PENIYBJINKA BLJIT'APUSA
MuHKCTBD Ha 3[IpaBe0Ia3BaHeTo

Hzx. Ne £€—03”3ﬂ//4/0 2019 ron.

A0
BCUYKH HIOTEHIITHAJIHA YYACTHHIIA

OTHOCHO: Vckane 3a passicHeHHe Ha ocHoBanme 4i. 33 oT 3akoHa 3a OOLICCTBEHHTE
noppuku (30I1) no obmecTBena nopruka ¢ npeaMet: "Ciarousane na Pamxoeu cnopasymenus 3a
nepuooa 01.01.2020 2. oo 31.12.2021 2. upes Enexmponnama cucmema, 3a 3AaKynyeéame Ha
NPOMUBOMYMOPHU 1eKAPCMEeHU NPOOYKMU 34 Hydcoume Ha neveOnume 3aeedenus 6 Penybnuxa

Bvnzapus”

YBA’KAEMH JAMH H I'OCIIO/IA,

Ha ocnomramme wn. 33, an. 1 or 30Il u BBB BpB3Ka ¢ TOCTBIMJIO 3aIUTBAHE IO

ropemnoco4eHara 06IIICCTBEHa I[IOPBYKA, IIPAaBAM CIIEAHUTE Pa3siCHCHUA!

BEB BpB3Ka ¢ XKenaHHEeTo HH Ja y4acTBaMe B 00IecTBeHa mopbuka ¢ mpeamet: "Cximousane
Ha PamxoBu ciopazymenust 3a nepuoga 01.01.2020 r. zo 31.12.2021 r. upe3 EnexrponHara cuctema
3a 3aKyIyBaHe Ha IPOTUBOTYMOPHH JIEKAPCTBEHHU [IPOAYKTH 32 HYXKIUTE Ha jie4eOHHUTE 3aBEICHHS B
Peny6nuka bbarapus", orkputa ¢ Pemenme Ne PJI-11-342/03.09.2019 Ha MHHHCTBpa Ha
3[paBeona3BaHeTo W Ha ocHoBaHHe 4wi. 33 ot 30Il, KakTO ¥ cien BHHUMATENHO 3al03HaBaHE C
PBKOBOJICTBOTO Ha noTpedurens — Thpropun Ha epo, y Hac Bb3HUKHAXa HAKOH HESICHOTH OTHOCHO
IPCACTAaBCHUTC BB3MOXKHOCTH 3a IOCOYBAaHE HAa BpPb3Ka KbM HHTEPHET CTpPaHHIA MIH 06JadyHO
mckoBo npocrpaHcTBo (Google drive, One drive, DOX u T.H.) KBAETO MOXKE YYaCTHHKA Ja KadH
JIOKYMEHTAIMATa Ha JIEKAPCTBEHUS MPOLYKT (KpaTka XapaKTEpHCTHKa M JAp., opagd xoero Bu
MOJIMM 32 Pa3siCHEHUE Ha CIIEAHUTE BHIIPOCH:

Brnpoc Ne 1: O61a9HOTO AUCKOBO MPOCTPAHCTBO HA HAIIETO MPEIIOKEHUE IO KAKBB HAYWH
clensa na 05ae 3auTeHo?



