PEINNIYBJIMKA BBJIT'APUSA
MHUHUCTEPCTBO HA 3[IPABEOITIAZBAHETO

OJOBbPSABAM:
MHUHHUCTDBHP
A-P CTE®@AH KOHCTAHTHUHOB

IHIOKAHA

3A YYACTHE B INIPOLEAYPA HA TOI'OBAPAHE BE3 OBAB/IEHUE

MunucTepcTBO Ha 3/paBeona3BaHeTo, rp. Codus, mi. “Cs. Henensa” Ne 5, Ten.
102/ 9301 148, darc /02/ 9301 451, ymue 3a xoHTakT AHTOH I'ocmoguHOB, €-mail
agospodinov@mh.government.bg, Ha ocHoBanue wi. 92, BB Bpb3ka ¢ wi. 90, ai. 1, T.
6 or 3akoHa 3a obmectBeHute mopbuku U Pemenme No P — 17-......... oT
.............. 2010 r. Ha MUHUCTBpPA Ha 3APABEONA3BAHETO, OTIPABS MOKAHA 33 y4acTHE
B TIpOIIEypa 3a U300p HAa U3IMBIHUTEN 32 3aKyIyBaHE HA JAOMBIHUTEIHA KOJIHMYECTBA
JICKapCTBEHU TPOJYKTH MO MPEKPATCHHUTE MO3UIIMKU OT TMPOIIeIypa 3a Bbh3JaraHe Ha
oOIecTBeHa TOpBYKAa C mpeaMer ,JloctaBka Ha OMBJIHUTEITHU KOJIMYECTBA
JIEKApCTBEHU MPOJYKTH 1O CKJIFOUEHH JoroBopu 3a 2010 roa., BKJIIOYEHU B CIIMCHKA
no wi. 2, ain. 2 ot Hapen6a Ne 34/2005 r. 3a pena 3a 3amamiane oT penyOIuKaHCKUs
OrO/DKET Ha JICUCHHWETO Ha OBJITApCKUTE TpakIaHW, 3a 3a00JIIBaHUS, U3BBH 00XBaTa
Ha 3aIBDKATEITHOTO 3JPAaBHO OCHTYpSIBaHE”, N0 W3IIBIHUTEINUTE IO JOTOBOPH 3a
JocTaBka Ha jgekapctsa npe3 2010 r., kakTo ciensa:

- »wIMBPA” EAJl, npencraButen Ha ,,Ebewe Pharma Ges.m.b.H. Nfg.
KG”, Austria, ceriaacuo Jlorosop Ne PJT — 17 — 652/10.05.2010 rox.;

- ~MEPK BbJII'APUSA” EAJl, npeacraButen nHa ,Merck KGaA”,
I'epmanus, coriacHo Jlorosop Ne PJI — 17 — 226/18.02.2010 rox.;

»TEBA ®APMACIOTUKDBJIC BBJTAPUS” EOO/, npencraBuTe

Ha ,,Teva Generics GmbH”, T'epmanusi, ceriaacao J[Horosop Ne PJ — 17 —
281/02.03.2010 rox.;

- »AJITA ®APMACKOTUKDBJIC” EOO/, npencrasuren Ha ,,Eli Lilly
Nederland B.V.”, ceriacuo Jlorosop Ne PJ] — 17 — 223/17.02.2010 rog.;

- ,CODPAPMA TPEMJAMUHI” AJIl, npencrasuten Ha ,,Novartis
Europharm Limited” UK, ceritacuo Jlorosop Ne P/ — 17 —411/31.03.2010 rog.;



- »POLI BBJITAPUA” EOO/, cwrmacio [JoroBop Ne P — 17 —
188/15.02.2010 rox.;
»POIII BBITAPUSA” EOOJ, npeacrasuren Ha ,Roche UK”,
cbriacHo Jloroop Ne PJI — 17 — 188/15.02.2010 rogx.;

YyacTHUIIMUTE Morar jJa mojaBaT odepTd camMo 3a Te3d TO3UIUU  OT
cnenuuKanmaTa, 32 KOUTO UMaT CKIIOYEH JIOTOBOP 3a JIOCTaBKa Ha JIEKAPCTBEHU
npoayktu 3a 2010 rog.

[Ipu m3rorBsiHe Ha odeprara YIACTHUKBT CJIENBA J1a C€ MPUABPKA TOYHO KBM
OOSIBEHUTE OT BB3JIOKHUTENSI CPOKOBE M YCIOBHUS, TOCOUYEHHU B PEIICHUETO 1 MTOKaHATa.

Pa3xonute, cBbp3aHM ¢ U3rOTBSHETO U I0JIaBaHETO Ha Oo(epTUTE ca 3a CMETKa
Ha YYaCTHHKA. BB3IIOKUTENAT HE y4acTBa B T€3U PA3X0JId HE3ABUCUMO OT HAaUMHA HA
MPOBEKIAHE U M3X0/1a HA MPOLEAYypaTa.

Odeprata ce usrorBs cwriaacHo Ilpunoxenue Ne 2. Ilpu nmpuemanero i B
JIEJI0BOJICTBOTO HA MUHHUCTEPCTBO HA 3/IpaBEONa3BaHETO BBPXY IUIMKA C€ OTOEIsI3BaAT
MOpeIHUs HOMEp, JaTaTa M 4YachT Ha 3aBeXJaHeTo /mosrydaBaHeTo/. [locouenute
JAHHU CE€ PETUCTpUpaT B JEJIOBOJCTBOTO HA MUHHUCTEPCTBO Ha 3ApaBEONa3BAHETO, 3a
KOETO Ha MPUHOCHUTEIA CE M3/laBa JOKYMEHT, Clie]l KOETO odepTaTra ce MPEeACTaBs OT
y4acTHUKA B qupekius “OO01ecTBeHH MOpbUku”’, eTax 2, ctasg Ne 211 3a BnucBaHe B
Peructbpa Ha M3 3a yyacTue B polielypH 3a Bb3jaraHe Ha 00IIeCTBEHU MOPBUKH.

OdepraTa ce nmojmaBa B Cpoka, IMOCOYEH B HAcTosAlaTa NokaHa. B cioywaure,
KOraTo ChIaTa € MoJiydeHa clie]] MOCOYEHUsI CPOK U Yac WM BBHITHO TS HE OTTOBaps
Ha TMocoyeHus oOpaser] /mpelcTaBeHa € B He3alneyaTaH WM CKbCaH IUIUK/,
CHOTBETHHUTE JJIHKHOCTHHU JIMIIA OTOEJISI3BAaT TOBAa 0OCTOSTENCTBO B Peructbpa Ha M3
3a yyacTu€ B TIPOLIEYpH 3a Bb3JIaraHe Ha OOIIECTBEHU MOPBUKH U odepTaTa HE ce
nmpremMa, KaTo c€ BphIlla He3a0aBHO Ha yYaCTHHUKA.

