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10TOBOP Ko

32 B3/IATaHe Ha 00IIeCTBEHA NOPbLYKA 32 EPHOAHTHO NOBTAPAIIM ce JJOCTABKH HA JIeKAPCTBeHH

NpoxykTH 3a Hy:xkauTe Ha YCBAJIO EAJT

Huec, ... I, B rp. Cotus, mexny:

»YHUBEPCUTETCKA CHELUAJMIHPAHA BOJTHUIA 2A AKTHBHO JEYEHUE II0
OHKOJOTHUA” EAJ, che cenanuime B rp.Codust v anpec Ha ynpasienue paiion Cryaentciu, k. 1756,
yn. “Ilnosauscxo mone” Ne 6, EUK: 000662776, npencraBnssano oT - p Credan KoHcTanTuuos —
M3IThIHATENCH TMPEKTOp U [IUMUTpHHA XpucToBa - rnasen CHYCTOBOJMTEC, HAPUYAHO MO-J0Y 33 KPATKOCT

BB3JIOKUTE, ot esina CTpaHa,
H

»@APMHET* EAJl, cue cemanme u alpec Ha ynpapjienue: rp. Bapma, mk. 9020, x.k. Miagocr,
crpaga Ha Meaunuackn ueHTsp "Miagocr Bapna', EMK: 2025 13217, npeacraensasano or Becka
Cnacosa Mapemka - Hambnnurenen JAHMPCKTOD, Ype3 MbIHOMOWHKKA Beceaun BeceiHos Mapewuiku ¢
TBTHOMOMIHO ¢ per. Ne 1959 ot 06.04.2020 r. na Kamen Kawmenos, notapuyc B paiion P.C. Codus, per. Ne

201 Ha Horapunannara xamapa, HapH4aHo no-aony 3a kparkoct U3ITbJAHWUTE ot ZIpyra cTpana,

Ha ocHoranue uit. 112 ot 3akona 3a o6utecTBenu nopbuky u Pemenue Ne 3-116/12.06.2020 rox., Pemenue
3a usmengHue Ne 3-126/02.07.2020 rop. na u3mbiHuTe M AHPEKTOP 3a ONpeAeNaHe Ha M3MbIAHWTE] Ha

06H.{€CTB€H& MOpBYKA, CC CKIIOUH HacToAUIuAT AOTOBODP 3a JOCTABKA [IPH CNEAHUTE YCIIOBHS:

32 ObocoGena nozmuus Ne i »XPAHOCMH/IATETHA CHCTEMA M MeTaboIH3BM”, HOMEHKIAaTYDHA
y

earnuLa Ne 12;
3a OBocobena nosumua Ne 4 wlepMaTonornann npoaykru”, HOMEHKNaTypHH eauHuLM Ne 109, 110 u

111;

3a OGocoGena no3uuus Ne 6 »AHTHUH(DEKNHOIHY JeRAPCTEeHA HPONYKTH 33 CHCTEMHO HPHIOKeHNe”,

HOMEHKJIATypHa eAnHnIa Ne 168;

3a O6ocobena nosumms Ne 7 »IIpoTHBOTYMOpPHH H HMYHOMO€eTMPALIH IEKADCTBEHH NPOAYKTH,

HOMEHKIATYpHA eMHMLA Ne 219;

3a O6ocoGena mosuuusa Ne 10 “Muxareana cHeTema”, HOMEHKNaTypHa eaunuia Ne 332;



NOAPOOHO OMUCAHM 1O BHA M KOMHYECTBO B [Ipunoxkentc N 2 OT HACTOALLKS ZIOTOBOD.

L. IPEIMET HA TOI'OBOPA

Yn 1. BB3JTOXKHUTEJAT Branara, a U3IMIBJIHUTEIAT upuema ia u3BBpINBA MepHOIHIHH
MOCTaBKH Ha IEKAPCTBEHH NPOAYKTH, nocovenH B Coetupuxamyata Ha Bb3JTOXKUTEJS - Tpunoxenue
Ne 1, napuyann B gorosopa CTOKH, u noapo6Ho omicank no By, NPOrHO3HO KOMHYECTRO, e JMHMIHH LeHHU
u 001a CTOMHOCT B (PEIOKECHHUATA 34 U3MTbHEHHE Ha Mopbukata Ha H3MTBJIHUTEIISA - Tlpunosxenue

Ne2wu3.