OtroBop Ne 1: CwriacHO npeABapHTENHO OOSBCHUTE YCIIOBHS Ha BB3JIOKHTENI B

TexXHHYECKOTO CH MpEIOIKEHHE, YYACTHHIIHTE ClleIBa J1a [I0CoYaTr eJIEKTPOHEH alpec, Ha KOHMTO €
JIOCTBhIIHA KpaTKaTa XapaKTepHCTHKa Ha ChOTBETHHS JEKapCTBEH NPOAYKT. ENEXTpOHHHUAT azpec,
KO#MTO MOXe J1a ObJie IPEICTABEH M Ha KOHTO € OCThIIHA KPaTKaTa XapaKTepPHCTHKA Ha CHOTBETHH S
JIEKapCTBEH MNPONIYKT, € EINEKTPOHHWs ajpec Ha CHOTBETHHA PEryNaTOpeH Oprad, KpACTO ¢
nyGJMKyBaHa KpaTKara XapakTepUCTHKa Ha JIEKapCTBEHNs IPOAYKT, a MMEHHO Ha caliTa Ha European
Medicines Agency (EMA) minu Ha caifta Ha WsnbaHurenHa arennus no sexapcrsata (MAJI).
ITocoyenoro oT Bac omucanue ot PnkoBoAacTBOTO Ha morpeburens — TwhproBuu Ha €Ipo, €
NPHJIOKHMO 3@ APYTH LOKYMEHTH pasNUyYHH OT KpaTKaTa XapaKTEpHCTHKA Ha JIEKapCTBEHHS

NIPOAYKT, KAKBUTO HE U3HCKBAT B HACTOsLIATa IpoLEnypa.

Bbopoc Ne 2: Kakpa wacT OT m3HcKyeMara MOKyMEHTalus ciefBa na Oblle KayeHa B
LUTHPAHOTO 0OJIAYHO AUCKOBO MPOCTPAHCTBO OCBEH KPATKUTE XapaKTEPHCTHKH Ha HPOXYKTHTE?

Otroop Ne 2: Brn3noxureniar e NpEABHANUI B JAOKYMEHTAUUsATa 3a KpPaTKUTC

XapaKTEPUCTHKH Ha JIEKAPCTBEHUTE MPOAYKTH Ja ObJie NOCOUBaH €JeKTPOHEH ajpec, Ha KOMTO ca

JOCTEBITHH.

Buupoc Ne 3: MiMa m onpefiesIeHH KPUTEPHH 32 BH3UATA HAa CHABPKAHHETO B 00Ja9HOTO
[IPOCTPAHCTBO.

OrroBop Ne 3: Bk otrosop Ne 1.

Bunpoc Ne 4:
Karo B3eme npensua;

Veenomiaenre ot IIPY (Bx.Ne M3 26-00-1277/15.07.2019r.), OTHOCHO HpPEACTOSIIOTO
IIpeyCTaHOBsIBaHe Ha Ipopaxbure Ha jekapctBeH npoaykr INN Interferon alfa-2a (Teproscko
HauMeHoBaHHe Roferon-A 3 MIU solution for injection 0,5 ml x 1 pre-filled syringe + needle ) ot
Kpas Ha 2020r.

Texunyeckata crnenudUKanus 110 HacTOsAINaTa HEHTpaTH3UpaHa nponenaypa 3a Obocobena

no3uiug Ne 2, Homenknarypua eaununa nopeaes Ne 41:

(Anaromo- INN Haupn Ha Komnuectro/ueobxoaum Gpoit MIpky
TepaneBTHYE | (MEXIYHApPONHO | NPHIIOKEHHE JIeKapCTBEHH MIPOIYKTH
H KOJ) HENaTeHTHO

HauMEHOBaHUE)

LO3AB04 Interferon alfa-2a | mapenurepanna | 372844

PazsacHenue ot BB3noxuTens no wi. 33 or 3011, uzx.Ne 26-03-25/17.09.2019r., orrorop 1:

Hpn II'BPBOHAYAITHOTO NOJAaBaHC HA NOKYMEHTH IIPU Y4aCTHE B NpPOICAypara 3a CKIIFOYBAHC Ha



pPaMKOBHTE CIIOpasyMEeHHE € HeoOxomnMo Jia ObJe mpeocTaBeHa caMo Aeknapanus ot [IPY, 4e e
3a[l03HAT C M3MCKBAaHHWSTA KBM JIEKADCTBEHHTE NPOAYKTH H C IIOCOYCHHMTE B Ipoledypara
KOJIMUECTBa,