[Ipu oTrBapsiHe Ha oepTUTE MOTaT J]a MPUCHCTBAT YYACTHUITUTE B MPOILIeTypaTa
WU T€XHU YI'BJIHOMOIIEHU MPEICTABUTENH, KAKTO U MPEICTaBUTENN Ha CpelcTBaTa
32 MacoBO OCBEJOMSBAHE M Ha MOPUAWYECKHA JMIAa C HECTOMaHCKa Men. 3a
MpPOBEXKJaHE Ha JOTOBApsSHETO TpsOBa Ja TMPUCHCTBAT 3aKOHHUTE  WJIU
YI'BJIHOMOIIICHU MPEICTABUTENN Ha YYACTHUIIUTE.

Komucusita, Ha3HaueHa CbC 3amMoBe] HAa MUHHUCTBhpPA Ha 3/IpaBeoNa3BaHETO, B
ChOTBETCTBUE ChC 3aKOHA 32 OOLIECTBEHUTE MOPBHUYKHU, pa3riiexaa NnojaaeHuTe odpepru
B Haca, JaTaTa U MSCTOTO, TOCOYEHHU B MMOKaHATa U U3BBPIIBA ACHCTBUATA, TIPEABUICHU
B wi. 93 ot 30I1.

Kputepust 3a onenka Ha odepTUTe B MpolieaypaTa Ha JOTrOBapsHE € “Hail-
HHUCKAa mnpeaoxena nena”. Komwucusta wimacupa odepTure BB3 OCHOBA Ha
MpeUIoKeHaTa 1ieHa 3a eIMHUIA MsIpKa Ha JiekapcTBeHust poayKT mo INN.

Crnen mpukiirouBaHe Ha paboTaTa Ha KOMHCHSTA MO Pa3MIekKIaHe U OIeHKa Ha
odepTuTe, BBIIOKHUTEIIAT OOSBSIBA C PEIICHHE KIACHPAHETO HAa YYaCTHUIIUTE U
YYaCTHHUKBT, OTIPEJIEIICH 32 U3IIBIHUTEN Ha OOIIECTBEHATA MOPbUKA. Y YACTHUIINTE CE



YBEJOMSBAT MMCMEHO 3a pPe3ysiTara OT MPOBEeHATa MPOIeypa, KaTo UM C€ BPhUBa
(u3Mmpaiia) KOrue OT PeIIeHUETo.

1. OOekt Ha oOmIecTBeHATAa MNOPBYKA — JIOCTaBKa 4Ype3 TMOKYyNKa Ha
JOMBJIHUTEIHN KOJIMYECTBA JIEKAPCTBEHU MPOAYKTH MO MPEKPATEHUTE IMO3HUIMH OT
npoleaypa 3a Bb3JlaraHe Ha OOILIECTBEHa IOpbYKa C HpeaMer ,JlocraBka Ha
JTOI'BJIHUTEITHU KOJMYECTBA JI €KAPCTBEHU MPOAYKTH 110 CKIIFOUYEHH orosopu 3a 2010
roJi., BKIIIOYCHH B CIHCHKa mo wi. 2, ain. 2 oT Hapemb6a Ne 34/2005 r. 3a penma 3a
3aIjialane OT PemyOJMKaHCKUs OIO/KET Ha JICYCHHETO Ha OBITapCKUTE TPaKIaHH,
3a 3a00JsBaHuUsl, W3BBH OOXBaTa Ha 3aJbJDKUTEIHOTO 3ApPaBHO OCHUTYpsBaHE”,
CBITIACHO MPUJIOKEHATA CIICIU(UKALINA:



2. Bua Ha npoueayparta — noropapsine 0e3 o0siBIeHUE.

3. Kox chriiacHo HoMeHKJIAaTypaTa Ha Kiacu(pukaTopa Ha o0IIeCTBEHHTE
nopbuku — 33600000.

4. M3uckBaHusl KbM YYACTHHUIHMTE — YYaCTHUKBT B IpoIEAypaTa MOXE Ja
Obae OBJTAPCKO WM YYXKACCTPAaHHO (U3HYSCKO WU FOPHUIUYECKO JIHIE, KOCTO
OTroBaps Ha MPEIBAPUTEIHO OOSBEHHUTE OT BB3JIOKUTENS ycioBusa. Jlo ydacTHe ce
JOMyCcKaT C€aMO YYacTHHUIIM, OTrOBapsIiM Ha W3WCKBAaHWATa Ha 3aKOHA 3a
JICKapCTBEHUTE MPOJYKTH B XymMaHHaTa meaunuHa /3JIIIXM/ u Ha M3UCKBaHUATA Ha
1. 47, an.1, an. 2 m an. 5 or 30I1.

5. O01H ycj10BMS 32 M3ITbJIHEHHE HA IOPbYKATA:

o Cpok 3a u3n'bJIHEHNE HA MOPBYKATA — BCAKA OT/ACIIHA JI0CTaBKa Clie/IBa
na Obze mocraBeHa B cpok o 10 /mecetr/ paboTHM JHU Ciie] TOJIydaBaHE Ha 3asBKaTa
— paznpenenenue ot BB3JIOKUTEJISA u 3a koindecTBaTa, TOYHO ONPEACIICHU B
3asiBKaTa. 3asgBKaTa — pas3npeicieHHe C€ BpbUBA JIMYHO CpENly IMOJNUC Ha
YI'BTHOMOIIICHO JIUIIE OT 3BEHOTO 3a IMUHUCTPATUBHO OOCITY)KBaHE WJIM C€ M3Ipala
C MpernopbYaHO MUCMO C 0OpaTHa pas3mucKa, Mo (HaKC WIHM IO €JIeKTPOHEH BT MpPHU
YCJIOBUSITA U 110 peia Ha 3aKOHA 3a CJICKTPOHHUS JOKYMEHT U €JIEKTPOHHUS TTOTHC.

o HauyuH M MsCcTO Ha M3NbJHEHHE HA J0CTaBKHTe — 3a MJICTO Ha
JIOCTaBsIHE HA CTOKUTE C€ OMpeAessIT KpaliHuTe nosiydarenu no Hapenba Ne 34 ot
25.11.2005 r. 3a pena 3a 3amianiaHe OT penyOJUKaHCKUS OIOJKET Ha JICUCHUETO Ha
OBJITapCKH TPaKJIaHHW 3a 3a00JIIBaHUS M3BBH 00XBaTa Ha 3abJDKUTEIIHOTO 3PABHO
ocurypsiBaie. KpailHuTe mnoJiydaTteld c€ ONpeaAcisT H3PUYHO B 3aABKUTE —
pasnpeeNieHUs] Ha Bh3JIOKUTEIIS.

