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3a usmeHenue u nonbiaHenne Hapendara 3a yciaoBusita, IpaBuJjiaTa u pejaa 3a
peryJiipaHe U perucTpupaHe Ha HeHUTE HA JIeKAPCTBEHUTE MPOAYKTH (ITpueTa ¢
[TocranoBnenue Ne 97 na Munucrepckus cbBet oT 2013 1. (06H., [IB, 6p. 40 ot 2013 r.; u3Mm.
U Jo11., 6p. 66, 92 1 107 ot 2014 1., 6p. 92 0T 2015 1., 6p. 3 U 14 0T 2016 T.; Pemenue Ne
13049 na BepxoBHust agMuHUCTpaTHBEH ¢b1 oT 2015 1. — 6p. 32 o1 2016 T.; U3M. 1 gor1., Op.
62 u 74 ot 2016 1., 6p. 2, 8 M 102 o1 2017 1., O6p. 94 0T 2018 1., Op. 26 0T 2019 T.; Pemenne
No 9346 na BopxoBuus agmunuctpatuBeH ¢b ot 2019 r. — 6p. 58 ot 2019 r.; u3m. u mom.,
op. 62 or 2019 r., 6p. 19 ot 2020 r. u 6p. 28 ot 2021 1.)

MUHUCTEPCKHUAT CBBET

HOCTAHOBM:

§ 1. Bun. I cecn3naBaT. 12:

,»12. paBaTa u 3aabiikeHusaTa Ha ChBeTa Kato wieH Ha KoopauHanmoHnHaTa rpymna u
noarpynu no 4i. 3 ot Permament (EC) 2021/2282 na Epomnetickus [lapnament u na CbBera
ot 15 nexemBpu 2021 rogrHa OTHOCHO OIIEHKAaTa Ha 3JPaBHUTE TEXHOJIOTHH U 32 U3MEHECHHE
Ha [lupextuBa 2011/24/EC (OB L 458 or 22 nexkemBpu 2021 r.), Hapu4aH MO HATATBK
,Pernmament (EC) Ne 2021/2282.“.

§ 2. B un. 2, an. 5 cinen aymure ,,pa3pemieHue 3a MapajelieH BHOC™ ce IOCTaBs
HaKJIOHEHA YepTa U ce A00aBs ,,yBeIOMIICHHE 3a TTapajieliHa JUCTPUOYITHS .

§ 3. Bun. 5, an. 1 gymure ,,un. 2, an. 1% ce 3aMeHsT ¢ ,,ui. 2, an. 1 u an. 5, aymuTe ,, 4.
2, an. 3 ce 3aMeHAT C ,, 4. 2, an. 3 u an. 5%, a nymure ,,un. 2, an. 4 ce 3aMeHAT C ,, 4. 2, an. 4
u an. 5%

§ 4. B ui. 7a ce npaBsIT CIEIHUTE U3MEHEHUS:

1. B an. 1 gymure ,,M0Xe Ja mojaae* ce 3aMeHsIT ¢ ,,l1oJaBa‘.

2. AnuHes 2 ce U3MEHS Taka:

»(2) YBemomienneTo 1o ajn. 1 ce mojgaBa B CpoK He MO-KbCHO oT 10 qHM ciief moiaBane
Ha 3asBiieHue o wi. 6 ot Permament (EO) Ne726/2004 u chabpika nHbopMaiusaTa, mocoueHa
B npuioxenne Ne 1.

3. AnuHes 3 ce OTMEHs.

§ 5. B un. 8 ce nmpaBAT cneaHUTE N3MEHEHUS U JOI'BJIHEHUS:
1. Cr3maBa ce HOBa ail. 6:



,»(0) Llenarta Ha mpousBoauTeN MO aji. 4 U 5 ce U3YHUCIsIBA MO METOJAUKA, MPHUETa C
pemenue Ha ChBeTa U ce MyOaMKyBa Ha o(HIIMaTHaTa UHTEpHET cTpaHuia Ha ChBera.

2. B an. 7, 1. 2 cnen nymure ,,eapo/apedHO™ ce 1006aBs ,,u/WIK € onoBecTeHa B 0a3aTta
nmaagu EURIPID Collaboration®.

§ 6. B un. 10, an. 3, 1. 2 Hakpas ce no0aBs ,,u/WIM € OlOBecTeHa B 0azara JaHHU
EURIPID Collaboration®.

§ 7. B uin. 14 ce npaBAT ciieqHUTE U3MEHEHUSI U JOITBIIHEHUS:

1. B an. 4 pgymure ,paspelieHue 3a MapajieqHa JUCTPUOYLHUA™ ce 3aMeHAT C
,,YBEIOMJICHHE 3a MapajesHa TUCTpruOynus™, a cie IyMuTe ,,yTBbpaeHa oT CbBeTa npejienHa
meHa‘““ ce 1o0aBs ,, WX 1[€HAa 110 WI. &

2. B an. 6 cnex nymure ,,lipeneiHa neHa* ce 1o00aBsi ,, i eHa mo 4. 8.

3. Anunest 8 ce U3MEHS Taka:

»(8) ChBeThT cyke0HO HaMaIsIBa MpeieIHATa [IeHA Ha JICKAPCTBEH MPOAYKT, OTYIHIT
paspellieHue 3a TMapajieJieH BHOC WM YBEJOMIIEHHE 3a TMapajiejHa JTUCTpuOyuus ot
EBpomneiickara areHiys 1o JiekapcrBara, Ipu oOpa3yBaHE Ha MO-HHUCKA WIM HaMallsiBaHE Ha
MpeieHaTa 1eHa WK [[eHaTa Mo Wi. 8 Ha €IHaKBUS WK 0100€H JIEKapCTBEH MPOAYKT IO YII.
214 ot 3JIIIXM. CbBeThT yBEeIOMSIBA MIPUTEKATEIISA HA Pa3peIICHUE 3a MapajelieH BHOC WIH
yBEIOMJICHHE 3a TapajielHa JUCTpuOylHs 3a 3amoyBaHe Ha aJMUHUCTPATUBHOTO
MIPOM3BOJICTBO 32 CIIY)KEOHO HaMaJIsIBaHE Ha TpeiesiHarTa eHa.