(2). Mocrapanure CTOKM cneaBa na oTrosapar Ha usuckeanusta Ha 3JI[IXM u cnensa na umar
paspeiieHue 3a ynotpeba Ha TeputopusaTa Ha Penybauka Buarapus, uspageno no peaa wa 3JIIXM unu
Pernament {(EO) 726/2004 r., ocBeH KOFaTo ¢a HEPErnCTPUPAHH IEKAPCTBEHEK PORAYKTH K OMBAT JOCTABAHH
no pexa Ha Hapenda Ne 1072011 r. 3a ycnopusta M peja Ha JICUCHHE ¢ HepaspellleHu 3a ynotpeba B
Peny6nuka boarapus nekapcTBeHM NpOYKTH, KaKTO M 3a YCIOBHATA K Pejia 32 BK/IHOYBAHE, NPOMEHH,

H3K/IHOYBAHE ¥ JOCTABKA HA JIEKAPCTBEHM NMPOAYKTH N0 CITUCBKA 110 4. 2664, an. 2 ot 3JTTXM,

HL. ITIPABA U 3AABJIKEHUSA HA BB3JIOKHUTEJIS

. 2. (1) KoHKpeTHUTE 1OCTAaBKM B PAMKHTE Ha MPEAMETa Ha HACTOSALLHS J0r0BOp C& U3BLPLIBAT Bh3
ocHoBa Ha mucMenn 3agBkM Ha BB3JIOXKHTEJIA, B 3aBMCHMOCT OT HEroBWTE NOTPEOHOCTH M B
CHLOTBCTCTBHUE C MPe/IOKEHHATA 33 U3NbIHEHHUE Ha nopbukaTa Ha H3ITBJIHATEJIS - [Ipunoxenne No 2
u3.

(2). IlpepnoxkenusaTa 3a usnbiaHenne Ha nopbukata Ha U3ITBJIHUTEJIIS ca HepasienHa uact OT
HacToA M JoroBop - [Ipunoxenue Ne 2 1 3, kKaTo yCIOBUATA UM CE CUHMTAT MO NPABO YCIOBHS Ha HACTOSAIIINA
JOroBop.

Yn. 3. [Hocraskure Ha CTOKWTE, npeiMeT Ha HacTOSIIMA JOrOBOpP, C€ M3BLPHIBAT OT
HU3MNBbJHHUTEJS Bb3 ocHoBa Ha nucMena 3afgska Ha BB3JIOKHUTEISI & cpox a0 24 (usaaeceT u
YETHPH) Yaca, a PH CIEHIHU cyyau - 10 4 (deTHpH) Yaca OT modyuyaBaHeTo . B mucmeHaTa 3asBka Ha
Bb3ROKUATEA ce cpabpkar uhgkBvpyanssupaiiute npusHand Ha CTOKMTE, Homenxnatypna
NO3HNMA, BUA, THPrOBCKO HAMMEHOBAHHE M KONWYECTBO. [lucMeHaTa 3asBKa ce W3npaia no (Pake Wiu e-
mail, nocouenu B ui. 38, an. 3 oT TO3M AOTOBOP.

Hn. 4. (1). 3a MACTO Ha H3MBIHEHHETO ce cunTa OonHuYHaTa anTexa Ha ,,Y CBAJIO® EAJT, rp. Codus,

cbranacyo 3asskata Ha Bh3JIOXKHUTEJIS.