. YcioBus 1 HAYMH HA IJIANIAHE

[Inamanero ce U3BbPIIBA B JIEBA, CJE MIPE/ICTABSIHE Ha:

- nocTaBHa (pakTypa, cheTaBeHa chriacHo n3uckBanusTa Ha 31JIC u I3 1C
- OpurHHajI U 2 Opos 3aBEpPEHU OT U3ITBIHUTEIIS KOTIHS;

- IpUEMATENIHO — IIPeaaBaTesIHd MPOTOKOJIU, 0 0Opa3zell Ha MUHUCTEPCTBO HA

3JIpaBEOIa3BaHETO;
- 000011IeH OIKC HA TPOTOKOIUTE —3 /Tpu/ Opos;
- TUCMEHHW 3asiBKH — paslpeieNicHHs, W3TOTBEHH OT MUHHUCTEpCTBO Ha

3/paBeoIa3BaHETO U 3aBEPEHU OT KPalHUTE MOJydaTelIn;

- ceptudukaT 3a OCBOOOXKJaBaHE Ha BCsAKa MapTUAa, W3TAIAEH OT
kBaymuiupanoto ymiie mo 3JITIXM - 3aBepeHO OT U3MBIHUTENS KOIKE, B MPEBOJ HA
OBIATapCKU €3UK OT (upma, CKIOYWIa JOTOBOp C MUHHCTEPCTBO HA BBHHIIHHUTE
paboTu 3a u3BbBpIIBaHEe Ha oduimanHu npeBoau (CnuchKbT HA GUPMUTE, C KOUTO
MuHuCTEpCTBO HA BBHIMHUTE Pa0OTH € CKIIOYWIIO JIOTOBOPH € IMyOJIMKyBaH B
€JIEKTPOHHUS CAUT HAa MUHUCTEPCTBOTO).



Haunn Ha muramane — TUlamaHeToO ce€ M3BBPIIBA MO OaHKOBA CMETKa Ha
MN3ITBbJIHUTEJIS, xato CTOMHOCTTAa Ha BCsKa JOCTaBKa ce 3aiaiia B cpok g0 60
JIHU CJIeJ IPEACTaBsIHE Ha TOPETIOCOUYCHUTE IOKYMEHTH.

Cpoxk Ha pgoroBopa: JloroBopbT ce CKJIOYBA B OBJIrapcku JieBa, IpHU

ycioBusiTa Ha wi. 41 ot 3akoHa 3a OOLIECTBEHUTE MOPBUYKHU. JJOrOBOPBT ce CKIIFOUBA
3a cpok J0 28.02.2011 r.

HpI/I CKJIIOUBAHC Ha JO0IroBOpad, YYAaCTHHUKBT, OIIPCACIICH 3ad H3IBIHUTCI
npeacTaBd JOKYMCHTHTC 34 YAOCTOBCPABAHC Ha oOcTosATeICTBATA 1O Y. 47, an.l u
an2 oT 3OH, U3aaACHN OT CBOTBCTCH KOMIICTCHTCH OpIdaH, HJIM H3BJIICHCHHC OT
CT)I[€6€H PETUCTBP, WK CKBHUBAJICHTCH NOKYMCHT Ha CBIIG6€H WM aIMUHUCTPATHBCH
opraH OT AbpiKaBaTa, B KOATO € YCTaHOBCH.

B cnydait, ye ipe3 BpeMeTo Ha JEWCTBHUE HA JOTOBOpPA Abp:KaBHATA PETYJIUpPAHA
[[EHAa Ha JOTOBOPEHUTE JIEKAPCTBEHU TMPOAYKTH, BKIIOUEHH B I[lo3UTUBHUS
JIEKApCTBEH COUCHK Mo Wi.262, an.4 ot 3JIIIXM craHe mo-HUCKa OT JOTOBOpPEHATA,
BB3JIOKUTEJIAT we 3amama JeKapcTBEHUTE MPOAYKTH HA MO-HUCKATa L[EHAa, OT
JaTaTa Ha BJIM3aHE B CWJIa Ha KOHKPETHOTO pelleHne Ha KomucwusiTa 1mo 1neHure Ha
JIEKapCTBEHUTE MPOLYKTH.

6. YcioBusi m pazmep Ha rapaHiusiTa 3a yyacTue B Npoueaypara W Ha
rapaHiIUATA 32 U3IbJIHEHNE HA JOr0BOpAa:

A. T'apannusiTa 32 yyacTue B NpoOUeAypaTa 3a BCAKA OTJEIHA MO3ULUS €
pasmnpezeseHa KakTo clie/Ba:

Mesaynapoaso JlekapcTBeHa Konuuectn Tapan
3adoasiBaHe ATC xon HeNMaTEeHTHO Msipka | MaKc. cT-cT M B
¢opma 0 10
HAHUMEHOBaHUE no 4. 7 JIB.
METHOTREXAT | mapeHTepanHa
LO1BAO1 E 1000 mg (bopma mg 0,01854 100 000 15
LO1XC06 | CETUXIMAB “apfpféazﬂ“a mg 4,6054 300000 |11513
8. 3mokavecTBeHN
3a00JIIBaHUS COLONY
STIMULATING HAPerTeDATHA
LO3AA FACTORS P cpopﬁa“ MIU 0,9181 150000 | 1147
FILGRASTIM;
LENOGRASTIM
LOLXEO1 IMATINIB “egggﬁ;‘*a mg 0,42650 | 10800000 |38 385




LO3ABO04; INTERFERON nmapeHTepaiHa MIU 3,78267 15 000 472

LO3ABO5 alfa bopma
LO1BAO4 | PEMETREXED “apfg:gzﬂﬂa mg 4,9177 225000 | 9220

LO1XCO03 | TRASTUZUMAB “"‘pfbifﬁ:”“"‘ mg 8,28207 | 900000 |62 115

[NapanuuuTte 3a ydacthe ce MpeAcTaBAT B efaHa OoT dopmuTte, cbhriacHo wi. 60 oT
3akoHa 3a 00IIECTBEHUTE MTOPHUKHU:

- OpurvHajg Ha Oe3yCJOBHAa M HEOTMEHsieMa OaHKOBa rapaHiius, u3gajeHa OT
Obirapcka WIM 4YyXKJecTpaHHa ©OaHka, B Toi3a Ha MUHUCTEPCTBO Ha
3/[paBeoONa3BaHeTO, ChC CPOK Ha BamuaHocT 90 /nmeBerneceT/ KajeHAApHU JIHH,
CUMTAaHO OT KpaWHWA CpPOK 3a ToiiydaBaHe Ha odeptute. baHkoBHTE TapaHINH,
W3IaJICHU OT YyXJECTpaHHU OaHKH, Clie/[Ba Ja ca aBU3UPAHU upe3 Objrapcka OaHka,
MOTBBPIKIABaIa aBTEHTUIHOCTTA Ha ChOOIIEHUETO.

- Mapu4yHa CcyMa, TpeBeAcHa Mo OaHKOBa CMeTKa Ha MUWHHCTEPCTBO Ha
snpaBeonasBaHeTo — bHB LlenTpamno ynpasnenne IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHb — BNBG BGSD — marexxHo HapexxiaHe B OpUTHHA WIH
KOIIHE.

b. I'apanuus 3a u3dnbJaHeHue Ha aorosopa — [Ipu cxirouBane Ha 10roBopa,
YYaCTHUKBT, OMPEIEICH 3a H3IIBIHUTEN MPEJCTaBS TapaHIMs 3a WU3MBJIHCHHUE Ha
ChINUS, KOATO C€ OCBOOOXAaBa Clie]] HeTOBOTO M3MbJIHEHUE. ['apaHuaTa e B pa3mep
Ha 3 % (Tpu mporieHTa) OoT cToiHocTTa Ha moroopa 0e3 JIJIC u e ¢ Bamuanoct 30
JHU CJieJl M3TUYaHEe Ha CpPOKa Ha JoroBopa. ['apaHiusara ce mpencraBs B €IHA OT
dbopmuTte, chriracHo 4wi.60 oT 3akoHa 32 OOIIECTBEHUTE OPHUKH:

- OpUTHHAN Ha 0e3yClIOBHA W HEOTMEHseMa OaHKOBa TapaHIus, W3aJcHa
oT OBdrapcka WM 4YyXIecTpaHHa OaHka. bankoBara rapaHius, wW3najgeHa oOT
yy)KJIeCTpaHHU OaHKW, CJeABa Jla € aBu3uMpaHa upe3 ObJrapcka OaHka,
MOTBBPIKIaBaIa aBTEHTUIHOCTTA HAa ChOOIIEHUETO.

