasxonn (logumen pasxon
33 nauneHT*Bpoi NauMeHTH TOANMIHO) 33 nagueHT*Opoli NauMeHTH TOAHILHO)
Toan- Toan- Toau- | ... | Toanna Toan- logn- TFoau- | ... | F'ooguna
Ha | Ha 2 Ha 3 X Ha 1 Ha 2 Ha 3 X

Hoea TexXHOIO-
riua

Hosa TexHoI0-
ris

A aTepHarisa |

Anrepratiga |

AnTepHaTiea 2

Antepuatnsa 2

AaTepaaTuea 3

AntepHaTtnsa 3

Qomo
paixogn

Qoo
pa3xoan

Bu3aeiictBueTO BBpXY 6IOI[)KCT8. € pasjinkaTa MCKAYy ABaTa CUCHApPUSA BHB BCsAKa OT CbOTBECTHUTC
roanHy Ha aHanu3a. ['oguHa 1 € IbpBaTa II'bJIHA KAJICHAAPHA I'OAWHA CJICA B3CMAHCTO HA PCIICHUC
3a BbBCKJAaHC HAa HOBAaTa TCXHOJIOI'MA.

BromkeTHO BB3ACHCTBHE I'ommaa 1 | T'ogmnaa 2 | T'ognwa 3 TI'ommaa X

(+) Pazxoam, ako HOBaTa TEXHOJIOTHS
ce peumMOypcupa

(-) Pasxonau 6e3 peumOypcarust Ha
HOBaTa TEXHOJIOTHS, T.€. HACTOSIIA
CUTYAIHS

(-) Pa3xou, 3amamniany OT MManyueHTa
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110 BpeMe Ha aMOYJIaTOPHO JICUCHHE

00110 106aBEHU pa3Xxoau

[Tomyyenure pesynaratu cienBa Jga ObaaT sACHO (OpMYJIMpaHHM, KakTo M Ja ce Iocodar
OTrpaHMUYEHUSATA HA aHAJIM3A.
5. OueHka Ha 3paBHUTE TEXHOJIOTUH 3a JIEKApCTBEHU MPOAYKTH, IPEJHA3HAYCHH 3a ClelU(PUIHN
rpynu 3a00JsIBaHUS.
IIpu oneHka Ha 3ApaBHUTE TEXHOJOTHMM HA JIEKapCTBa CHpALM Ce MpenocTaBs HH(pOpMaIMs 10
OTHOIIICHHE Ha e(h)UKACHOCTTA U TepaleBTUYHATA €(PEKTHUBHOCT.
OneHkara Ha 3ApaBHUTE TEXHOJIOIMM Ha JeKapcTBaTa CcHpalM OTroBaps Ha CIEJHHUTE
TOM'BIHUTEITHA KPUTEPHH:
* MpEeJACTaBsHE Ipe3 OINpeleNeH IEepuoj, He MO-ABIbI OT €IHAa TOAMHA, Ha JONBJIHUTEIHHU
JI0Ka3aTeJICTBA 32 MOJI3UTE OT IIPUJIAraHETO Ha JIEKAPCTBEHUSI IPOYKT;
* [IpeJICTaBsIHE Ha MOJieNH (Mozen Ha MapKkoB U Jp.), IpocieAsBally X0/1a Ha 3200 IsIBaHETO;
* OLIEHKA Ha 0a3a: CepUO3HOCT, TEXKECT HA PAJKOTO ChCTOSIHHUE; HAIMYME HA aJITEPHATUBA; KaKBU ca
pa3xoauTe 3a MalUeHTa, ako JIGKAPCTBEHUAT MPOJYKT HE ce peuMOypcHpa;
* MOpQJIHU ¥ €TUYHU CHOOPAKCHHUS;
* NKOHOMHUYECKaTa OL[eHKa U 00II0TO OI0JKETHO Bb3/ICHCTBHE CE MPEJICTABSIT 3a JeKapcTBa CUpPALlY,
KOUTO WMaT rojisiMa COIMallHA TI0J13a, HE ca CTOWHOCTHO €(EeKTHBHM W TsAXHaTa ymorpeba e
[I0Ka3aHa 32 CEpUO3HU ChCTOSIHUSA, 32 KOUTO HsAMA e(DeKTUBHA aJTepHATHBHA TEpaIus.
6. Madopmarus 3a MOpalHM M €THYHHU aCHEKTH Ha yrmorpebaTa Ha 3/paBHATA TEXHOJIOTHA (aKO
nMa).
7. Pe3tome U 10KIaau (B MPUIIOKEHNE) HAa PEIICHUS U OLICHKU OT JbpPYKaBHU MHCTUTYLIMM 32 LIEJIUTE
Ha JIpyTy HallMOHAJIHU CUCTEMH Ha 3/ipaBeola3BaHe.
8. JlokaszarencTBeH MaTepuall OT U3I0JI3BaHaTa JIUTeparTypa.
9. Onuc Ha u3noNI3BaHATa JUTEpaTypa.
[Ipunoxenue Ne 6a
KBbM 4. 43, ai. 3
(Hoso — JIB, 6p. 66 ot 2025 1.,
B cuna ot 12.08.2025 1.)
Cnucobk ¢ jJekapcTBeHH NpoayKTH oT EceHumnannara jncra Ha CBeToBHATAa 3IpaBHA
opraHmM3anus
32 HIMTOTOKCHUYHO M XOPMOHAJIHO JieYeHHe HA 3JI0KaYeCTBEeHH 3200/ 1IBAaHUA:

. 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);

. Chlorambucil (Cytotoxic medicines);

0. Cisplatin (Cytotoxic medicines);

1. Cyclophosphamide (Cytotoxic medicines);

12. Cytarabine (Cytotoxic medicines);

13. Dacarbazine (Cytotoxic medicines);

14. Dactinomycin (Cytotoxic medicines);

15. Daunorubicin (Cytotoxic medicines);

16. Dexamethasone (Hormones and antihor-mones);
17. Docetaxel (Cytotoxic medicines);

18. Doxorubicin (Cytotoxic medicines);
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19.
20.
21.
22,
23.
24,
25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45,
46.
47.

Doxorubicin (as pegylated liposomal)(Cytotoxic medicines);

Enzalutamide (Hormones and antihormones);
Etoposide (Cytotoxic medicines);

Fludarabine (Cytotoxic medicines);
Fluorouracil (Cytotoxic medicines);

Flutamide (Hormones and antihormones);
Gemcitabine (Cytotoxic medicines);

Goserelin (Hormones and antihormones);
Hydrocortisone (Hormones and antihor-mones);
Hydroxycarbamide (hydroxyurea) (Cytotoxic medicines);
Ifosfamide (Cytotoxic medicines);

Irinotecan (Cytotoxic medicines);

Leuprorelin (Hormones and antihormones);
Mercaptopurine (Cytotoxic medicines);
Methotrexate (Cytotoxic medicines);
Methylprednisolone (Hormones and antihor-mones);
Nilutamide (Hormones and antihormones);
Oxaliplatin (Cytotoxic medicines);

Paclitaxel (Cytotoxic medicines);

Pegaspargase (Cytotoxic medicines);
Prednisolone (Hormones and antihormones);
Prednisone (Hormones and antihormones);
Procarbazine (Cytotoxic medicines);
Tamoxifen (Hormones and antihormones);
Tioguanine (Cytotoxic medicines);

Triptorelin (Hormones and antihormones);
Vinblastine (Cytotoxic medicines);

Vincristine (Cytotoxic medicines);

Vinorelbine (Cytotoxic medicines).

[Ipunoxenune Ne 7
KBbM 4. 44, an. 2

N3pa3zxoaBanu GUHAHCOBH CPEACTBA 32 JIEKAPCTBEHH NMPOAYKTH 32 Oposi MAMEHTH 10

ChOTBETHHTE 3200JIs1BaHUsl, 32 YHeTo AoMaHO Jedyenne H3O0K 3aniama HanbjiHO nin
YACTHYHO JIeKAPCTBEHH MPOAYKTH 32 ePHOAA M. — M.

Hanwe- MexagynapoaHo | Teproscko | Jleka
MKB| noBanue [ATC yHap P P
HEMATEHTHO HauMEHOBa- | CTBEHaA
ko1 | Ha 3a00- | Kox
HaNMEHOBaHHE HUE dbopma
JIsIBaHe

bpoit
ONaKOBKH

bpoii
MTallUEeHTH

CToHHOCT,
3ariaTeHa

ot H30K

Bpoii 3301, 00bpHaIN ce KbM CHCTEMATA MO CHOTBETHUTE 3a00/1IBAHMS, 32 YHETO
pomamHo Jedyenne H30K 3annama Hanmb/JIHO MM YACTHYHO JIEKAPCTBA 32 NMepuojaa