(2). 3a jara Ha JoCTABAHE CE CUMTA AATATA, HA KOATO CTOKHTE Ca IPHETH OT MaTepPUaNnHO-OTTOBOPHOTO
nute Ha Bb3JIOMKHUTEJIA ¢ npiematenno-ipeiapaTeieH IPOTOKOIL

(3). HocTaBkara Ha CTOKHIC Ce YAOCTOBEPABA C MOANHCAHH OT YILIAHOMOLIEHO JIMIE §i
BB3JTOXKUTEJIA, pakTypa 1 mpheMaTenHO-NpeIaBaTeNcH IPOTOKON,

. 5. (1). Cobereenoctra BhpXy CTOKUTE ¥ pUCKBT OT Cly4aifHOTO MM MOTHBAHE MK MOBpPEXIAHES
npeMuHaBa BEpXy BBIJIOKHUTESL B MomeHTa Ha (pakTHYeCKOTO MM NpHEMaHEe HA MACTOTO Ha
H3MBJIHEHUEC, ChIIACHO IIPENaBaTeHO-NIPHEMATETHHS POTOKO.

(2). MHocraekara ce ocwimectsasa or HM3ITBJIHUTENS ¢ TPaHCIOPT, OTrCBapAll Ha BCHUKH
HODMATHIIHH, TEXHHYECKH M TEXHOJIOTHYHH #3MCKBAHHZ KEM JOCTABKETa Ha ChoTReTHaTa U TOKA.

Yn. 6. KauecTroTo Ha JOCTaBCHMTE CTOKM TpAOBA 7ia OTrOBaps HA TEXHHUECKHTC CTaHmapTH Ha
NPOH3BOAHTENA, HOPMATHBHHTE H3UCKBAHKSA H JeKIapHpaHoTo B odeprata Ha U3TThJIHUTEJS.

Wi 7. (1) Beeku nekapeTseH MPOAYKT, AOCTaBAH B H3NBAHCHUE HA TO3H JOTOROP, KBM JATATA HA
focTaBKaTa, TpAGBa Ja MMa He MO-MajIKo o 12 (IBaHaneceT) Mecela OCTaThueH CPOK Ha FOJHOCT.

{2) Koraro 06aBeHHAT OT POU3BOAKTE A CPOK HA FOIHOCT € MO-KpatThK oT 18 (oceMHamecer) Mecena,
KbM JIATaTa Ha J0cTaBKaTa TpsOBa la ca H3TEKIH He nosede oT 50 % (meTaeceT MPOUEHTa) OT TO3H CPOK.

(3) Hocraska Ha neKapeTBEH NPOAYKT, C OCTATBYEH CPOK HA TOJHOCT MO-KPaThK OT IOCOYEHHs B al. |
WM al, 2 c¢ M3BBPUIBA CaMO C IMCMEHOTO paspemieHne Ha BB3JOKMTEJIIA. B tosu cayuaii
M3ITBJIHATEJUAT anivky oTCTBIKA OT LeHaTa B pasmep Ha 10 % (feceT MpolleHTa) BEPXY CTOHHOCTTA
Ha JOCTaBKaTa.

Un. 8. BB3JIOKHUTEISAT ce sambmkasa na nonapa g0 H3ITBJIHUTEJST mucmeHa 3asBKa 3a
noctaska Ha CTOKUTE, kato s w3npatd no axe Wi e-mail, IOcoYenH B wi. 3 0T HACTOANMA IOTOBOP,
ChAbpAallia BCHYKH NaHHH, HCOOXOAUMH 32 M3TBJIHEHAE Ha IIPEIMETa Ha KOHKPETHATA JOCTABKA.

Y. 9. BB3JIOKHUTEJAT ce 3anpmkasa 13 IPHEME [JOCTABEHUTE CTOKMH, croTBEeTCTBALIH 110 BHJL,
KOJIMYECTRBO M K@YECTBO Ha JOTOBOPEHHTE i 3aABEHH OT Heroea crpana npex U3ITbJIHUTETIS.

Un. 10. BB3JTOXKUTESAT ce 3agbikaBa ga 3amiatd [eHATa Ha jgocraBeHute CTOKU rpu
YCIIOBHATA HA HACTOSILHA JOroBop. 3a komuuecTsa, pocraseHd of U3INNBJIHUWUTEISA useeH w/unu Ges
saseka, BB3JJOKHUTEJIAT usama 3absKeHHETO 14 [pyueMa 1 Ja 3amjaila.