§ 8. Buin. 17, an. 1 ce npaBAT cineIHUTE 1ONBbIHEHUS:

1. B 1. 3 cnen mymuTe ,,pa3peieHUeTo 3a ynoTpeda“ ce mocrassi HAKJIOHEHA YepTa U ce
n006aBs ,,pa3peIIeHNeTo 3a napaieieH BHOC/yBEIOMICHNETO 3a apajiesHa JUCTPUOyIHs ™.

2. B 1. 6 ciiex nymute ,,mpuTekarens Ha pa3pelICHUETO 3a ymorpeda™ ce mocTaBs
HAaKJIOHEHa 4YepTa M ce A00aBs ,,IpUTEXaTesli Ha Pa3pelIeHHETO 3a MapajieleH BHOC WIN
YBEIOMIICHHETO 32 IapajeiHa AUCTPHOyus .

§ 9. B un. 19 ce npasAT cineqHUTE TONBIHEHUS:

1. B an. 3 ce ch3aBa u3peueHUe BTOPO:

,»CBBETHT MPUEMa C PEIICHNEe METOUKA 32 HAUMHA HA U3YHCIICHUE Ha YBEIMUECHUETO C
MPOLIEHTA HA CTATUCTUYECKU OTYeTeHaTa MHQIIalus, KOSITO ce MyOJuKyBa Ha odulMaIHaTa
MHTEPHET cTpaHula Ha CbBeTa’.

2. B an. 4 cien nymute ,,IpUTEXKATEIAT HA Pa3pelICHUETO 3a yrmoTpeda“ ce mocTass
HAKJIOHEHa dYepTa W ce J00aBs ,,IPUTEKATENAT Ha pa3pelleHHe 3a MapajieleH BHOC WU
yBEJOMJICHHE 3a MapajieHa JUCTPUOYIIHS‘.

3. B an. 5 cnen ngymurte , IlpurexarensT Ha pa3pelieHUETO 3a yrmoTpeda““ ce mocrass

HaKJIOHEHa YepTa U ce J100aBs ,,IpUTEXKATENAT Ha pa3pellieHne 3a MapajielieH BHOC WM Ha
yBEJIOMJICHHE 32 TapaJiellHa AUCTPUO YU .

§ 10. B uit. 20 ce npaBAT ciaeIHUTE JOMIBIHEHUS:

1. B an. 1 cnex gymure ,,pa3pemieHNETo 3a ynorpeda*“ ce mocTaBsi HAKJIOHEHA YepTa U
ce Jno00aBsi ,pa3pelleHHeTO 3a MapajieieH BHOC WIM Ha YBEJAOMIIEHHWE 3a NapayeiHa
TUCTpUOYyLUs®.

2.Ban. 2, 1. 2 cnen AymMHTE ,,pa3pelieHUeTo 3a yrnoTpeda® ce mocraBsi HaKJIOHEHa YepTa
u ce 7100aBs ,,pa3pelieHueTo 3a MapajelieH BHOC WM Ha YBEJAOMJICHHETO 3a MapajieliHa
TUCTpUOyLns ™.

3. B an. 4 cnen nymurte ,,pa3pemieHueTo 3a ynorpeda“ ce mocraBsi HAaKJIOHEHA uyepTa 1
ce n00aBs ,,pa3pelIcHHETO 3a MapajelieH BHOC WM Ha YBEIOMIIEHHETO 3a MapaleliHa
TUCTpUOYyLUs ™.

4. B an. 6 cnen gymuTe ,,pa3peiieHNeTo 3a ynorpeda“ ce mocraBs HakJIOHEHa 4epTa U
ce 100aBs ,,pa3perieHueTo 3a mapaieiaeH BHOC .



§ 11. B un. 21 ce npaBsAT CIEIHUTE U3MEHEHUS U JOITBIHEHUS:

1. B Tekcta npeau 1. 1 cinen gymurte ,,4i. 2, an. 3 ce qobasst ,,u an. 5.

2. Touka 2 ce U3MEHS TaKa:

»2. THPrOBEIT HA AP0 MPOJaBa JEKAPCTBEHH MPOIYKTH IO II€HA, YAHUTO pa3Mep He

MOXE Jla € TO-BUCOK OT pa3Mepa Ha YTBBpJCHATa IleHa Ha IMPOU3BOAUTEN C HaYHCIICHA
HagbaBka mo wi. 10, an. 1, T. 2 u gaHbK q00aBeHA CTOWHOCT, 00SIBEHA B PETUCThpa Mo Wi, 22.

§ 12. B un. 22 ce npaBAT CIEIHUTE U3MEHEHUS U JIOTTbJIHCHHUS:

1. B tekcta npeau T. 1 ciaex mymute ,, 4. 2, an. 3 ce go0aBs ,,u ar. 5.

2. B 1. 3 cnex nymure ,,pa3pelieHUETo 3a yrnorpeda“ ce mocTaBs HaKJIOHEHA YepTa U Ce
no0aBs ,,pa3pelICHUETO 3a TapajieieH BHOC WM B YBEJOMIICHHETO 3a IapajieliiHa
TUCTPUOYLIHA .