- TMapu4yHa cyMa, TpeBelcHa Mo OaHKOBAa CMETKa Ha MMHHCTEPCTBO Ha
3npaseona3paHeTo — BHbB Ilentpanno ynpasnenue, IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHb — BNBG BGSD — miatexHo HapeX/1aHe B OpUTHHAI WA
KOIIHE.

7. Cpoxk Ha BanuaHoct Ha odeprara — [IpencraBenara odepra TpsOBa 1a
ObJle ChC CPOK HAa BAIHIHOCT HE MO-MajdbK OT 90 /meBeTnecer/ KaleHAapHU JTHU OT
KpalHUS CPOK 3a MoJTy4aBaHe Ha odepTure.

8. Odeprara 3a yuacTue B NpoleaypaTa, U3roTBEHa ChIIIACHO U3MCKBAHUITA
Ha TIOKaHaTa 3a ydacTHE C€ 3aBeXJa B JEJIOBOJACTBOTO Ha MUHHCTEPCTBOTO Ha
3npapeomna3paHeTo, wi. “CBera Hemens” Ne 5 B cpok mo 17.00 vaca Ha 7-us J1eH,
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CUMTAHO OT JEHs, CJeABalll JaTara Ha H3MpallaHe Ha MOKaHaTa 3a yd4acTUE B
npolenypara A0 U30paHuTe Julla U A0 ATeHIHsSITa MO OOIIECTBEHH MOPBUYKU, CIIE]
KOETO Cce MpeJCcTaBs OoT yyacTHUKa B Jupekuus “O6mectBeHu nopbuku”, mi. “Cera
Henens” Ne 5, er.2, cras 211, 3a orpazaBane B Peructbpa Ha M3 3a mOCTHIMIN
opepTd 3a yyacTue B IMPOLEAYpPH IO Bb3JIaraHe Ha OOLIECTBEHU TMOPHUKH —

9. MsicTo, J1eH W 4Yac 3a pasrjexjaaHe W oleHsiBaHe Ha odepTUTe — B
crpajata Ha MUHHCTEPCTBO Ha 3/ipaBeonasBaHeTo, mwi. “Cera Henensa” Ne 5 ot 10,30
yaca Ha 8-us KaJeHJapeH JeH, CYMTAHO OT JCHs CJICJBAIll JaTaTa Ha W3IpallaHe Ha
MOKaHaTa 3a y4yacTHe B Mpoleaypara 10 u30paHuTe Julla U 10 ATEHIUSATa IO
OOILIECTBEHU MOPBUKH — +.vvvveennreennnnnnnnn.

[IpunoxeHue KbM HacTosIIATa MOKaHa ca CICAHUTE TOKYMEHTH:

1. Texuuuecku yciaoBus U u3nckBanus — [Ipunoxenune Ne 1;

2. Obpazern Ha oepTa ¢ ykazaHus 3a noaroroBkara i — [Ipunoxxenne Ne 2;

3. IIpoekT Ha AOroBOp 3a Bb3jIaraHe Ha oOlIecTBeHa nopbuka — [Ipunoxenue
Ne 3;

4. TunoBu 00pa3ly Ha JAeKJIapali U JOKYMEHTH.



IIpunoxenne Ne 1

TEXHUYECKHU YCJIOBUA U U3UCKBAHUA

I. U3uckBaHUA KbM JIEKAPCTBEHUTE NMPOAYKTH:
1. JlexapcTBeHUTE NPOIYKTH TpsAOBa Ja OTroBapsT Ha M3HCKBAHMITA Ha 3aKOHa 3a
JIEKapCTBEHUTE TPOAYKTH B XyMaHHata wMeaunuHa (3JIIIXM) — tpsb6ea na
NpUTEXKAaBaT BAJIMIHO pa3pellleHHue 3a ynoTpeda B cTpaHaTa, W3/aJIEHO MO peaa Ha
3JIIIXM unu Pernament (EO) Ne 726/2004 1. na EBponeiickust napiamenT u CbBeTa
/an. 23, an.1 na 3JIIIXM/ u ceprudukar 3a 0cBOOOXKAaBaHE HA MapTUAA, U3AAJACH OT
kBanpuuupano june no 3JIIIXM um ynoctoBepsBail, ye mapThaara JEKapCTBEH
MPOAYKT € TMPOU3BEJECHAa M KOHTPOJMpaHa B CHOTBETCTBUE C M3HUCKBAHMUSATA Ha
paspeienreTo 3a ynorpeda no pena Ha 3JIIIXM. B cinyuaii Ha u3THdaHe Ha CpoKa Ha
pa3pelleHreTo 3a ynoTpeba Ha JjekapcTBeH npoAykT mnpe3 2010 r., y4aCTHUKBT
JIeKIapupa B CbOTBETCTBME € wi. 55, am. 6 or 3JIIIXM, 4de komuuectBara 3a
JIEKapCTBEHUS MPOJYKT Ca HAJIMYHU;
2. JlekapcTBeHUTE MPOJIYKTU clieBa Ja OBJAaT C JIbp’KaBHA pEryJvpaHa IIeHa,
ceriiacHo ui. 258, ain. 1 ot 3JIIIXM;
3. JlekapcTBEeHUTE MPOAYKTH cJe/Ba Ja ObaaT BKItoUueHU B [103UTUBHUA JIeKapCTBEH
CIIMCHK, aKTyaJIeH KbM JIaTaTa Ha oTBapsiHe Ha MiuK Ne 1 u 2 ot npouenypara.
4. JlexkapcTBEHUTE TPOJYKTU clie[iBa Ja OBJAT BKIIOUCHU B JICKAPCTBEHA JIUCTA,
MOKpPUBaHa OT OOIIECTBEH (POH]I HA MOHE TPHU OT MOCOYCHUTE CTPAHU B 4j.5, T.2 OT
Hapen6a No34/2005r. 3a pema 3a 3amjamiaHe oT penyOJMKaHCKUS OMOJKET Ha
JICYEHUETO Ha OBJArapcKkd TpaxiaHd 3a 3a0oJisiBaHUs, W3BbH o00XBara Ha
3aIBJKUTEITHOTO 37]PaBHO OCUTYPsIBAHE.
5. CpokbT Ha TOJIHOCT Ha MpeJJlaraHuTe JEKApCTBEHU MPOAYKTH Cie/Ba Ja Oble HE
no-MaiabK OT 60 /mectaecer/ Ha CTO OT OOSBEHUs OT MPOU3BOJUTENSI KbM JlaTaTa Ha
BCSIKA JIOCTaBKa.
6. Pa3mepbT Ha HEYCTOMKATA 32 HEU3ITBJIECHUE HA 3aIbJDKEHUATA 10 I0OrOBOPA € KAKTO
cieaBa:
6. 1. B cnyuaii Ha pgocTaBKa Ha JIEKAPCTBEHHsI MPOAYKT C TO — KpaThK OT
noroBopenust cpok Ha rogHocT, USIThJIHUTEJIAT nbiku HeycTOMKa, KAKTO CJIE/Ba:

- 59,99% - 50% - 20 % BBpXyY CTOMHOCTTA Ha IOCTaBKaTa;

- 49,99% - 40% - 30 % BBpXy CTOMHOCTTA Ha JIOCTaBKaTa;

- 39,99% - 30% - 60 % BBpXy CTOMHOCTTA Ha IOCTaBKaTa;

-29,99% - 20% - 75 % BBpPXY CTOMHOCTTA Ha JIOCTAaBKaTa;

- o 20% - 90 % BBpXy CTOMHOCTTA HA JOCTaBKaTa.
6. 2. JlocTaBkara Ha JIEKapCTBEH MPOAYKT C OCTaThU€H CPOK Ha TOJHOCT MO-MaTbK OT
30 Ha cTO OT OOSIBEHUSI OT MPOU3BOAUTEINS C€ U3BBPIIBA CAMO C MUCMEHO ChIJIacHe Ha



BB3JIOKUTEJIA 3a KOHKPETHO KOJIMYECTBO, ONpeaeseHO OT Hero. be3 m3puuHo
mucMmeno ceritacue Ha BB3JIOJKUTEJLS ctokuTte HsiMa na ObAaT 3aruialiaHu.

1. U3ucKBaHUA KbM YYACTHUIIUTE:

VYuacTHunuTe B OOIIeCTBEHATa MOpbuka TpsOBa Jia TMPHUTEkKABAT pa3pelICHHE 3a
IPOM3BOACTBO, M3aanaeHo mo pega Ha 3JIIIXM (B cayuamte mo 4wi. 196, am 1 or
3JIIIXM) unu 3a ThProBus Ha €ApO C JCKAPCTBCHH MPOAYKTH WU yIOCTOBEPCHHE 32
perucTpanus 3a ThbproBHs Ha €po C JIEKapCTBa, WU pa3pelIeHue 3a BHOC — U3aJICHU
no pena Ha 3JIIIXM.



puioxenne Ne 2

YKA3AHUSA 3A U3TOTBSHE HA O®EPTATA
/OBPA3ELY

Bcekn yuacTHUK B IpolieypaTa uMa MpaBo Ja MpeCTaBu caMO €AUH BapHaHT
Ha odepra.

[IpeacraBenata odepra TpsiOBa 1a OB/ ChC CPOK HA BAIUTHOCT HE MO-MaTbK
ot 90 /neBetnecer/ KaJlleHIapHU THU OT KpaHUs CPOK 3a MOJIydaBaHe HA OoepTUTe.

OdepraTa 3a ywacTue B IMpolieaypara ce€ H3roTBs, NpelaBa W MpuUeMa B
ChOTBETCTBUE C M3UCKBaHMATA Ha 3aKkoHa 3a oOimiecTBeHUTEe Mopbhuku. Odeprara ce
MOJMKCBA OT 3aKOHHMS TMPEACTABUTEN Ha JIMIIETO, KOCTO S MOAaBa WU OT M3PUYHO
YITBITHOMOIIIEHO OT HETO JIUIIE.

Odeprara 3a yuactue B nporueaypara cieasa j1a Ob/ie U3roTBEHA Ha OBIrapCcKu
€3UK.

Bceudku JOKyMEHTH, KOUTO NMpUApYykaBaT odepraTa c€ IpeaCcTaBsIT B OPUTHHAI
WM KAaTO KCEpPOKOIMsA C HOTApUAJIHA 3aBEpKa WM 3aBEepKa HAa Y4YaCTHUKA, B
3aBHCHMOCT OT BHJIa Ha JOKYMEHTa U OT YKa3aHOTO MO-A0Jy, B IPEBOJ Ha OBJIrapcKu
€3UK. JJOKyMEHTUTE U TaHHUTE CE MOAIUCBAT CAMO OT 3aKOHHUTE IPEICTaBUTEIN HA
yYacCTHHUKA, ChIJIACHO ChJEOHATa My PETUCTpalMs WM OT U3PUYHO YIIBIHOMOIIECHU
3a TOBA JIMIA, KaTO B TO3M CIIy4Yal C€ MPEICTABS ITbJHOMOIIHO B OPUTMHAI UJIN KOIIHE
C HOTapHaJHa 3aBepka. BCHYKM JOKyMeHTH TpsdBa 1a ca C JaTa Ha M3JaBaHe,
NpealecTama nogaBaHero Ha oeprara He moBeye oT 6 Mecena MJIM 12 ca B
CPOKa HA TAXHATA BAJIHIHOCT.

B ciy4aii, ue yqacTHUKBT, U30paH 3a U3MBJIHUTEIN HA 00IeCTBeHATa MOPHYUKA €
oOenuHeHne Ha (PU3UYECKO W/WIIM FOPUIWYECKH JIUIA, TIPU TOANMKUCBAHE HA JOTOBOPA
clieiBa Ja MPEJCTaBU JOKYMEHT, yJIOCTOBEpSIBAI PETHCTpAIMATa HA FOPUIUYECKO
JHIIe.

Odeprara cnensa nga Obae GYyHKIMOHAIHO paslpeseicHa B TPU _OTAEJHH
3aneyaTaHd, HENMPO3PAaYHM M HAANMMCAHU IJMKA. TpuTe IIMka Ha odeprara ce
MOCTABAT B APYT HEMPO3paveH IUIUK, BBPXY KOHWTO ce OTOENsI3Ba MMETO M aJpeca Ha
BB3IIOKHUTENS, TMpeaMera Ha oOIecTBEHAaTa IMOpbYKa M HWMETO W ajpeca 3a
KOpeCHoHAeHIIUsA, Tel., (pakc u e-mail Ha odepeHTa U MO3UIMUTE, 32 KOUTO IMO/IaBa
oepra. Bcexu enuH oT MIMKOBETE CE/IBA J]a UMa ChAbPKAHKUE, TOCOYCHO TI0 J0Y:
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ILnuk Ne 1 ¢ Hagnmue “IOKYMEHTU 3A TIOABOP”

B nnuka ce mocraBsT CICOAHNUTC JOKYMCHTHU:
1. I[OKYMGHTH OTHOCHO THhPIOBCKO-IIPpAaBHHUA CTAaTyT HAa YYaCTHHKA.

1.1. OpuruHana WM HOTApUAJHO 3aBEPEHO KOMHE Ha YJAOCTOBEPECHHE 3a aKTyaTHO
ChCTOSIHUE, MU3JaJICHO OT KOMIIETEHTEH OpraH B CTpaHaTta Ha ydacTHuka. Koraro
YYaCTHUKBT € PETUCTPUPAH WIM MPEPETUCTPUPAH B €AUHHUS €ICKTPOHEH ThPrOBCKU
pEeTUCTBP KbM ATEHIHMSTA IO BIHCBAHUATA HE CE€ H3UCKBA YJOCTOBEpPEHHE 3a
aKTyaJIHO ChCTOSIHUE, a ce rmocouBa ENK.