Wi 11. BB3JIOXKHTEJAT moxke jja OTKaxKe MIaIIAHETO Ha aKTYpa, KOATO HE e odopMeHa ceriacHo
H3UCKBAHMATA Ha 3aKOHA 33 CUETOBOACTBOTO MM HE ChOTBETCTRA Ha goctasenute CTOKU. 3a orxaza ce
CBCTABA NPOTOKOJ, IOMIIMCAH OT YIIBIHOMOIICHMTE MpPEe/ICTABUTENH Ha JBeTe CTPaHH, ¢ MOCOYBaHe Ha

MpUYIHAHHTE 3a OTKasa.

IIL ITPABA ¥ 3AIB/DKEHUA HA U3ITLJIHUTEJIA



Ya. 12, UBITBJHHUTEAT ce sagbiokasa na gocraed CTOKHUTE B foroeopeHus cpok ¢he cobcTeH
CreLHaIH3UPaH TPAHCIIOPT, B CLOTBETCTBHE C HOPMATHBHO YCTAHOBEHMTE H3MCKBAHHATA M A TH Npejaje,
NPUAPYKEHH ¢ JOKyMEHTHTE 110 Wit. 20, /1. 2 0T HACTOAWMA JOTOBOD.

Un. 13. T3ITBJIHHATEJAT ce zapsmkapa ga npegage CTOKH, chrnacHo 3aaBeHOTO KOMHUYECTBO OT
BB3JOXKHUTEJLS 1 ¢ xa4ecTBO, CBHINIACHO NPEATIOKEHHETO CH 3a U3MbIHeHNe — [Iprmoskenue Ne 2 1 Ne 3
KbM TO3H JOTOBOP, Ha MACTOTO Ha JOCTABAHE, NOCOUEHO B WiI. 4, an. 1 OT TO3H JOTOBOP H HA MATCPHAIHO-
orrosopHoTo auie Ha Bh3JIOXKUTE A

Y. 14. U3ITBJHUTEJISAT ce 3anb/xkaBa Ja NpeacTaBl He0OXOIUMUTE JOKYMEHTH 34 U3BhPIIBAHE
Ha [JallaHeTo Halil-KBCHO B neHd Ha nocrtasade Ha CTOKHWTE.

Y. 15. (1) U3ITBJIHHUTEJIAT ce 3agbm:xapa Aa IpeACTaBH FAPAHLIKA 33 H3IBIHEHUE HA HACTOAIHS
JIOTOBOp B pasMep Ha 2 % (nBa mporieHTa) oT cTolHoCTTa Ha foroeopa 6e3 pkmoueH HJIC, u ¢be cpok Ha
panuaHocT 60 (wecTaeceT) IHK chnel M3THYaHe cPoKa Ha JIOTOBOpa.

(2). TapanumaATa 3a M3IIBJIHEHHE HA JOTOBOpa € B 00w pasmep 250 907.56 nepa / nBecTa U metaeceT

dopmy, kato U3ITBJIHHATEJIAT usbupa caM HeiftHata opMarta:

1. napuyna cyMma;

2. GaHkoBa rapaHums;

3. 3acTpaxoBKa, KoATo ofe3lleyaBa W3NBIHCHHETO Ype3 IIOKPUTHE Ha OTIOBOPHOCTTA HA
H3ITBJIHHUTEJIA.

(3). bankosara rapanums no an. 2, npeacraseHa Ha Bb3JIOKHUTEJIA npu noanuceaHe Ha oroeopa,
Tpa6Ba A2 CHABPXKA YCIOBHE 3a 0e3yC/IOBHO IIIALLAHE CJIEH IMCMEHO MpPe[sBEHC MCKAaHE OT CTpaHa Ha
BB3JIOXKHUTEJISL.

