3ACEJAHME HA HAJI3OPHUSA CBBET HA H30K

20 FOHH 2024 T.
No HOMEP PEHHIEHHUE CbAbPKAHUE NHO®OPMALUA 3A MEJUUTE
Ha mposenenoro 3acenanue Ha HansopHus ceBer ce
cbeTost cpema Mexnay Hanzopuust ceBer Ha H3OK,
IOpEIBUJ CPOKOBETE, KOMTO ca 3alokeHu B § 22 oT
HoroBop  Ne P/I-HC-01-3-3/10.04.2024 r. u
VrhpaButennuss CbBET Ha bbarapckus 3bp00JeKapcKu
CHI03 OTHOCHO CKJIFOUBAHETO Ha aHeKC KbM Harnmonanuus
paMKOB JIOTOBOp 3a ACHTAIHUTE AehHOocTH 3a 2023 —
2025 T.

B cnywaii, ye ngo 1 romu 2024 1. He ce NOCTUTHE
[IpencraBurenmute Ha b3C moapoOHO 3amo3Haxa

NoJNnMcBaHeTo Ha AHeKc KbM HanmoHnanHusi paMKoB JOrOBOP
. wieHoBeTe Ha Han3opHus CbBET C B3€TOTO PELIEHUE OT

3a IeHTaJIHUTE AelHoCTH 3a 2023 — 2025 r., pernmaMeHTHpaH B
Vupasurenuus csBeT Ha b3C Ha 12.06.2024 . u cBosiTa

§ 22 or JloroBop 3a uW3MEHEHHWE U JOMBIHEHHE Ha
HanuonanHusi paMKOB JIOTOBOpP 3a JIEHTaJHUTE JEWHOCTH 3a MOSHIUMA, W3paseHa B NMCMO  Texew msx. o
1. Ne PJTI-HC-04-71/20.06.2024 1. 591/19.06.2024 r., a UMEHHO: ,,YTIPAaBUTEIHUAT ChBET Ha

2023 — 2025 . (m3m. [IB, 6p. 36 ot 2024 r.), BB3/Iara Ha
bearapckus 3nOonekapcku ChIO3, BB3 OCHOBAa Ha

H30K na wmsrorBu npennoxkenue no HansopHus ceBer Ha
HalpaBeHMs 3aKOHOB aHajiM3 M OTCHCTBHUETO Ha

H30OK 3a eBeHTyanHu JOMBJIHUTEITHW JICUCTBHUS B
m3nbeiaHeHne Ha pex 1.1.3.3.1. mo un. 1, an. 2 or 3akoHa 3a
oromxkera Ha H30K 3a 2024 r.

HOPMAaTHUBHO OCHOBAaHME 32 CKIIOYBAaHE Ha AHEKC IO
Hannonanen pamMkoB JOTOBOp 3a JEHTATHUTE ACHHOCTU
3a 2023 — 2025 1. 3a u3paboTKa Ha METUIIMHCKO U3/eNne
,TOTaJlHa 3b0HA MPOTEe3a‘, KaTeropuyHO OTKa3Ba Jia Ce
BOJSIT MPETOBOPU M JIa CE€ CKJIIOYBA TakbB JOTOBOP JO
MPEOI0ISIBAHE HA TE€3W OOCTOSITENICTBA .

[IpencraButenute Ha B3C wu3ThkHaxa, ye b3C BBB
B3auMooTHomeHuaTa cu ¢ H3OK Bunarm e Own
noOpoHaMEpEeH U € HaMupall MPEKUs MbT 3a pelllaBaHe Ha
npoOJIeMUTe, KOUTO B HACTOSIIATA CUTYyAIUsl Ca TOJIEMH.




B kpas Ha pasuckBanusTa npenacrasutenure Ha b3C
3asgBMXa W HaMepeHWe 3a IPOMEHU B JelcTBaluara
penakuus na HPJI J1/1 2023 — 2025 r.