3. B 1. 6 ciieq nymuTte ,,pa3penieHUETo 3a ynoTpeda® ce mocTaBs HaKJIOHEHA YepTa U e
n00aBs ,,pa3peIIeHUETO 3a apajelieH BHOC WM YBEOMIICHUETO 3a IMapayieHa JUCTPUOYITHs .

4. B 1. 7 nymara ,,ipOM3BOUTENS C€ 3aMEHS C ,,[IPOU3BOIUTEISI/UTE.

5. B 1. 8 nymara ,,3asiBenata* ce 3aMeHs ¢ ,,yTBbpjeHaTa‘.

§ 13. B ui. 23 ce mpaBsT cIeIHUTE U3MECHEHHS:

1. AnuHes 3 ce U3MEHs Taka:

»(3) 3a JIexapcTBEH MPOIYKT IO WiI. 2, all. 4, MOTYy4UIT pa3pelieHre 3a apaiesieH BHOC
WM yBEeIOMIICHUE 3a MapaienHa qucTpudyuus ot EBporielickara areHIus mo iekapcTpaTa, npu
HaJu4yhe Ha €JHAKbB WIM TMOAO00EH JieKapcTBeH MpoaykT mo wi. 214 ot 3JIIXM c
peructpupana oT CbBeTa MakCMMallHa MPOJaXKHA 1I€Ha, Ce Mpuiara Chilara WK MO-HUCKA
1LI€Ha, U3YMCJIEHA B ChOTBETCTBUE C KOJIMYECTBOTO aKTUBHO BEILLIECTBO B 1030Ba €JMHUILIA, CIIE]
M0/1aBaHe Ha U3PUYHO MUCMEHO 3asiBIeHHE 10 oOpa3el, yTBbpaeH oT ChBeTa, OT MPUTEKATEINS
Ha pa3pelIeHneTo 3a MapajeeH BHOC/YBEIOMIICHUETO 3a MapajeiiHa TUuCTpruoynus.

2. AnuHes 7 ce U3MEHs Taka:

»(7) CbBETHT Cly)KeOHO HamalsiBa MaKCMMalHaTa IpoJa’kHa 1IeHa Ha JIEKapCTBEH
MPOJYKT, TONYYWJI pa3pelieHUe 3a MapajielieH BHOC WIM YBEAOMJICHHE 3a MapaleiHa
nucTpuOynus ot EBponeiickara areHuus 1o jekapcTara, Ipy perucTpupane Ha o-HUCKA WK
HaMaJsiBAaHE Ha MaKcUMalHaTa NpoJakHA II€HAa Ha €IHaKBUS WM MOJ00EH JieKapCTBEH
npoaykt no uia. 214 or 3JIIIXM. CobBerbT yBenomsiBa MpuUTEXaTels Ha paspelieHue 3a
mapajieJieH BHOC WJIHM YBEIOMIIGHHE 3a TMapaliellHa AUCTPUOYIUS 3a 3alovyBaHe Ha
aIMUHUCTPATUBHOTO MPOU3BOACTBO.

§ 14. B un. 24a noceramHusT TEKCT cTaBa ajl. 1 U ce ch3aaBa ai. 2:

»(2) Korato e 3annueHa neHara Ha JIeKapcTBEH NMPOJYKT Mo all. 1 U B paMKuTe Ha 12
Mecella OT 3aJIM4YaBaHeTO € MOJAJCHO 3asBJICHUE 3a PETUCTPUPAHE HA LI€HA HA MPOAYKT ChC
CBHIIMs HALMOHAJIEH HOMEp 3a MIACHTU(UKAIUA, TO 3asBeHaTa IIeHa He MOXKe Jla HaJBHIlIaBa
pasMmepa Ha OCIIEIHO 3aJIM4YEHATa [IEHa, YBEJIMYEH C MPOLEHTA HAa CTATUCTUYECKH OTYETeHaTa
uH}Ianus 3a neproja oT 3aIMyaBaHe Ha LleHaTa 70 IIoJjaBaHe Ha 3asiBJIEHHETO.

§ 15. HaBcskbae B 4. 26 cief JyMuUTe ,,pa3pelIeHueTo 3a ynorpeba“ ce mocTaBs
HaKJIOHEHAa 4epTa U ce 100aBs ,,pa3pelIeHUeTo 3a apajieieH BHOC™.

§ 16. HaBcskbme B wi. 27 cien ITyMHUTe ,,pa3pelIeHHETO 3a yHoTpeda“™ ce MmocTaBs
HaKJIOHEHA YepTa U ce /100aBs ,,pa3pelieHnueTo 3a MapajiejeH BHOC WM YBEJOMIIEHHETO 3a
napajienaHa JUCTpHOyLus ™.

§ 17. B ui. 28 ce npaBAT CIEIHUTE U3MEHEHUS U JIOIbIHEHUS:
1. B 1. 3 cinen aymuTe ,,pa3penieHUeTo 3a ynorpeda“ ce mocrasi HaKJIOHEHA YepTa U ce
n00aBsl ,,pa3perIeHneTo 3a napaesieH BHOC .



2. B 1. 6 cnen gymure ,,pa3perieHNeTo 3a ynorpeda’ ce mocraBsi HAKJIOHEHA YepTa U ce
n00aBs ,,pa3pelIeHUETOo 3a mapajesieH BHOC .
3. B 1. 7 nymara ,,ipon3BOANTENS C€ 3aMEHS C ,,[TPOU3BOUTEIIS/UTE .