......... SR |8
Ko bpoit 330J1, 06ppHanu ce KbM OTHOCHUTENEH [T CIIPSIMO OOTIIHS
MKZ;S 3abonsBane | cucremaTta Ha H30K no noBox Ha opoii 330J1, o6bpHaIH ce KbM
3a00JIIBaHETO cucremara
ITpunoxxenne Ne 8
KbM 4. 54
OLEHBYHA TABJIMLA
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3abenexka (3amucBar ce
OTPaHUYCHUS U YCIOBUS, TIPH
[Tokazaren Onenka KOUTO Ce Mpejyiarat — 3a 4yacT
1 — 3agpmxurenuno MKbB — kox
no Hapen6a Ne 38 na M3)

I. IIpennarano HUBO Ha 3aramniade (wi. 53)
% e
1. Ha JIeKapCTBEHUTE MPOAYKTH IO 4. 6,
an. 2, 1.2,3—100 Ha cro —un. 53, 1. 1
2. Ha JIEKAPCTBEHUTE MPOAYKTH 32
3a00JIIBaHUS C XPOHUYHO MTPOTHUYAHE,
BOJICIIU JIO TSKKH HAPYIICHUS B
KaueCTBOTO Ha KUBOT WU MHBAIUIU3ALUS
1 M3UCKBAILU MTPOJIBIKUTEIIHO JICUCHUE —
100 Ha cTo — 4. 53, 1.2
3. Ha JIEKApCTBEHUTE MPOJIYKTH 32
XPOHUYHO MPOTUYAIIH 3a00JIIBaHUS C
BHCOKA CTETICH Ha Pa3NpPOCTPAHCHHE HA
3a0oeBaeMocTTa — 75 Ha ¢To — wi. 53, T. 3
4. Ha JIeKapCTBEHUTE MPOAYKTH 32
3a00/I1BaHKs M3BBbH TE3U IO T. 1, 2 1 3 — 1o
50 Ha cTO
[Tapamerpu (wi. 54):
1. kpaiiHa oLeHKa Ha KpUTepuuTe 10 4i. 30|.....cc..ce..... T.

2. MOKa3aHUATA 32 MPUIIOKEHHUE HA
TIEKapCTBEHHUsI POJIYKT CHIVIACHO KpaTKaTa
XapaKTepUCTHKA 32 BU/A JICUCHUE!

a) OCHOBHO €THOJIOTHYHO/TATOT€HETUYHO
nedyeHue

0) CUMIITOMAaTUYHO JICUYECHUE 2 T.
B) NPO(PUIAKTHYHO JIEUCHHE 4 1.
) MaJIMaTUBHO JIEYCHHE It
1) NOAAbPIKALIO0 JICUCHHE 3T, 3amecTuTeNHA Tepamnus
€) IOIIBJIHUTEITHO JICUEHUE It

3. coluaiHaTa 3HAYMMOCT Ha 3a00IIBaHETO
B PenyOnuka brarapus, 3a uneTo jgeueHue
Ce M3I0JI3BA JICKAPCTBEHHSIT MTPOTYKT

2T1.— 1A
0 1. — HE

bbp3o u

neUHUTHBHO —

ST.

/Ib1r0 1 epeKTUBHO —
3T.

/Ibnro 1 HeAOCTATHYHO
epexTuBHO — | T.

4. MNPOABILKUTCIIHOCT HA JICHCHHUCTO U
M3X0/[

5. TepaneBTUYEH AITOPUTHM CBIVIACHO
YTBBpJACHUTE (PapMaKo-TepaneBTUYHU
pbKoBojcTBa B PenyOnuka bearapus, a 2T1.— 1A
[IpY JIMIICA HA TAKWBA — CTAHJApPTH 3a 0 r1.—HE
nneuenue u JloOpara MeIUIIMHCKA TPAKTUKA
B CTpaHUTE OT EBpONENCKus ChrO3
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00 — ............ T.
HuBo Ha 3amumamane mo 4. 54 3a jekapcTBEHU MPOAYKTH 1Mo Wi. 6, an. 2, T. 2 u 3 — 100 %.

Hugo Ha 3amnamane mo 4i. 54 3a jekapcTBEHU MPOJIYKTH 1o 4. 6, an. 2, T. 1:
— Hax 78 Touku — 100 %:;

— Ot 73 no 77 Touku — 75 %;

— Ot 68 10 72 Touxku — 50 %:;

— Ot 62 1o 67 Touku — 10 50 %.
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