1.2. OpuruHan win HOTApPHAIHO 3aBEPEHO KOMHE Ha JOKYMEHTH, yIOCTOBEPSIBAIU
MpeACTaBUTEIHATA BJIACT HA JIMIIETO, OT KOETO M3XO0Aa MPEAJIOKEHUETO, B CIyda,
4ye TOBA HE € 3aKOHHMUSI MPEJICTABUTEN HA yYaCTHHUKA.

1.3. 3aBepeHn OT ydYacTHMKAa KOMHS HA JOKYMEHTH 3a pETUCTpaIus —
unentuukanones koa BYJICTAT (B cnydaif, 4ye y4acTHUKBT HE € BIHCaH B
SIMHHUS €JIEKTPOHEH ThPIrOBCKH PETUCTHP KbM ATeHIusATa 1o BrucBanusaTa) u JJJ1C
uacHTH(GHUKAIIMOHEH HOMED (B MPEABHICHUTE OT 3aKOHA CITydan).

1.4, Jlexnaparus 3a OTChCTBHETO Ha obOctosTencTBa mo w47, an.l u an.2 or 30I1
Jlexnapariisi 3a OTChCTBUETO Ha oOcrositesnicTBaTta no wi47/, an.5 ot 30I1 (o6pazey
Nel).

1.5. 3aBepeHO OT yyacTHHMKA KOMHE Ha pa3pellieHHe 3a MPOU3BOACTBO, U3/1aJICHO IO
pena Ha 3JIIIXM (B ciyuaute mo wi. 196, ain. 1 ot 3JIIIXM) wnu 3a ThproBusi Ha
eApo C JEKAPCTBEHU MPOAYKTH WU yJIOCTOBEPEHHE 3a PETUCTpAIlUs 3a ThProBUs Ha
€Ipo C JIEKApCTBA, WJIK pa3pelieHrue 3a BHOC — U3AaAeHu 1o peaa Ha 3JITTXM.

2. Tapanmus 3a yyacTue B Ipoleaypara:

["apaHnusTa 3a ydacTue B IpoleaypaTa € pa3npeieseHa 1o JeKapcTBa KakTo ClIC/ABa:

MexkayHapoaHo I'apan
3aboasiBaHe ATC kon HEeNaTEeHTHO ‘Hekapc;BeHa Msipka | MakKe. CT-CT Koamuecrs uus B
HAMMEHOBAHHE bopma no wi. 7 0110 JIB.
Lo1BAol | METHOTREXAT | mapenrepansa mg 0,01854 | 100000 15
E 1000 mg ¢dopma
LO1XCO6 | CETUXIMAB | MapeHrepamma mg 4,6054 300000 |11513
8. 31okavecTBeHU ¢opma
3a00JIIBaHUS
COLONY
STIMULATING
LO3AA FACTORS “apfp}feﬁz”“a MIU 0,9181 150000 | 1147
FILGRASTIM; P
LENOGRASTIM
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nepopanHa

LO1XEO1 IMATINIB
¢dopma

mg 0,42650 | 10800 000 | 38 385

LO3ABO04; INTERFERON napeHTepaiHa MIU 3,78267 15 000 472

LO3ABO05 alfa ¢dbopma
LO1BAO4 | PEMETREXED “apz)‘flfﬁzm‘a mg 4,9177 225000 | 9220
LO1XCO03 | TRASTUZUMAB “apz)‘flfﬁzm‘a mg 8,28207 | 900000 |62 115

Bb3noxkutensT uMa mpaBo Aa 3aAbPKU FapaHIUsATa 3a YJacTHE B CICIHUTE CIIydau:

1. AKO y4acTHUKBT OTTETIHM odepTara CH CiIe]l M3TUIAHETO Ha CPOKa 3a MOJIydaBaHE
Ha 0epTUTE;

2. Axo yd4acTHUKBT OOKajiBa pPEUICHHETO 3a OMNpeAeNsHE Ha H3MBIHUTEN - [0
pelaBaHe Ha Cropa;

3. AKO YYaCTHUKBT € ONpPENeIiCH 3a U3IIBJIHUTEI, HO HE U3IBIHU 33IbJDKEHUETO CU
Jla CKJTIOYH JOTOBOp 3a 00IllecTBeHATa MOpbhUKa.

["apannuure 3a yyacTHE HA OTCTPAaHEHUTE YYACTHHULU C€ OCBOOOXKIAaBaT OT
BB3JIOKUTENS B CPOK O PabOTHU [IHU CII€Jl U3TUYaHE Ha CpOKa 3a OOKajJBaHE Ha
PELICHUETO Ha BB3JIOKUTEINS 3a ONPEACIISIHE HAa U3IIBIHUTEN.

[NapannuuTe 3a ydacThe Ha KJIACUPAHUTE YYACTHHUIIM CE€ OCBOOOXIaBaT B CPOK S
pabOTHU JTHU TIPH yclIoBUsITa HA wi. 62, ain. 1, T. 2 ot 30I1.

ITpu npekparsBaHe Ha IpoLeAypaTa 3a Bb3JIaraHe Ha OOIIECTBEHA IOPbBUKa,
rapaHlMUTe Ha BCUUKM YYaCTHUIM C€ OCBOOOXKIAaBAaT B CPOK MET PaOOTHU JTHU CleJ
U3THYaHE Ha CpOKa 3a 00KalBaHE Ha PELIEHUETO 3a MPEKPaTsIBAHE.

Bb310oxuTensaT ocBoOOXKIaBa rapaHiuuuTe O0€3 Ja JBIDKH JIMXBU 3a MEPHOJIA, Mpe3
KOWTO CpEeACTBATa 3aKOHHO Ca MPECTOSIIN MPH HETO.

["apanuuuTe 3a ydactve ce MpeacTaBsT B €1Ha OT Gopmute, cbriacHo wi.60 ot
3akoHa 3a 00IECTBEHUTE MOPHUKH:

- opurvHaja Ha 0e3yCJIOBHA M HEOTMEHseMa OaHKOBAa TapaHIlvs, U3AaJeHa OT
ObiTapcka WIM 4YyXKJecTpaHHa ©OaHka, B Toi3a Ha MUHUCTEPCTBO Ha
3/paBeONa3BaHEeTO, ChC CPOK Ha BamumHocT 90 /meBernmeceT/ KajeHAApHU JIHH,
CUMTAHO OT KpaWHUsA CpPOK 3a TojiydaBaHe Ha odeptute. baHkoBHUTE TapaHINH,
W3IaJICHU OT YyXJeCTpaHHU OaHKH, CleBa Ja ca aBU3UpaHU 4upe3 ObJrapcka OaHka,
MOTBBPK/IaBaIla aBTEHTUIHOCTTA Ha ChOOIIEHUETO.
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- Mapu4yHa cyMa, TpeBeAeHa Mo OaHKOBa CMeTKa Ha MUHHCTEPCTBO Ha
3npaseomna3BaHeTo — BHB Ilentpanno ynpasienue IBAN: BG83 BNBG 9661 3000
1293 01, BIC xox na BHb — BNBG BGSD — nnatesxHo HapekaaHe B OpUTMHA WIIH
KOIIHE.