(4). I'apanuuaTa 3a H3IBIHEHNE Ha JOTOBOPA CIIYKH 3a 00eslleuaBaHe Ha BCAKAKDE B HEH3ITBIHEHHE
Ha jororopHuTe Kinaysu or cTrpaHa Ha M3ITBJIHUTEIIS, Gez Tora na w3kmodMBa NIpaBOTC Ha
BB3JIOKHUTEJIA na epen obe3leTeHue Han HeHHHS pazMep 1o ChOTBETHUA chAeOeH pel.

(5). IIpu HensNbAHEHUE HA KOATO M Ja ¢ Kay3a 0T To3u aorosop ot crpada Ha H3IThJIHMTEJIA —
YACTUYHO WM H3LANIO0, BKIIIOYHTENIHO 3a YAOBJIETBOPABAHE HA 3aB/DKEHHETO MY MO 4. 7, ajl. 3 OT TO3u
gorosop, Bb3JIOKUTEJIAT uma npaso 1a 3aIbpKd apaHIMATa U Ja ce YAOBICTBOPH IO pasMepa Ha
HEeH3NBIHEHUETO HIH [IPETHPIAHATA Bpea.

(6). I'apaniyaTa 3a u3NBIHEHHe ce ocBoboxnasa ot BH3JOKHUTEJLA B 90-1HeBen cpok oT
HU3THYAHETO/TIPEKPATIBAHETO Ha TOZH AOTOBOP, IIPH U3ITBIHEHHE HA BCHYKH 3a/IB/DKeHI OT CTpaHa Ha JBeTe

CTpaHH H NPW MTHCMeHo uekaHe oT crpada Ha M3ITbJIHUTEJIA.

f



Y. 16. HBIMBJHHUTEJAT ce 3agbikaea na OTCTPaHH 3a CBOS CMETKA M B JIOTOBOPEHUTE CPOKOBE
BCHYKH HECBOTBETCTBHSA M/UIM OTKJIOHeHHS Ha noctasennte CTOKU, KOHCTATHPAHH Y NPERABEHU [0 peja

Ha HACTOAIINA JOTOROP.

IV. DHHAHCOBH B3AUMOOTHOIENH S

U 17. (1). O61mara nporuosHa cTofHOCT Ha ZI0roBopa 3a MepHoa Ha H3MBIHEHHETO MY BE3MIH3A
Ha 12 545 378.20 sera / nsanajeceT MHITMOHA IETCTOTHH YETHPHIECET H NET XU TPUCTA CEAEMAECET
1 oceM JiB. ¥ 20 cT1./ De3 B JJC unu Ha 15 054 453.84 nepa / NeTHAAECeT MANTMOHA IETASCET H YSTHPH
ARIEIAM 9CTHPUCTOTHH NOTAECCT i TPH JIB. U 84 cT./ ¢ BRI [JIC, QopMHpana Bb3 0CHOBA Ha OdepUPAHHTE
eauiniay UeHr oT UBITHJIHUTEJIS u npeapapuTeIHO MOCOYEHHTE KOJTHYECTRBA OT BB3TOXHTEIA,
B PaMKUTE Ha BB3JIOKCHHUTE ¢ HACTOALIMA JOroBop obocobeHa MOHUMA/HOMEHKIATYPHA SAMHHLA U

ceriacto [punoxenune Ne 2 u 3, nepaznenna acr ot JOTroBOpa, KakTo Cleapa;