§ 18. B un. 29 ce mpaBAT CIEAHUTE U3MEHEHUS U JIOIBJIHEHUS:

1.Ban. 1, 1. 1 ce n3mens taka:

,» 1. paspelieHu ca 3a ynorpeba/mapaieieH BHOC ChIVIaCHO M3McKkBaHusaTa Ha 3JITTXM
WM WMaT YBEJIOMIICHHE 3a IapajieiiHa aucTpuOymus ot EBpomeiickara areHmus 1o
JIieKapcTBaTa; .

2. B an. 4 nymure ,,ui. 45, an. 10, 13 u 19 ce 3amensr c ,,ui. 45, an. 10, 13 u 21°.

§ 19. B un. 30a ce npaBsAT CIEIHUTE U3MEHEHUS U JOITbIIHEHUS

1. Cp3pnaBa ce HoBa an. 3 :

»(3) CpBMecTHaTa KIIMHMYHA oreHKa cbriacHo Permament (EC) Ne 2021/2282 e vacr
OT OIICHKATa Ha 3J[PaBHUTE TEXHOJOTHH 1Mo ai. 1, T. 1 u 2. .

2. Jloceramnara an. 3 crasa ai. 4.

§ 20. B un. 32, an. 5 ce ch3/maBa U3pEUYCHHE TPETO:
,»CBhBMECTHaTa KIMHUYHA oneHKa cbriacHo Permament (EC) Ne 2021/2282 e gact ot
OLIEHKAaTa Ha 3/JpaBHUTE TEXHOJIOTUH.

§ 21. B ui1. 34 ce npaBAT caeIHUTE U3MEHEHUSI U JOIbIHEHUS:

1. B an. 1 aymure ,paspemieHue 3a mnapajeiaHa IJUCTPUOYLUSA™ Ce€ 3aMEHAT C
,»,YBEJIOMJICHHUE 3a MapajiesiHa JUCTPUOYIHS .

2. B an. 2 gymure ,,u ai. 4 ce 3aMeHST C .1 al. 5.

3. B an. 3 cnex nymure ,,mo ui. 2, an. 1 ce no6as ,,unu an. 3.

4. B an. 4 nymurte ,,ui. 35, an. 5% ce 3aMeHsr ¢ ,,ui. 35, an. 6%

5. AnuHes 5 ce U3MEHs Taka:

»(5) CbBerpT ciykeOHO HamaysgBa Il€HaTa Ha JIEKAPCTBEH MPOIYKT, MOIYUHII
paspelleHre 3a napajieJeH BHOC WM YyBEJOMJICHME 3a IapajeinHa AUCTpUOyLus OT
EBporelickara areHuus no jekapcrsara, pu oOpa3yBaHe Ha MO-HUCKA WM HamalsiBaHE Ha
IpeJenHaTa 1eHa o 4iI. 2, ail. 1 uiu ajn. 3 Ha eJHaKBUS WU 110100€H JIEKapCTBEH MPOIYKT IO
wi. 214 ot 3JIIIXM, BKIIOYMTENHO B CIy4auTe Ha MpoMmsiHa Mo peaa Ha ui. 43. CeBeThT
yBEJIOMsIBa ITPUTEXKATEINS HA pa3pellleHHe 3a napajejeH BHOC WM YBEIOMIICHHE 3a MapajenHa
TUCTPUOYIMS 32 3all04YBaHe HA a/IMUHUCTPATUBHOTO MTPOU3BOJICTBO.

§ 22. B un. 35 ce npaBsIT CISTHUTE U3MECHEHUS U JIOTBITHECHUS:

1. B an. 3, uzpedeHue TpeTo TyMHUTE ,,XapTHUEH U ce 3aTu4aBar.

2. Cw3naBa ce HOBA ai. 4:

»(4) 3a JekapcTBEeHU MPOIYKTH, 32 KOUTO MMa NMyONMKyBaH JOKJIaa 3a ChBMECTHa
KIMHUYHA omneHka cbriacHo wi. 13 ot Permament (EC) Ne 2021/2282 mpurexarensT Ha
paspelieHrueTo 3a yrnorpeda, WM HETOB YIIBIHOMOIIEH MPEICTaBUTEN MPECTaBs aHAIN3 3a
OIICHKA Ha 3/]paBHATa TEXHOJOTHUs, KOMTO BKIIIOUBA JaHHU U3BBH TE3H, NMPEJOCTABEHU B X0J1a
Ha ChbBMECTHATA KIIMHUYHA OLlEHKa.

3. Hoceramuure an. 4, 5 u 6 cTaBaT ChbOTBETHO ajl. 5, 6 u 7.

4. Cp31aBa ce HOBa ail. &:

»(8) Ilpu pasmmpsiBaHe Ha TepaneBTUYHUTE TOKA3aHHs HA JIEKAPCTBEH IMPOIYKT, 3a
KOWTO WMa MyONWMKYBaH MAOKIaJ] 3a ChBMECTHa KJIMHHYHA OIEHKA ChrylacHO 4wi. 13 or
Pernament (EC) Ne 2021/2282 mpurtexxarensiT Ha pa3pelieHHeTo 3a yrnoTpebda, Wi HEroB
YI'BJIHOMOIIIEH IIPEICTaBUTEIN MPEICTABS aHAIN3 3a OIIEHKA Ha 3[[paBHATa TEXHOJIOTHS, KOUTO
BKJIFOYBA JaHHU, U3BBH TE3W MPEOCTABEHU B X0/1a HA ChBMECTHATa KIIMHMYHA OI[eHKA.

5. loceramiHaTta ai. 7 craBa ai. 9.