3.ﬂ0Ka3aTeJICTBa 3a HKOHOMHUYCCKOTO H (I)I/IHaHCOBO CbCTOSITHHC:

3.1. 3aB€pCHI/I OT Y4aCTHHKA KOIIHA Ha IMOCJICIHNA MY I'OJUIIICH CYCTOBOJACH OajaHc u
OT4CTa 3a IIPpUXOIHW U PaA3XOOH, 3aBCPCHU OT CKCIICPT CUCTOBOAUTCII, B CIY4YAHUTC
NnpcaBuICHU B 3akoHa 3a CUCTOBOACTBOTO. B CIy4anuTC Ha HOBOPCTUCTPUPAHU
TBPIroBCKU APYKECTBA U B CIIYUAUTC, KOTAaTO YUYACTHUKBT HC € HOPUIUYCCKO JIHUIC,
TaKMBa JOKYMCHTH HC CC U3UCKBAT.

4, Jloka3aTeJicTBa 3a TeXHHYECKHTe BB3MOKHOCTH 32 W3NbJHEHHE HAa
NOpPBHYKATA:

4.1 3aBepeHO OT yyacTHHKA KOIMKE Ha BAIHMIHO pa3pelieHue 3a yrnorpeda B cTpaHara,
uznaneHo no peaa Ha 3JIIIXM unu Pernmament (EO) Ne 726/ 2004 r. na EBponeiickus
napiamedT u CoBerta /ui. 23, an.1 Ha 3JIIIXM/ u omobpeHa KkpaTka XapaKTepucTUKa
Ha TpojaykTa. B ciyuall Ha u3TMYaHe Ha CpOKa Ha Pa3pelICHUETO 3a ymnorpeda Ha
nekapcTBeH NpoaykT npe3 2010 r., yJacTHUKBT A€KIapupa B CbOTBETCTBUE C 4. 595,
an. 6 ot 3JIIIXM, 4e konMuecTBaTa 3a JICKAPCTBEHUS IPOYKT Ca HAIMYHH;

5. B cnydaii, 4e mpu HM3IIBIHCHHETO Ha MOpbhUKaTa IE ydacTBa IMOIUIBIHUTEI €
HEOOXOIMMO Ja OBbJe H3PUYHO 3asgBEHO TOBA OOCTOSITEICTBO, KAaKTO M BHJAa Ha
paboTHTE, KOWTO III€ HM3BBPIIBA M JICABT HAa HETOBOTO Y4yacTHe. 3a CHOTBETHHUS
MOAU3ITBIIHUTEIT CIIe/IBA 1a OBJAT MPEJACTaBEHHU TOKYMEHTHUTE 10 wi. 56, an. 1, 1. 1, 3,
4 1 5 ot 3akoHa 3a 00IIECTBEHUTE MOPBUKHU.

6. B ciaywante, koraro y4yacTHHUKBT € OO€IMHEHHUE, KOETO HE € IOPUAMYECKO JIUIIE
/Tpa’kJJTaHCKO JIPY’KECTBO/ 32 BCEKU €IMH OT YYACTHUIUTE B OOCAMHEHUETO CIIE/BA /1A
ObIaT TpeJACTaBeHU IOKyMeHTuTe wi. 56, am. 1, T. 1, 3, 4 u 5 or 3akoHa 3a
OOIIECTBEHUTE OPBUKH, KAKTO U JOKYMEHT, yIOCTOBEPSBAL MPEANPUETH TEHCTBUS
3a PeTUCTpalUs HA IOPUIAUIECKO JUIIE.

7. Touen anmpec, yuue, e-mail u TeaedoH 3a KOHTAKTH M OAHKOBH PEKBU3WUTH Ha
y4aCTHHKa (0Opaszey No2).

8.CnuchKk Ha JOKYMEHTHUTE, ChAbpKAllM c€ B odepTara, MOANUCAH OT YYaCTHHUKA
(mpunara ce B Ha4aja0To Ha oeprara, Nped BCUUYKH TOKYMEHTH).

Inuk Ne 2 ¢ wagmuce  LJIPEJUIOKEHUE 3A M3INBJIHEHUE HA
IHHOPBYKATA”
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B nnuka ce nocraps JOKYMCHTHUTEC, CBbP3aHHU C U3IIBJIHCHUETO HA IMOpBhYKATA.

1. Texauuecko NpCaIOKCHUC Ha Y4YaCTHHKAa OTHOCHO O6HII/IT6 YCIOBUA U
TCXHUYCCKUTC N3NCKBAHUSA 34 U3ITBJIHCHHUC HA IIOPBbYKATaA:

- mpeaMeT Ha odepraTa (JIeKapCTBEH MPOAYKT) H OPEpUPAHO KOJTHUYECCTBO;

- CPOK Ha BaJIMJHOCT Ha odepTraTa, KOUTO HE MOXe Ja Obae mo — kpaTbk oT 90
KaJICHIAPHY THA OT KPalHUS CPOK 3a ToJydyaBaHe Ha 0epTH;

- CPOK 34 U3IIBJIHCHUC HA IIOPBYKATA,
- CPOK M HAYHMH 3a IIallaHe,
- CPOK Ha T'OAHOCT Ha IpeAJIaraHuTe JICKapCTBCHU IIPOAYKTH,

- JIeKJIapalys OT TPUTEKaTess Ha pa3pelieHHeTo 3a YNnoTpeda Ha JIEKapCTBEHUS
MPOJIYKT 3a OCUTYpSIBAHE Ha HEOOXOIMMHUTE KOJWYECTBA M TOTBBP)KIABaHE Ha
npeajiaraHaTta IieHa. B ciydail, ye mpurexkaTen Ha pa3pelieHHueTo 3a ymoTpeda e
YyKJIECTPAaHHO JIMIIE, JEKJIApalMsaTa Ce MPEACTaBs B OPUTHMHAN WM HOTAPUAIHO
3aBEPEHO KOMHE B JbprKaBaTa 0 CeJalIHINe Ha JUIETO, B MPEBOJ] HA OBITapCKU €3UK
or ¢upma, CKIIOYMIA JIOTOBOP € MUHHUCTEPCTBO Ha BBHIIHUTE paboTH 3a
u3BbpIIBaHe Ha oduiuanan npeBoad (COUCHKBT Ha QUPMHTE, C KOUTO
MUHHCTEPCTBO Ha BBHIIHUTE PabOTH € CKIOYWIIO JOTOBOpPU € NyOJMKyBaH B
elexkTpoHHus cadT Ha MBHP). 3a ynocroBepsiBaHe Ha MoJmuca Mo JACKIapalusTa,
CJEeJBA J1a CE MPEIACTABU AKTYaJHO W3BJICUCHUE OT T'bPrOBCKUS PETUCTHP HA ChAA, B
KOWTO € PEeruCTpUpaH MPUTEXKATENs Ha pa3pelIeHUueTo 3a ynorpeda, OT KOeTo Jia €
BHJIHA NPEICTABUTENIHATA BJIACT HA JMUETO, NOAMMCAIO IEKIapalusaTa, B IPEBO Ha
ObJrapcku e3uk. B ciydail, ye mpuTexaTelasT Ha pa3pelieHueTo 3a ymnorpeda e
OBIATAPCKO HOPUIWYECKO JIHIE, KOETO € PETHCTPUPAHO WM TPEPETUCTPUPAHO B
€AUHHUS EJIEKTPOHEH THhPrOBCKH PETUCTBP KbM ATEHIUATA MO BIKHCBAaHUITA HE CE
M3UCKBA YJIOCTOBEPEHHUE 3a aKTyaJIHO ChCTOsIHUE, a ce nmocouBa ENK.