Memnvag
ponyo
I Tpot | Exunyyna Otima
::f:m N ﬁ"’ AXC- neua;eum Jlexapersen ‘;‘;1';:‘;‘;’: Mapea | HOIEO | cromuog crefiuoct &
o | I cutle a popma e L Bou | pom. fey 8. Ge3 Bi,
i FPEUELE secrs | pic ARG uIC
AHHE 13
{INN)
AO4AA | Granisetr | Film coated tabn.1 | 100
Ham.
12 2 . 25700.00
B 26 02 on tablet g 6p. 00 257 | . 8 JIB.
DOGAX | Gentamic 0,1% 15 | onako
Howm. - ’l
o | 109 g i ointment : et 20 2.07 | . 4140 |
DOgA i %
.,Ij?f';. | 110 BAX Gen-tamlc J— 0,1% 15 | onako 20 2.00 40.00
..AL-[;... M 07 in g BKA JIB. JB.
DO7AD | Clobetaso onako
Hom, 0,
"'T‘ | 111 o1 | cream 0.05% Bk 20 3.29 - 65.80 JIB.
How JO2ACO | Fiuconazo | solution for | 2 mg/ml | $nako
: 1 3.7 8274.00
f’ﬂu":“ r | 168 1 le infusion - 100 mt H 600 13.79 JIB. JIB.
powder for 2t
Homt, LO1XC1l | Pembroliz | concentrate ¢n.16p
219 | - 2500 5004.45 12511125.00
e | Ne 8 umab for solution mg/m . 7B, JIB.
na X . 4 ml
for infusion




enuin | P 02 ol 2-200 | 6p. aB, .

0,1
pressurised :

RO3AC | Salbut -
332 | "O3 abUtam | nhalation mg/dos | kx.1 50 2.64 132.00
suspension
doses

(2). Enmanunvte nenure Ha CTOKWTE, npesmet Ha HacTOSIMA JOTOBOP C& CBIVIACHO KJIACHPAHATA
odepra va MBITBJIHATEJI 1 BKIIOYBAT BCHYKH PasXOfM [0 MACTOTO HA M3IBIHEHHE — TPAHCIIOPTHH
Pasxoiu, 3aCTPaxOBKH, JAHBIM, TAKCH H PYIH.

Yo 18. MBI'BJIHUTEJISAT rapastupa H3OBAHEHHETO HA HACTOSMIIMI TOTOBOP [0 LERM CHOOPA3HO
MOCOYERKTE B O(epTaTa My, BalTH/IHH 32 HETH CPOK Ha U3IILIAHCHUE Ha JOTOBOPA.

a. 19. (1). MU3meneHHe Ha JOrOBOPEHUTE LIEHH C€ JOIYCKA CAMO HAa OCHOBAHMSTA, IPEIBHACHH B 1l
116 or 30I1, npunoKKEMaTa OTHOCHO NpenMeTa Ha MOpbUKaTa HOPMAaTHMBHA $a3a W 32 JEeKapCTBEHHTE
npoaykTH, 3a kouto H30K e goroeopuna ¢ npuTeKaTenuTe Ha paspeiueHusiTa 3a ynorpeba WiH ¢ TeXHH
YI'BJIHOMOILICHH [IPEACTABUTEIN OTCTBIKA OT CTOMHOCTTE MM,

(2). B cayuaii, ye B cpoka Ha AeiiCTBHE Ha AOrOBOpa ABPIKABHO PETyIHpaHaTa [cHA HA HAKOW OT
JieKapcTBeHuTe NpoayKTH oT [prnoxenne Ne 2 na ITJIC ctane no-uucka ot neropopenata, Msnbanurenar
€ /ITbKEeH CBOEBPEMEHHO Jd MPOMEHH 1I€HaTa, Ha KOATO JI0CTaBs ChOTBETHUTE JICKAPCTBEHH IIPOJYKTH, B
CBOTBETCTBHE C onpeaeneHaTa liena B [1JIC, cunTaHo OT AaTaTa Ha BNAM3aHE B CHIIA HA KOHKPETHOTO PEIleHHRe
na Hanyonanuus ¢EBET [0 LIEHH U peHHOypcHpane Ha JIEKapCTBEHH MPOAYKTH 3a npoMaHata. B ciyyai, ue
HBITBJIHUTEJIAT ne ypegomu BB3JIOKMTEIA nucMeno B 5-JHeBEH CPOK 3a NPOMAHATA U HE IIPOMEHH
ueHata, BB3JIOJKHUTEJAT wie 3amiama nexapcTBEHUTE NPOAYKTH 110 NPOMEHeHaTa 1IeHa, CUMTAHO OT
JiaTaTta Ha ¢hOTBETHATa NpoMsaHa Ha ILJIC.