6. JloceramHara an. 8 craa an. 10 u ce u3MeHs Taka:



»(10) IIpu orieHKa Ha 3{paBHUTE TEXHOJIOTUH B CIIy4auTe 10 4. 32, ajl. 3 IpUTEXaTeAT
Ha pa3pelIeHHeTo 3a ymnoTpeda € JUIbXKeH Ja mpenocrtaBd Ha CpBeTa IpH IOMCKBaHE
HeoOXxoauMaTa My HWHQOpManus, ¢ M3KIIOYEHHWE Ha JaHHHM, IMPEeIOCTaBEeHH B XOAa Ha
ChbBMECTHATa KJIMHUYHA OLIEHKA, aKO 3a JIEKAPCTBEHUS MPOJYKT MMa NMyOJMKYBaH AOKJIAX 3a
ChBMECTHA KIIMHMYHA OIleHKa, chriiacHo wi. 13 ot Permament (EC) Ne 2021/2282.

§ 23. B un. 36, an.1 ce mpaBAT cCleIHUTE U3MEHEHUS U TObITHCHHUS:

1. Touka 5 ce n3MmeHd Taka:

»D. € MOJAJCHO 3asBJIeHUE MO 4Wwi. 32, ai. 1 OT mpuTexaTessi Ha pa3pelIeHUETo 3a
ynotpeba/pa3penieHue 3a napajieicH BHOC/YBeIOMJICHUE 3a TapajiejiHa TUCTPUOYIUS W OT
HETOBHS YITBJIHOMOILEH MPEICTABUTEIL; .

2. B T. 7 Hakpas ce 106aBs ,,WiIH HE € MOAICHO yBeoMiIeHHe 1o wi. 54, ai. 1 3JITIXM*®.

3. Touka 8 ce u3MeHs Taka:

,»S. € T0JI/ICHO TTMCMEHO YBEAOMIICHHE, Y€ Pa3pelICHUETO 3a yroTpeda/pa3penieHueTo
3a mapaJieJieH BHOC Ha JIEKAPCTBEHUS MPOAYKT € MPEKPATEHO MPEACPOUYHO MO pelia Ha wi. 55,
an. 3 3JIIIXM; .

§ 24. B un. 37, an. 6 cien pymute ,,I0 Wi. 2, an. 2 ce qobass ,,uiau an. 5% a cien
IYMUTE ,pa3peliCHHETO 3a yImoTpebda“ ce MOoCTaBs HAKJIOHEHA dYepTa W ce J00aBs
,,Pa3peIICHUETO 3a MapajelicH BHOC/YBEIOMIICHUETO 3a MapalieiiHa JUCTPUOYIIHsL.

§ 25. B un. 38 ce mpaBAT cleAHUTE U3MEHEHUS U JOIMBJIHEHUS:

1. B an. 6 nymute ,,nio creuuanuoctute ,,Oapmanusa u ,, AlkoHoMuka*” ce 3aMEeHST C
,110 CIIeIMaNHOCTTa ,,DapManus®, KaKTo U €KCIEepPTH OT CHEHHAIM3MpaHaTa aJIMUHUCTPALIMS
Ha CeBera“.

2. B an. 8 aymure ,,M3KJIHOYBaHE, MPOMSHA Ha MOKAa3aHUsS WIM HAaUMEHOBaHUE' ce
3aMEHSIT C ,,U3KIIOUBAHE WUJIU ITPOMSIHA HA TTOKA3aHUs .

§ 26. Cw3maBart ce wi. 380 u wi. 38B:

,411.380 (1) CpBeThT ompenens che 3amnoBe]] paboTHA rpyma, KOSTO B CbOTBETCTBUE C
Pernament (EC) 2021/2282 na ompenenu obxBata Ha ChbBMECTHAaTa KIMHHYHA OILICHKA 3a
JIEKapCTBEH MPOJYKT CHITIACHO TEepareBTUYHOTO(UTE) MOKa3aHHe(s), BKIIOYBAI HA0Op OT
napaMeTpH 3a ChBMECTHATa KIIMHUYHA OIICHKA OT TJIeJHA TOYKA Ha MalMeHTCKAaTa MOITyJIaIus,
WHTEPBEHIIUSATA, CPABHUTEITHUTE AITEPHATHBY U 3/[paBHUTE pe3ynTatu. B paboTHara rpyma ce
BkiouBatr mnpeacraButenin Ha H30K/M3, excrieptu mo ui. 38, an. 3 1O ChoenuaiHoCcTTa
»MenuirHa* 1 eKCIepTy OT CHelralu3upaHaTa aqMuHUcTpanus Ha ChBeTa.

(2) IIpu onpenensineTo Ha 0OxBaTa 1o a. 1 ce u3nona3Ba nHGopMalusATa, MpeacTaBeHa
B choTBeTCTBHE ¢ Permmament 3a usnbiaHenue (EC) 2024/1381 na Komucusra ot 23 mait 2024
rogvHa 3a ycraHoBsBaHe, chriiacHo Permament (EC)2021/2282 oTHOCHO oOlleHKaTa Ha
3[paBHUTE TEXHOJIOTUH, HA NPOUEAYPHH MpaBuUia 3a B3aUMOJEHCTBHETO IO BpeMe Ha
W3TOTBSHETO M aKTyaJ H3alusATa Ha ChBMECTHU KIIMHUYHY OIICHKH Ha JICKAPCTBEHU MPOJTYKTH
3a XyMaHHa ynotpeba Ha paBHHIIETO Ha Chro3a, 32 0OMeHa Ha HH(pOpMaIlus BbB Bpbh3Ka ¢ TOBA
W3TOTBSHE W Ta3W aKTyaJIM3allysl ¥ 32 YIaCTHETO B TAX, KAKTO U 332 YCTAaHOBsIBaHE Ha 00pa3iu
3a Te3u ChbBMeCTHHU KinHIYHM oneHKH (L OB ot 24 maii 2024 1.) , kakTo U HH()OPMAIUATA 10
1. 7a, ai. 2.