Hpe,Z[J'IO)KeHI/IGTO CC IIOAINHKMCBA OT 3aKOHHHA IMPCACTAaBUTC]I HAa YYaCTHHKA HIIM OT
HN3PUYHO YITBJIHOMOIIICHO OT HET'O JIMIIC.

ILnuk Ne 3 ¢ Haanuce “IIPEJVIAT’'AHA HEHA”

dunaHcoBaTa oepTa Ha yUaCTHUKA ChIBPIKA:

1. Ilena 3a enuHuia wmspka (JekapcTBeHo BemiecTBo wium DDD, TDD) Ha
npeajiaraHusl MPOAYKT IO MEXKIAyHapoaHo HenmaTeHTHO HauMmeHoBaHue (INN)
chriacHo crenudukanuara, ¢ BikiawoueH JJIC, u3umcieHa BB3 OCHOBa Ha
MpPeII0KeHATA IeHA 32 JIEKAPCTBEH MPOAYKT N0 ThbProBCKO HAMMEHOBAHME U C
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BKJIIOYEHH HAIEHKU 3a THPrOBEIl Ha €IpO0 B CHOTBETCTBHE C HM3UCKBAHUSTA Ha
Hapenbara 3a ycnoBusiTa, nmpaBujiaTa M pefa 3a peryjivpaHe W PEerucTpupaHe Ha
[EeHUTE Ha JiekapcTBeHuTe npoaykTu. [lenara ¢ AJC na 6bae 3anucana ¢ Opoi 3Halu
clell JeceTMYHaTa 3areTasi, ChbOTBETCTBAIl HAa Opos Ha 3HAIMTE B MaKCHUMaJHATa
cToiHoCT 1o 4.7 oT HapenOara, nocouen B cnieuudukanusara. LHudpure ce uanucsar
U C yMH, KaTO IIPpU HECHOTBETCTBUE CE B3€Ma MPEJIBU U3MKCaHaTa C JyMH IIEHA.

2. EnuHnuna 1ueHa 3a mpejuiaraHusl  JIGKAPCTBEH MPOAYKT IO ThPrOBCKO
HAaUMEHOBAaHUE B JieBa, JI0 BTOPU 3HAK CJIe JeCceTUYHATa 3ameras, 10 KpacH
nonyyaren 0e3 u ¢ BkimoueH JIJIC. [locoueHaTa 1ieHa 3a OnakoBKa Ha JICKAPCTBEHUS
MPOJYKT HE TpsAOBa J1a MpeBHIlIaBa YTBbpJeHaTa 1ieHa no wi. 258, an. 1 ot 3JIIIXM c
BKJIIOYEHH HAJUEHKU 3a THPrOBEIl Ha €IpO0 B CHOTBETCTBHE C HM3UCKBAHUATA Ha
Hapenbara 3a ycnoBusita, nmpaBujiaTa M pefa 3a peryjivpaHe W PErucTpupaHe Ha
[IEHUTE Ha JIEKapCTBEHUTE MpOAYyKTH. Lludpure ce m3nucBar u ¢ IymMH, KaTo IpH
HECHOTBETCTBUE CE B3€Ma MPEIBU U3MKUCaHATa C JyMHU IIEHA.

3. Obma croiiHocT Ha odeprara B JieBa ¢ BkitoueH JIJIC, nzunciieHa Bb3 OCHOBAa Ha
odepupaHnaTa 1eHa 3a euHUIIA MsIpKa (JekapcTBeHo BemiecTBo win DDD, TDD) na
MpeUIaranys JEKapCTBEH NPOIYKT MO MEKIYHAPOJIHO HEMATEHTHO HAUMEHOBAaHUE.

4. VYyacTHUKBT MOXKE Ja TMpefocTaBs HaTypaJieH pabar B paMKuUTe Ha
crenuPpUIUPaHOTO KOJIMYECTBO MO ChbOTBETHATA MO3UIIMS.

5. Ilpennoxkenara 1ieHa He CeABa 1a MPEBUIIaBA MAKCMMAaIHATAa CTOMHOCT 10 4.7 OT
Hapen0a Ne34/2005r. u cneasa na € cho0pa3eHa ¢ Abp)KaBHATa peryjupaHa LeHa 1o
pena Ha wi.258, an.1 va 3JIIIXM.

MakcumanHUTE CTOMHOCTH MO 4il.7 ca ONpEeleNIeHH KbM JaraTa Ha M3rOTBSHE Ha
cnenudukarusara /03.11.2010 r./ kaTo ca HW3MOI3BaHU JAaHHUTE OT JICKAPCTBECHHTE
JUCTA Ha cTpaHuTe mno wi.5 T.2 or Hapeabara 3a penma 3a 3amiamiaHe oOT
penyOIMKaHCKUs OI0/KET Ha JICUEHUETO Ha OBIATapCKUTE TPaKIaHU 3a 3a00JsBaHus,
W3BbH 00XBaTa Ha 3aJbJDKUTEIIHOTO 3JpaBHO ocurypsiBane. Web-aapecute Ha
JICKAQpCTBEHUTE JIMCTU Ca TMOCOYEHW HAa HMHTEPHET cTpaHuinata Ha M3, pyOpuka
,,KoMucus 1o nexHu’.

6. Ilpennoxkenara 1eHa Ha JIEKAPCTBEHUS MPOJYKT MO THPrOBCKO HANMEHOBAHHE
cJe/iBa J1a BKJIIOYBA CTOMHOCTTA HA CTOKaTa, OMAKOBKA, 3aCTPAXOBKA U TPAHCIIOPT 10
KpaeH ToJIydartesl, Py CPOK Ha TOJHOCT HE MO-MaTbK OT 60 Ha €¢TO OT 00SIBEHUS OT
MIPOU3BOJIUTEIISI KbM JlaTaTa Ha BCSKA JI0CTaBKa.

7. BanugHoct Ha 1ieHoBaTa odepTa B KajieHaapHu JHu. OdepTa ¢ mo-MalbK CPOK Ha
BaJIMIHOCT OT TIOCOYCHHUs B MOKaHaTa Iie Ob/Ie OTXBBpJIEHA, KAaTO HECHOTBETCTBAIIA
Ha U3MCKBAHMATA.
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OdepraTa ce moammucBa OT 3aKOHHUSA MPEJCTABUTEN Ha JUIETO, KOETO 5 MoaaBa
WJIM OT U3PUYHO YII'BIHOMOIIEHO OT HETO JIUIIE.
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