(3) B cnyuaif ye Do pena, HNOCOYEH B all. 2, ce CNY4YM MPOMSHA HA LIEHUTE CLC 3ajH4 JlaTa, KaTo
MEXKIYBPEMEHHO € U3BLPIICHA JOCTABKA IO AOI0OBOPA, YHATO CTOHHOCT € (akTypupaHa [0 cTapHTe
neny, MITHEJHUTEIAT cnenra ga HRBBDIIN HEOOXOIUMUTE AeHCTBHS 32 HAMANZBAHETO Ha [IeMaTa Ho
W3gazeHarta Bede dakrTypa.

(4) 3a npoaykTute, uHATO pedeperTHa cTOHHOCT, onpeneneHa B [fpunoxkenne Ne 2 na ITJVIC, e no -
BHCOKa 0T cTolHocTTa, KoaTte H30K zannaina, nocTakara ce H3BBPIIBA [10 LEHH, He 10 -BUCOKH OT TE3H
Ha H30K.

(5) Odepupanure eqUHMYHE 1IEHH HA JEKAPCTBEHUTE MPOAYKTH ca (DHKCUPAHH M HE [OJIEKAT ha
IIpoMALA 34 CPOKa Ha JAcicTsHe Ha noropopa. Ilo M3KMIOYeHHE IOTOBOPEHHTE LICHHM 110 AOTOBOPA MOKE 1A
Cce M3MEHAT BbB BpL3Ka ¢ mpomenu B HapenbaTa 3a ycnmoBu#Ta, NpaBMNaTa W peda 3a peryiupaHe H

perucTpHpane Ha LCHUTE Ha JieKkapcTeeHuTe npoaykth oT 30.04.2013 r. win npu uaMenenne Ha HapeaGa Ne



10 ot 2009 r. 3a ycnoeuara, pena, MecXaHH3Ma W KpuTepuuTe 3a 3amnamase ot H30K Ha nexapcTBer
NPORYKTH, MEAHIIMHCKH H3/IGNUA H Ha JIMCTHYHH XpaHH 3da CHENHANTHH MEIMLAHCKH TIe)I4, JOroBapsae Ha
OTCTRIKA H MDHJIAraHe Ha MeXaHH3MM, FapaHTHpamu ApeABUAMMOCT M VCTOMYHMBOCT Ha OICHKET2 Ha
H3O0K., B To3u caysait, Bb3JIOXKUTEJIAT we sannama CTOKWUTE Ha HO-HHCKATa 1[€HA, CYHTAHO OT
JaraTa Ha BIH3aHC B CHJIA HAa KOHKPETHOTO H3MEHEHHe, B T.4, H 38 HAJTMYHH JOCTABKH KBM Ta3H jata.

Y. 20. [Tnamanuara #a pocrasennte CTOKH ce u3BnpmBar upes GaHKOB NPEBOM MO ClSAHATA
Gankosa cMeTKa Ha U3ITBJIHUTEJIA:

BANK: ACK

IBAN: BG48 STSA 2300 0019 0654 49

BIC CODE: STSABGSF

(2) Mnamanero ce H3BBPIIBA B cpoK m0 60 (wiecTmeceT) AHH, cries NMPEJaBaHETO HAa CTOKHTE M
NPEACTABAHE Ha CIEAHHUTE NOKYMEHTH:
a) Opurunanna Qaxrypa, mspagesa oT USIIBJHMTEJIS, moymicana n ogoGpeHa OT YIThIHOMOLIEH
npeacraeuten Ha Bb3JIOZKHTEJIA. Bee dakrypara ce mocousa HOMep U 1ata Ha AOTOBOPA;

6) [Ipremo — npeasaTe/IeH MPOTOKOL

V. CPOK HA JOI'OBOPA

Y. 21. Hactoamuat Horoeop Binsa B CHJIA OT JaTaTa Ha IMOATIHCBAHETO MY OT CTPaHUTE M CE CKITIOHBA

3a cpok oT 12 (1BaHaneceT) Mecena.