(3) CrBeThT MOKeE Ja Bb3Jara Ha paboTHaTa rpymna 1o ai. | u Apyru [eifHOCTH CBBP3aHu
ChC ChBMECTHATA KIIMHUYIHA OICHKA Ha JIEKAPCTBEHUS ITPOJIYKT.

UYn. 388 (1) JIumara mo 4. 380, an. 1 moamucBar aeknapanus 3a HaTUIUe WU JIUTCca
Ha WHTEpecH 1Mo oOpasell, yrBepacH oT ChBeTa, 32 BCCKH KOHKPETEH JICKAPCTBEH MPOIYKT, 3a
KOWTO cJie/iBa Jja ce ompeenu 00xBaTa Ha ChBMECTHATa KIIMHUYHA OIEHKA.

(2) Jlunara mo wn. 380, an. 1 mocouBaT B JeKjapanusaTa MO aix. | BCUYKH CBOH
(MHAHCOBH WU APYTH WHTEPECH, HE3aBUCHMO Jald ChHIIUTE MMAT MPSKO WIH HEMPIKO



OTHOIICHHE B CEKTOPA Ha pa3pabOTUUIMTE HA 3/IpaBHU TexHoJoruu. JIunara no wi. 386, ai. 1
HOCAT ITbJIHA OTTOBOPHOCT 3a ChbPKAHUETO HA MOJaIeHaTa OT TAX JeKJIapalus.

(3) CpBeThT U3BBPILBA OLIEHKA HA UHTEPECUTE, IOCOYEHHU B JIEKJIapalusTa o ai. 1 B 7-
JTHEBEH CPOK OT HEWHOTO MPE0CTaBsHE.

(4) B ciyuaii Ha HE0OX0aUMOCT, CHBETHT MOKE JIa U3KCKA OT JuIaTa mo 4wi. 380, a. 1
Ja TpeloCTaBAT JAONBIHUTENIHAa HHpOpMalMs, KOSITO € HeoOXoauma 3a OLeHKa Ha
nexiapupanute uHTepecu. Jlnmara no wi. 386, an. 1, mpeacraBsaT u3ucKkaHata HHGOpPMALKS B
10-nHeBeH CpokK, CYMTAHO OT JaTaTa Ha yBEJOMSBAHETO 3a TOBA.

(5) o w3KiIrOUCHHME M KOTAaTO HE MOTraT Ja Ce HaMepsT EKCIEePTH, PU KOUTO HE €
Haynie KOH(QIMKT Ha uHTepecd, ChBeTHT BKIOYBA B paboTHara rpyna mo uwi. 380, am. 1
eKCIEepPTH, KOUTO MPUTEKABAT HEOOXOIUMHUS OITUT, KATO CE B3eMa MPEIBUI TEXHUS KOH(PIHUKT
Ha UHTEPECH.

(6) JIunara mo wi. 380, an. 1 ca mIBKHH Aa HE pasriiacsBar GakTh U 00CTOSTENCTBA,
CTaHaJIM UM U3BECTHU IPU WJIH 110 OBOJI U3IIbJIHEHNE HA 3aJbJDKEHUATA UM 110 Ta3H Hapesoa,
3a KOETO MOAMKUCBAT AeKIapaius mo oopasen, yrebpaeH ot CbBeTa.

§ 27. B un. 39, an. 1 cnen mymwure ,, 4. 38, an. 3 ce mobass ,,u 4. 386

§ 28. Cp3naBa ce ui. 39a:

,di1. 39a. (1) CeBethT upe3 UT mardopmara mo wi. 30 ot Pernament (EC) 2021/2282,
npenoctaBs Ha KoopaumHanmonHata rpyna wH(OpMamus 3a HalMOHAJTHATA OIEHKA Ha
3/lpaBHaTa TEXHOJIOTHUS, OTHACAIIA CE€ JI0 3[paBHA TEXHOJOTHUsS, KOSATO € Omia mpeaMer Ha
CbBMECTHA KIIMHUYHA OLIEHKa, B CpOK OT 30 THU, CYMTAHO OT JlaTaTa Ha HEMHOTO MPUKJIIOYBAHE.
[IpenocraBsiHata nHMOpMaIKs ChIBPKA JaHHU 32 HAYMHA, TT0 KONUTO JOKIAJAUTE 32 CbBMECTHU
KIMHAYHY OLEHKH ca OWJIM B3€TH 110/ BHUMAHHE NMPU U3BHPIIBAHETO HA HAIMOHAIHA OIICHKA
Ha 3[JpaBHATA TEXHOJIOTHS.

(2) Koraro 0b/11e u3BbplICHA OLIEHKA Ha 3[[paBHAaTa TEXHOJIOTUS WIN aKTyalu3alus Ha
OlLIGHKa Ha 3/paBHa TexHonorus mo ui. 7, an. 1 ot Permament (EC) 2021/2282, CbBeTsT
MIPEIOCTaBsl HAIlMOHAJIHMS JIOKJaJ 3a OLEHKa Ha Ta3d 3/paBHAa TEXHOJIOTUS Ha
Koopaunaronnara rpyna upe3 miatgopmara no wi. 30 ot Pernament (EC)2021/2282 B cpok
ot 30 1HU cieq HEMHOTO MPUKITIOYBAHE.