Ot ctpana Ha Hanzopuus csBer Ha H30K ce oTnpaBu
mon6a B3C ma BHecaT cBOHWTE NMPENJIOKECHUS 1O AHEKC
kbM HPJI JIJ1 2023 — 2024 r. B nuCMEH BUJI B Hal-KpaTbK
CPOK, TPEJBHUI U3THYAIIUTE CPOKOBE 3a Pa3IIeKIaHE Ha
€BEHTYaJIHU MpoMeHU. B ciydyaii, 4e mocThIM KOHKPETHO
npegioxkene ot crpaHa Ha b3C cwimoro me Obae
pasraenano otT Hanzopuus csBetr Ha H30K.

Ne PJI-HC-04-72/20.06.2024 .

1. BpB Bpb3Kka ¢ TpoMsHA HAa peJa Ha 3alulallaHe Ha
nekapctBenute npoayktu Nplate powder and solvent for
solution for injection 250 mcg x 1 vial + 1 pre-filled syringe +
1 vial adapter + 1 needle + 1 syringe + 4 alcohol pads u
Revolade film-coated tablet 25 mg x 28 Blister —
u3kmouBanero UM ot llpunoxxenue Ne 2 nHa Ilo3uTHBHUS
JIEKApCTBEH CHUCBK Mo wi. 262, an. 6 ot 3JIIIXM wu
BkitouBaHeto UM B [lpunoxxenue Ne 1 nHa I[lo3uTuBHUS
JeKapcTBeH cnuchk, cuutaHo ot 01.04.2024 r., cerimacHo
pemenuss Ne HCP-33295/28.12.2023 r. u Ne HCP-
33294/28.12.2023 r. ma HammoHanmHus CBBET MO IMEHU U
peuMOypcupaHe Ha JIEKQpCTBEHUTE TMPOAYKTH, M C IIel
OCHUTYpSIBaHETO Ha cpejicTBa 1o O0roxera Ha H30K 3a 2024 1.
3a 3aIUTall[aHeTO UM 3a JIOMAIIIHO JIeUeHUE Ha TePUTOPUATA Ha
CTpaHara, o0/00psiBa BBTPEIIHO-KOMIICHCHPAHH TTPOMEHHU
MEX]y TOKa3aTeuTe Ha 3PaBHOOCUTYPUTEITHUTE TUIAIIAHHS
3a JIEKAPCTBEHU TPOTYKTH, KaKTO CJIEBA!

CepriacHo ui. 45, an. 20 u 21 ot 3akoHa 3a 34paBHOTO
ocurypsiane, H30K 3aruama nekapcTBeHH TPOAYKTH OT
[Ipunoxenne Ne 2 na IUIC (t.e., mnpunaraHu B
OOJHUYHATA MEIUIIMHCKA IOMOII), U38bH CHMOUHOCIMMA
HA OKa3aHume MeOUYUHCKU YCIyeU eOUHCMEEHO, aKo cd
npeoHa3HaueHu  3a  JedeHue  Ha  310KAYecmeeHu
3a001a6aHUs 8 YCI08UAMA HA OOIHUYHA MeOUYUHCKA
nomow, UM AaKo ce Npuiazam npu  HCUBOMO-
3acmpawiasauju Kpb8ouIUusU U CHeuHu OnepamueHu U
UHBA3UBHU UHMEPBEHYUU NPU NAYyueHmu ¢ 6pOOeHU
Koazynionamuu.

HaunoHa HMAIT ChBeT 32 HEHH W peMmMOypcupaHe
HA JIeKapCTBEHUTE MPOAYKTH, ChC CBOS aKTyalU3allus
Ha [To3uTHBHUS JIEKapCTBEH CNUCHK BKIOYH B CriMchbKa
Ha JekapcTBeHuTe npoayktd, kouto H30K nma 3amnama
3a JOMalIHO JiedyeHue mo penaa Ha Hapeoba Nel() 3a
yenosuama, peoa, MeXamusma U - Kpumepuume  3d
sannawane om Hayuonannama 30paenoocucypumenna
Kaca Ha 1ekapcmeeHu npooyKmu, MeOUYuHCKU uz0enus u
Ha Ouemu4HU XpaHu 3a CReYyuaiH MeOUYyuHCKU yeau u Ha
HOMOWHU CPeOCmed, NPUCNOCOONECHUs, CHOPBLIHCEHUSL U