BB3N0KHTEIIAT e AOMyCHE JIH B PAMKHTE Ha IIOJABAHe Ha 3asBJICHHE 3a yJacTHE U odepra
II0 TEKyIIaTa IEHTpaIu3HpaHa Ipoueaypa 3a KOHKpeTHaTa [TO3HLHs Ha JiekapcTBeH npolykT ATC
xon LO3ABO04, INN: Interferon alfa-2a, mapenrepanna ¢opma, ObocobeHa nosmums Ne2,
HoMerxknarypra enununa nopeneH Ne 41, peknapupaHe Ha KOJIMYECTBA OT IIPOAYKTA 3a YaCTHYCH
CpoK - mo kpas Ha 2020r.?

OtroBop Ne 4: He, nexiiapupaHe Ha KOJIMYECTBA OT NPOMYKTA 3@ YaCTHYEH CPOK - JIO Kpas

Ha 2020 r. He € JONMYCTUMO.

Bonpoc Ne 5: Bws Bpb3ka ¢ ykasanue B fokymeHT PBKOBOJICTBO HA ITOTPEBUTEJIA
TBPTOBLIU HA EJIPO, pasuen 9. ITposexaane Ha enextporeH THpr (cTp. 31/35): "Ilo Bpeme Ha
€NIeKTPOHHHS THPr CHCTeMaTa He JIONycKa IIOBEYE OT €IMH YIIBIHOMOIIEH IIPEACTaBUTE] Ha
Thpropell (YYacTHHK B MpoleAypara) Aa INpOMeHs LeHHTe", MOJHM 3a pPa3sCHEHHE [aiH
BB3/I0XKATENAT HpeJBHkIa IIOESTAHO NMPOBEXKIAHE HA E€JEKTPOHHHA THPI HJIM €JHOBPEMEHHO 3a
BCUYKH 000COOEHH MO3MIMUM W HOMCHKIATYPHH COHHHMIM M C KakBa IPOABIIKHTETHOCT (Opom
YacoBe) ce MPEeIBIDKAA MPOBEXKIAHETO HA ENCKTPOHHHS THPT.

Otrosop Ne S:

EnextponnusaT THpr we GbAe MpoBe/ieH €IHOBPEMEHHO 3a BCHUKHM 060ocobenu nosumuu. B
croTBeTcTBHE ¢ Wl 90, an. 5 oT 3011, Ha3HaYeHaTa OT BBIJIOKHUTEIS KOMHCHs CJIe[l H3BBPIIBAHE HA
IbPBOHAYANHA OLIEHKa Ha oepTUTe, e H3MPaTH [IOKaHa 3a MPOBEXIaHE HA €JIEKTPOHEH THPT [0
BCHYKH YYaCTHHIH, YMHTO odepTH ca momycHatn. [loxanara me ObAe H3mpaTeHa HaH-Manko 2
paboTHY JHH IpCIU HAYIOTO Ha ENEKTPOHHHA THPr M B Hed me ObIe HOCOYEHO BPEMETO 3a
nOpoBexianeTo My. [Ipensuxnma ce BpeMETO 3a NpPOBEKIAHE Ha €JICKTPOHEH THPr na Obic
ompeneneno B Opoit nuu, a He B yacoBe. O6psimame Bu BHUMaHHME, 9e EneKTpoHHaTa cHCTEMa
JOIIycKa [I0flaBaHe Ha IIPeIOKEHHUS 110 pasIndHUTe 060COOEHH MMO3UITMN OT Pa3sIUYHM NOTpeOUTETH
Ha eJuH Thprogeu. Koraro aama otienHu morpebuTenu ca noxain odeprta no asere obocobenu
MO3ULHH, TO HA €IEKTPOHHHS THPr I MOraT jJa ydacTBaT M JBaMmara NOTpeOHTeH, BCEKH 3a

ITO3UIHATA, 32 KOATO € IToJaJT IIPECIJIOKEHHE.