§ 29. B un. 40, an. 2 cnex nymure ,,ui. 2, an. 1 ce gobass ,,unu an. 5.

§ 30. B un. 41, an. 3 ce ch3maBa u3peueHue BTOPO:

,»CBBETHT MPUEMA C pellIeHNe METOIMKA 32 HAYMHA Ha U3YUCIIEHUE HA YBEIIMYEHHUETO C
MPOIIEHTa HA CTATUCTHYECKH OT4YeTeHaTa WH(Ianus, KOsATO ce myOimKyBa Ha odunmanmHaTa
MHTEPHET cTpaHuuaTta Ha CpBera.

§ 31. B un. 42 ce mpaBAT CIEAHUTE U3MEHEHUS U IOMBIIHEHUS:

1. B tekcra npenu T. 1 ciaex gymute ,,4i. 2, an. 1% ce noGass ,,mim an. 5%

2. Touka 2 ce U3MEH TaKa:

»2. TBPTOBEIIBT HA €APO MPOJIaBa JICKAPCTBEHU MPOAYKTH MO IIEHA, YAUTO pa3Mep He
MOXKE Ja € MO-BHCOK OT pa3Mepa Ha yTBBpJCHATa IIeHa Ha MPOU3BOAMTEN C HayHClIeHa
HajgOaBKa mo 4i. 8, an. 1, T. 2 ¥ JanbK modaBeHa crorHoct, 00sBeHa B I1JIC o . 6, ai. 2, T.
4.

§ 32. Unen 43, an. 3 ce u3MeHs Taka:

»(3) 3a JekapcTBEH MPOAYKT OT CIUChKa 1o mprtokenne Ne 6a, BxirroueH B [1JIC, u
MPUHAJIEKAI KbM MEXyHapOJAHO HEMaTeHTHO HauMeHOBaHUe OT EceHIManHara jucra Ha
CBeroBHaTa 3]paBHAa OpraHM3alUs 3a [HUTOTOKCUYHO M XOPMOHAJIHO JIEYCHHE Ha
37I0KQYECTBEHW 3a00JsIBAaHUS, W 32 KOWTO pedepeHTHaTa CTOWHOCT C€ H3YMCISIBA Ype3



rpynupaHe, B KOETO HE ydacTBaT JIEKAPCTBEHW NPOAYKTH Ha JPYrH MPHUTEKATEId Ha
paszpellieHue 3a ynorpeda, MpUTEKATEIAT Ha pa3pelieHueTo 3a ynorpeda Wi yirbIHOMOIIEH
HEroB TMpPEJCTAaBUTEN MPEACTaBd Ha BCEKH [IBaJleCET M YETUPU Mecella OT Jarara Ha
YTBBPXKJAABAHETO Ha TMOCJelHaTa IieHa Jekjapauus 1o oOpaszen, yTBbpiaeH oT CbBera,
yIIOCTOBEpsiBaIla Te3u o0cTodTeNncTBa. JlekmapanusiTa ce mojasa B Mecela, mpe3 KOMWTo u3Tuya
NBaJIECET U YETUPH MECEYHUST MEePUOI.

§ 33. Uinen 43a ce oTMeHsI.

§ 34. Bun. 57, an. 1 ce npaBsIT ClIeIHUTE AOITBIHEHUS:
1. B 1. 1 cnex mymure 4. 2, an. 1 ce mobass ,,vumm an. 5.
2. B 1. 4 cnen nymure ,,ui. 2, an. 1 ce modass ,,unum an. 5.

§ 35. B un. 57r, an. 3 cnen nymute ,,ui. 2, an. 1 ce qobass ,,wum aj. 5%

§ 36. B un. 57e, an. 2 cinen xymure ,,I10 MPO3pavyHOCT ce 100aBs ,, TN P ChOTBETHUS
CBJI 110 pe/ia Ha AJIMUHHCTPATHBHONPOIECYATHUS KOJCKC.

§ 37. B ui. 60, an. 2 nymuTe ,,Ha 2-po YUCIIO BCEKU MECEII" Ce 3aTMuaBar.

§ 38. B IIpunoxxenue Ne 1 kbM . 7a, ai. 2 ce IpaBsT CICAHUTE JOITbITHCHHUS

1.B 1. 21 nHakpas ce n106aBs ,, 1 KpaTKo 00OOIIEHHE HA PE3yNTaTUTE OT KIMHUYHUTE
W3IATBAHUA .

2.B 1. 32 Hakpas Toukara ce 3aMeHs C TOUKa U 3areTas.

3.. Cp3maBa ce T. 33:

»33. IPOrHO3eH 00XBaT Ha OIIEHKATa Ha 3[jpaBHATa TEXHOJIOTHUSA 3a CTpaHaTa, ChbIrIacHO
uHcTpymenTa [lomynamus, MHTepBEHIHS, CPaBHUTENIHA aTepHaTuBa, pesyirar (P1CO).

Population (ITomynamus) Ilonmynamusita 3a crpaHara TpsOBa nga Obae AepuHUpaHa
CBIJIACHO TE€pANeBTUYHATA MHANKALUS, 32 KOATO KaHAUJATCTBA 3/IpaBHATa TEXHOJIOTHs. Morar
na Obaar Ae@UHUpPAHU OTHCNHU CYONONMyJlalud B OTIACIHM TaOIUIM, KOrato TOBa €
MOJIX OIS0, HATIPUMED:

* Pa3znuuHu cpaBHUTENHM aITEPHATHBY 32 PA3IMYHUTE CyOMOMyIaluH;

* PaznuunuTe cyOmomynanuu UMar pasiMdHa MPOTHO3a M CIIEJOBATEIIHO CE OYaKBa
paznudHa e(eKTUBHOCT.