Tokasaresn no Groxzxera na H3OK 32 2024 r. B JIeBa

Ne mo pen Y Benmienne

.J'chapc*mcun TPOAYKTH, MEAHIHHCKH H3/1e/1Hsl U AHETHYHH XPaHH 32 CHeUHATHH MEIHUHHCKH LIe/IH 32
JOMAIIHO JICYEeHHE HA TEPHTOPUATA HA CTpaHaTa; 3a neﬁlchu 10 OTIYCKaHe Ha JIEKAPCTBEHH NPOAYKTH 32
JIOMAILHO JIeueHne, 3amiamann 100 Ha cro or 6ro1zkera Ha H3OK, u punancupane Ha anrexu no
KpuTepunTe 1o 4. 45, an. 17, 1. 46 o1 3aKona 3a 3[paBHOTO OCHIYPSIBAHE; 32 JIEKAPCTBEHH NPOAYKTH 32
JieueHHe Ha 3I0KAYECTBEHH 3200/15IBAHNS M JICKAPCTBEHH POIYKTH TIPH /K HBOTO3ACTPAIIAB AL
KPbBOHM3J/IMBH H CHECIIHH ONEPATHBHH U HHBA3HBHH UHTEPBEHLHH IIPH NALMEHTH ¢ BPO1€HH KOAryJI0NaTHH,
BKJTIOYEHH B TIAKeTa 31PABHH /1eiiHOCTH, FapaHTHpaH oT 6iozkeTa Ha H3OK, 1 npijiarany B ycJ10BHsATA HA
OotHHYHATA MeIHIHHCKA noMou, kouto H3OK 3amiaia u3BbH CTOHHOCTTA HA OKA3BAHHTE MeHUMHCKH
YCIaYrH:

1.1.35. 4715046

1.1.353. B T.4.3a JeKapCTBEHH MPOIYKTH 3a JOMAIIHO JCYCHHE HAa TEPUTOPHSATA HA CTPAHATA 4715 046)

B T.4. 32 JIEKAPCTBEHH IIPO/IyKTH 32 JIOMAIIHO JICYCHHE HA TEPUTOPHATA HA CTPAHATA, HA3HAYEHHU C IPOTOKOIL,
32 KOMTO C€ M3BBPIIBA EKCNIEPTU3A

113531 4715 046

Ne o pen Hamanenue

JIeKapeTBeHH MPOIYKTH, MeIHIIMHCKH H3/(eJTHsl M IHETHYHH XPAHH 32 CHICLMATHH MeIHIMHCKH LeJIH 32
JAOMAIIHO JICYEeHHE HA TEPHTOPHSATA HA CTpaHaTa; 3a ﬂeﬁHMTH 1O OTIYCKaHe HA JIEKAPCTBEHH NMPOAYKTH 32
JLOMAILHO JieyenHue, 3amiamann 100 Ha cto or Gloazkera Ha H3OK, 1 hpuHaHCcHpane Ha anTeKH 1o
KpuTepuuTe 10 4. 45, aiL. 17, T. 46 or 3aK0Ha 32 31PABHOTO OCHTYPSIBAHE; 32 JIEKAPCTBEHH MPOAYKTH 32
JievenHe Ha 3/10KAYeCTBEHH 3200/151BAHNSA M JIEKAPCTBEHH MPOIYKTH IPH /K HBOTO3AcTPAIIABALII
KPbBOH3J/IMBH H CHELIHH ONePATHBHH U HHBA3HBHH HHTEPBEHLHH IIPH NALMEHTH ¢ BPO1€HH KOATYJI0NATHH,
BKITIOYEeHH B TIaKeTa 3IpaBHA 1eHHOCTH, rapanTHpaH oT 0lokeTa Ha H3OK, n npuiarann B yc/1oBusiTa Ha
GOIHHYHATA MeTMIMHCKA oMo, kouto H3OK 3amnuiama u3BbH CTOHHOCTTA HA OKA3BAHNTE MeIHIMHCKH
yeayru:

B T.4. 32 JICKAPCTBEHH IIPOJIYKTH 3a JICUCHHE HA 310KAYCCTBCHHU 3a00IIBAHNS 1 JICKAPCTBEHHU HPOJIyKTH NPH
KHBOTO3aCTpalIaBallyd KpbBOU3JIMBH U CIICIIHHA ONIEPATHBHU M HHBA3MBHU MHTEPBEHIIUH NPHU NMALUEHTH C
BPOJICHU KOAryJIOTIaTHH, BKTIOYCHH B [TAKETa 3/[PaBHH JCHHOCTH, rapaHTHpaH oT 61oketa Ha H3OK, u
NpUIAraHy B yCJIOBUATA Ha GOJHUYHA MeMIMHCKa nomot, konto H30K 3annama u3BbH cToiiHOCTTA Ha
OKa3BaAHUTE MEJIMUMHCKH YCIYTIH

1.1.35. 4715 046

1.1.354. 4715 046

2. BpB BpB3Ka C 0J00pEHUTE BBTPEIIHO-KOMIIEHCUPAHU
IIPOMEHU 1O T. 1, U BBB Bpb3Ka ¢ Ipuiarane Ha Mexanuzma,
eapanmupawy npedsuOUMOCm U YCMOU4U80Cm Ha 0100xcema
na H3O0K 3a 2024 2. 3a 1nexapcmeenume npooOyKmu,
3an1awany  HAanviHoO UMW YACMUYHO CbC CPeoCcmea om
orodacema na H30K, uzmens npuerute ¢ Pemenue Ne PJI-
HC-04-23/31.01.2024 r. roaumHu OO/PKETH 3a OCHOBHA
rpyna JIEKapCTBEHU MpPOAYKTH ,,A“ M 3a OCHOBHa TIpyIlla
JIeKapCTBEHU NMPOIYKTH ,,B*, KaKTO M yCIOBHUTE OIODKETH 32
TPETO U 3a 4eTBBPTO Tpumeceurne Ha 2024 r. Ha MOCOYEHUTE
JIBE TPYIH JIEKApCTBEHHU MPOAYKTH, KAKTO CIIE/IBA:

OcHoBHa Fognmren Ycnosen VYcnosen VYcnosen VYcnoeen
rpyna OrofpKert 3a Oromxer3a | Olomker3a | OIOMKeT 3a OIOKET 32
JICKapCTBCH | MpujaraHe OCHOBHA OCHOBHa OCHOBHa
OCHOBHa
u Ha rpymna 3a rpymna 3a rpymna 3a
NpofyKTH | MeXaHusbM, | mpumarame | TpWiaraHe | MpHIarane rpymna sa
(JIIT) rapaHTHpan Ha Ha Ha npujaaraHe

MEOUYUHCKU — U30eMUss 3 XOpama C  Y8PedNCcOanus,
0o206apsAHe HA OMCMBAKU U 6b3CMAHOBA6AHE HA
npesuuienume cpeocmea npu Npuideane Ha MexaHuzbMm,
apanmupaw;  npeosuouUMoOCnm U - YCMOUYUBOCM — HA
br00scema na H30K, nexapcrBenu npoaykru - Nplate
u Revolade, B cuna or 01.04.2024 r., KouTO 4O TO3MU
MOMEHT C€ 3arulaiiaxa Ha Je4eOHUTE 3aBelecHUs 3a
O0OJHMYHA MEIUIMHCKA IIOMOILI, W3BBbH CTOMHOCTTa Ha
KJIMHUYHATA  IThTEKa/aMOyJIaTOpHa  mpoleaypa  3a
CHOTBETHHUTE MM TE€PANIEBTUYHHU ITOKA3AHHUS.