Bropoce Ne 6:
Cren 3ano3nasate ¢ 00aBIenreTo u npoMeHenara ¢ Pemenue Ne P/1-11-371 ot 24.09.2019

T'. JOKYMCHTAaIHATA [10 ONpoLeaypara, YCTAaHOBHXME CICIHUTC H3HCKBAHHUA H YCIIOBHA 3a YYaCTHEC Ha

Br3noxurens:



B IoxyMmeHTanmsTa WMa H3HCKBaHe, ue: ,,3a BCAKAa HOMEHKIaTypa OT TexHHYecKara
crieruuKaims me Ob1e CKIF0YEHO paMKOBO CIIOPa3yMEHHE C MTOBEYE OT €IMH H3IIBIHHTENH, aKo ca
HAJIMIIE TOBeYe OT €JMH KJIaCHPAHW YYaCTHHIM™, KaKTO H de: ,,3a H3NBIHHUTENH CC ONPCIACIAT
YYaCTHHKBT IPEIJIOKII Hall-HUCKA [IeHa W BCHUKH JPYTH Y4aCTHHIH, TPEIIOKKIM 1IEHA, KOSTO €
10 10 % no-BucoKa OT Hal-HACKATa NpeI0XKEHa [IEHa, HO He ¢ IToBeve oT 10 M3mbIRNTEH".

BB Bpb3Ka C TOPEU3II0KEHOTO i Ha ocHoBaHue WI. 33, ain. 1 ot 3011, Moyum 3a odunnanHo
CTaHOBHINE H pa3sgCHEHHE OT cTpaHa Ha MHHHCTEPCTBO Ha 3PaBEOIIa3BaHETO MO CASTHUTE BBIIPOCH:!

Hamajnssageto Ha Opos Ha yYaCTHHLHTEe, ¢ KOHTO e OBAe CKIIOYEHO pPaMKOBO
CopasyMeHHE 3a JafieHa HOoMeHKIarypa, oT 20 /B mbpBOHayanHaTa NoKyMentauus/ Ha 10 /B
IIpOMeHeHaTa/ TEXHAYECKA IPellika Jii € M Gpost HaucTHHA ce Hamasasa Ha 107

OtroBop Ne 6:

BposT Ha y4aCTHHIMTE IO PaMKOBO CHopasyMeHue € mnpoMeHeH ¢ Pemenme Ne PJI-11-
371/24.09.2019 r., K0eTo OGCTOATENCTBO € H3PHYHO MOCOYEHO B PEINCHHETO 3a omo0psBaHE Ha

00sBIIEHME 32 H3MEHEHHE WIIH JOMEIHUTeNHA nHbopMarus (Pazgen VII: Tlpomenn).

Buopoc Ne 7:
AKo TIpH II0JjaBaHe Ha ITBPBOHAaYANHATA CH OepTa NafeH yIaCTHUK IPEUIONKH [IEHa, KOATO

e ¢ 10% 1o-HHCKa OT IeHATE Ha OCTAHAIMTE YYAaCTHHIA, caMO TOH JIM e O/ OKaHEH 1A yJacTBa
B €JIEKTPOHHMSA THPT M0 pezna Ha wi. 89-91 ot 3011, upes Enexrponnara cucrema, wim e 6b1aT
MIOKAHEHH BCHYKH YUACTHHIIH, Oepupatn LeHH, KOUTO ca He [I0-BUCOKH OT CTOMHOCTTA, [10COYEHa
B KoJIoHa ,,PedepenTHa croiinoct Ha 1 6p. Mapka, ceriacHo I1JIC* 3a CLOTBETHAaTa HOMEHKJIATYPA.
Orrosop Ne 7:
B crotBerctBHE ¢ il 90, an. 4 u an. 5 ot 3011 3a yyactHe B EnexktpoHeH Topr mie O6baaT
NIOKAHEHM BCUYKHM YYaCTHHIM, YUUTO odepTH ca NOIMYCHATH, Bb3 OCHOBA Ha H3BLPINEHATa

IIbPBOHAYAIHA OIIEHKA B CHOTBETCTBUC C n36paan KpPITCpI/Iﬁ 3a Bbh3JiaraHe.