Intervention (MutepBenuus) Uutepsenuusita  TpsiOBa  Ja  ChOTBETCTBA  Ha
KaHJIUJaTCcTBAlllaTa 3paBHAa TEXHOJOTHS M KOHKpETHaTa WHAUKAIUSA, 3a KOSTO TS
KaHIumaTcTBa. TpsOBa Ja ce yTOYHM Jaid KaHAWIATCTBAllaTa 3JpaBHA TEXHOJIOTHS cCe
MpHUJiara cCaMOCTOSTETHO (MOHOTEpaIus), B KOMOUHAIIMSA C APYTU JEKApPCTBEHU MPOIYKTH WU
ce 100aBs KbM CBIIECTBYBAIIM TEPANeBTHYHU MOAXOAW  ((papMaKoIOTHUHU U
He(papMaKoJIOTHYHN).

Comparator (CpaBHuTeHA anTepHaTHBa) J{eduHUpaT ce CpaBHUTEITHUTE aITCPHATHBU
MpH KOHKpETHaTa MOMYJNalus, CIpsSIMO KOWUTO IIE Ce CpaBHsBA KaHIWJATCTBAIlaTa 3/paBHA
TexHoyuorusi. Karo cpaBHHMTENHM alTepHATHBH MOTAaT Jia C€ TOCOYBAT BCHUYKH 3/IPaBHH
TEXHOJIOTUU, HE CaMO JICKapCTBEHU MPOAYKTH. AKO KaToO CpaBHHTETHA alTepHATHBa Ce
n3non3Ba cranpaptHa rpwka (Standard of care, SoC), e HeoOXoAMMO HEWHOTO IETANITHO
OIMCaHHE.

Outcome (Pe3yntat) OnmcBaT ce BCHYKM JaHHHW, KOMTO MOTAT Jla C€ M3MOJI3BAT 3a
OIICHKa Ha OTHOCHUTENIHATa e(hUKACHOCT U 0€30MacHOCT Ha 3/paBHATA TEXHOJIOTHS, HAIpUMeEp
CMBPTHOCT, PEMHUCHSI, KOHTPOJI Ha 3a00JI1BaHETO, PYHKIUS, CBHP3aHO ChC 3[[PABETO KAYECTBO
Ha uBoT (HRQoL) u cumnromu.*.

§ 39. B naumeHoBaHHeTO Ha TIpHIIOkeHHe Ne 6 mymuTe ,,u 6° ce 3aMeHsIT ¢ ,,u 7.



§ 40.Cw3naBa ce npumnoxenue Ne 6a kpMm 4. 43, an. 3:
LlIpunoxxenue Ne 6a kpm 4. 43, ai. 3

Cnucek ¢ JeKapcTBEHW MpoayKTH OT EceHuuannara nucra Ha CBeTOBHATa 3/paBHA
opranu3anus 3a TUTOTOKCUYHO U XOPMOHAJIHO JICHCHUC HA 3JIOKAaYCCTBCHU SaGOHHBaHI/IH:

OCoO~NOoO U WN -

. 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);

. Cisplatin (Cytotoxic medicines);

. Cyclophosphamide (Cytotoxic medicines);

. Cytarabine (Cytotoxic medicines);

. Dacarbazine (Cytotoxic medicines);

. Dactinomycin (Cytotoxic medicines);

. Daunorubicin (Cytotoxic medicines);

. Dexamethasone (Hormones and antihormones);
. Docetaxel (Cytotoxic medicines);

. Doxorubicin (Cytotoxic medicines);

. 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 antihormones);
. Hydroxycarbamide (hydroxyurea) (Cytotoxic medicines);
. Ifosfamide (Cytotoxic medicines);

. Irinotecan (Cytotoxic medicines);

. Leuprorelin (Hormones and antihormones);

. Mercaptopurine (Cytotoxic medicines);

. Methotrexate (Cytotoxic medicines);

. Methylprednisolone (Hormones and antihormones);
. 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).”



IIpexoaHu U 3aKJIIOYNTETHU pa3nopeadn

§ 41. (1) Cpoxbr mo § 32 3amoyBa fa Teue, CYMTAHO OT JaraTa Ha YTBBPXKIAaBaHE Ha
MOCJIe/IHATa LIEHA 32 BCEKU JIEKAPCTBEH MPOIYKT.

(2) Jeknapanunute W 3asBJICHUATA, OMaACHHU MO pena Ha wi. 43 or Hapenbara 3a
yCJIOBHSATA, IPABHUJIATA M PEia 32 PEryJIHpaHe U PETUCTPUPAHE HA IICHUTE HA JICKAPCTBECHHUTE
MIPOJYKTH JI0 BIIM3aHE B CHJIA HA HACTOSIIOTO MIOCTAHOBIICHUE CE aPXUBHPAT.

§ 42. [locTaHOBIEHHETO BJIM3a B CHJIa OT JIeHS Ha OOHAapOJBaHETO MY B ,,JIbpiKaBeH
BECTHHK".

MHUHUCTBP-IPEACEIJATEJIL:
POCEH KEJA3KOB

I''TABEH CEKPETAP
HA MUHUCTEPCKUSA CBBET:
I'ABPUEJIA KO3APEBA

I''TABEH CEKPETAP HA MUHUCTEPCTBOTO HA 3/IPABEOIIA3BBAHETO:
I'EOPI'M JIMITYEB

X

JUPEKTOP HA IUPEKLIUS “IIPABHA ”:
XPUCTHUHA TETOBA

X