B Tta3u Bpw3ka Hamzopuusr ceBer Ha H30K npuinara
U BBTPEIIHO-KOMIIEHCHPAaHa MPOMSHA B CTOWHOCTUTE Ha
[OKA3aTeJIUTE B IPUETUTE YCIIOBHU OIOKETHU IO TPYNUTE
JeKapCcTBeHU npoaykTu 3a 2024 r., ciex HacThlIuiIara
HOpPMAaTHBHA TIpOMsIHA W 3a TPETO, M YETBBPTO
TpuMmeceune Ha 2024 r., ¥ U3YUCIEHUTE CpPEICTBA B
pasmep ot 4 715 046 nB. mpeMHHABAT OT OCHOBHA rpyma
,JIeKapCTBEHH TpoAyktTu B“ B ocHOBHa rpyma
,JICKapCTBEHU TPOIYKTU A*, 3a Aa ce mpuiara KOpeKTHO
pena Ha Mexanusma, eapawmupawy npeosUOUMOCH U
yemotiyugocm Ha 60wdxcema na H3O0K 3a 2024 2. 3a
Jlexapcmeenume NpPoOyKmu, 3aniaani HANBIHO UIU
yacmuyHo cvc cpeocmea om oO0oxncema na H30OK.




npeasuanMo | Mexanu3sM | MexanusbsMm | MexaHu3bM Ha
CT U a3al-Bo a 3a II-po a 3a [II-to Mexauu3bMa
YCTOWYMBOCT | TpUMECEUYHE | TpUMECeuHue | Tpumeceuue
Ha OroKeTa Ha 2024 1. Ha 2024 1. Ha 2024 1. 3aIV-to
Ha H30K 3a (1B.) (1B.) (1B.) TpuUMECCUHne
2024 r. (11B.) Ha 2024 1.
(11B.)
Cpencrsa
Ziig;a 703709564 | 174748625 | 174748 625. | 177106 148 | 177 106 148
rpyna A
Cpencrsa
2 | 905294554 | 227502400 | 227502400 | 225144877 | 225 144 877
rpyna B

Ne PJI-HC-04-73/20.06.2024 r.

HpHeMa, B IMPUIIOKCHUC KBM HACTOANIOTO PCHICHHUC,

AKTYAJIM3UPAaHO MCECCYHO PpasnpcCaCJICHUEC Ha OromkeTra Ha

H30K 3a 2024 r.

3a npunarane Ha wi. 154, an. 4 or 3akoHa 3a
nyOiauyHuTe (UHAHCH M CbOOpa3HO yKa3zaHUs Ha
MunuctepctBo Ha ¢uHaHcute - exemeceuHo H3OK
3asiBSiBA CTOWHOCTH Ha MECEUHU JIMMUTH Ha MIIANIAHUSATA
ype3 CEBPA, Ha 6a3a Ha yTBbpaeHO OoT Han30pHUS chBET
Ha H3OK wMecedHo pasmpeneneHue Ha OOJUKETHUTE
cpeactBa Ha H3OK. IlpenBun nocturHaTuTe HUBa Ha
CTOMHOCTHTE 10 (UHAHCOBO OTYETHUTE JOKYMEHTH,
nojyIekany Ha 3armamade nmo gorooputre ¢ H30K mo
yr. 20, an. 1, 7. 4 u T. 5 or 3akoHa 3a 3APaBHOTO
OCUTYpSIBaHE C M3MBIHUTEINTE Ha METUIIMHCKA ITOMOII,
JEHTallHA TIOMOIl W anTekuTe, Ham3opHHUAT chBET Ha
H3O0K npue aktyanu3upaHo MECEYHO pa3npecsieHue Ha
oromkera Ha H3O0K 3a 2024 r., ¢ koero ma Obaar
OCHUTYPEHH JOCTHTHATATE MECEYHH CTOWHOCTH Ha
3/IpaBHOOCUTYPHUTEITHUTE IJIAIIAHUS.