Brnpoc Ne 8: AKo npu yyactue B eJIEKTPOHHHS THPT, 110 pena Ha wi. 89-91 ot 3011 upe3s
EnexkTpoHHATa CHCTEMa, JaJieH YYaCTHHUK MPEUIOKHA LeHa, KoaTo € ¢ 10% 1o - HuCcKa OT LEeHUTe Ha
OCTaHAJMTEe YYACTHHIH, caMo TOof 1M me ObJe KJIaCHpaH H IIOKaHEH Ja CKI0YHd DPaMKOBO
CIIOpasyMEHHE 32 CHOTBETHATA HOMEHKJIATypa WX LI OBJAT KNACHPAHH M IIOKAHEHH M IPYTH
YJACTHHIIH.

OTtrosop Ne 8:

BCHUKH y4aCTHHIM B €JIEKTPOHHHS THPT 3a A3JIEHO JIEKApCTBO e OBIAT KIaCHpaHHu, Karo 3a
H3OBIHUTENHN HA PAMKOBOTO CIOpasyMeHHeE e OBbIAaT ONPEACICHH YYaCTHUIMTE, KOMTO OTrOBapsT

Ha CNEJHOTO YCIOBHE Ha BBH3NOXUTENA: "3a H3NBIHUTENH CE ONPEAEIAT YYaCTHHKET IIPCITOXKHIT



Haif-HHCKA IEHA 1 BCHYKH JAPYTH YIACTHHIH, IPEUIOKHIIH IIeHa, KoATo € 1o 10 % mo-BHCOKa OT Haii-
HHCKaTa Mpe/jiodKeHa [eHa, Ho He ¢ noBeye ot 10 u3mbiaHuTeny.”

Bnnpoc Ne 9:

AKo Iipu moiaBaHe Ha IhPBOHAUANHaTa cH odepTa AafeH yJaCcTHHK MPEJIOKH LEHA, KOATO
e ¢ 20% 110-HHMCKa OT CPeHATa CTOMHOCT Ha IIPEUI0XKEHUSTA Ha OCTAHANINTE YYACTHUIIH, e My ObJie
JM W3UCKaHa 060CHOBKA 3a I[[eHaTa Ha OCHOBaHue wi. 72, an. 1 ot 30I1.

AKoO TIIpH yJacTHe B €JIeKTPOHHHUS THpT, 10 pena Ha wi. 89-91 ot 3011 upe3 Enexrponnara
CHCTEMA, JaJeH YYaCTHHK IIPEUIOXKH LieHa, kodto € ¢ 20% no-HHCcKa OT CpeAHara CTOMHOCT Ha
NIPEUTOXKEHHATA Ha OCTAHAINTE YYacTHHIM, IE My ObIe M H3HCKaHa OOOCHOBKA 3a LleHaTa Ha
ocHoBanue 4. 72, ai. 1 ot 3011

OTtrosop Ne 9: OueHuTeNEaTa KOMMCHS 1€ NIpriara 4. 72, ail. 1 BB BCHYKH IPEIBHICHH
oT 3aKkoHa 3a 00IIEeCTBEHUTE IOPHYKH CIIy4aH.

Bnopoe Ne 10:

Kak me 6b1aT KI1acHpaHu yJacTHUIIUTE, KOUTO MMaT LIEHOBH NIPEIUIOKEHHS Ha €/[HA U ChIIa
CTOHHOCT — 4pe3 xKpeOui i 1me ObAaT KIacHpaHH BCHYKH.

Otroeop Ne 10:

IIle 6bmaT Kiacupanu BCUYKH.

3aJ'H/I‘I€H0 Ha OCHOBAHHC 4JI.
Y36a or 3011

KHUPUJI AHAHUEB —
Munucmop na 30paseonaseéane