VL. IIPEKPATABAHE HA AOT'OBOPA

Ya. 22. (1) JoroopsT ce MpeKpaTaBa ¢ U3THYAHE HA JOrOBOPEHHMA CPOK B Wi 21 OT HEro WM npH

(2) JloroBopBbT MoaKe 1a ce IPeKpaTH NPeACPOUHO B CIICAHUTE CIYYaH;
1. C epnocrpanno, 15-1HeBHO MEcMeHO yBemoMIeHHe, oTpaseno or BB3JIOKUTENSL, npH cHCTEMHO
HeusnbaHeHHe ot crpaHa Ha M3IIBJIHUTEJS ma 3agbmkeHusara My 1o TO3H [AoroBop 0es
BB3JIOKHUTEJT na nemku HeyeToRKY u/viM o0e3leTeHus.
2. 1o B3aMMHO CBHIJIACHE HA CTPAHHTE, H3PA3eHO B IHCMEHA (POPMA.
3. B ciy4aii, ue BE3 OCHOBA Ha BIIAZBJ B CHJIA aAMHHMCTpaTiBeH akT 5a USITHhJIHHUTEJSA MY OB7€E OTHETO
IIPABOTO J1a U3BBPLIBA OTOBOPCHATA ASHHOCT.,
4. Tlpu npexpaTspaHe Ha IOPHAMYECKOTO JHIE WM OTKPMBAHC Ha TIPOM3BOJCTBO MO JIMKBATALHA Ha

M3ITBJIHATEIA.



5. C ortnpassne Ha 30 - qHeBHO nHcMeno npeauseecte 0T Bh3JIOJKHUTEJA no M3IIBJHUTEJIS, Ge3
BB3JOXKHUTEJAT na apmky HeyCTOHKM W/unu obeaeTeHus, 1 6e3 HeoOX0QUMOCT OT JOIIBIHHTENHH
OCHOBAHHS.

6. Ennoctpanno, 6e3 npemusrectue, o Bh3JOXKHUTEMA, npu ycnosuara Ha wi. 118 or 3akona 2a
OOUIECTREHNTE [IQPRUKH,

Y. 23. B cay4yaii Ha mpekpatsaBaHe Ha Joropopa ro npeaxoHara an, 2, . 1, Bh3JIOKHATEIAT uma
NPaBOTO ja HOIy4H YIOBOPEHATA B Wl. 33 OT TO3H IOrOBOP HeYCTONKA, KaKTO M 2 3a/IhPiKH [apaHIHaTa 3a
W3ITBITHEHKE Ha TOTOBOPA B ITBJIEH pazMmep.

Yan. 24. [1pw HacTBIIBaHE HA HAKOH OT o0cTOATENCTRATa IO WI. 22, a. 2, T. 3 u T. 4, MI3ITBJJHUTEILAT
e AmbxeH He3abasHo Aa yeexoMmy BB3JIOAMTE.IS.

Ya. 25. (1) 1lpu HemsnbaHenue Ha 3agbmkeHue Ha U3ITBJIHATEJIS 3a noctaBka Ha 3adbeHuTe
CTOKMH, BKIIOYMTENHO OTKa3M, 3a0aBeHO WM HETOYHO W3MBbIHEHWE MOBEHE OT TPH MTHTH 34 €0Ha M CHINa
HomMeHKnaTypHa equHuna, BB3JIOKHUTEIST uma npaeo ga pasBaiv eJHOCTPaHHO U 0e3 MpeIH3EECTHE
TO3K GOTOBOP, KakTo W ja saxbpxku npepocraseHara or H3ITBJIHUTEJIS rapanuus 3a uznbliHeHue B
MbJIEH paszMep.

(2) BB3JTOKHUTEJIAT uma npaso Aa pa3Balnyd YacTHYHO AOTOBOPA, 3@ OTAEIHM HOMEHKIATYPHH
eUHHLIH, TIPHU YCIOBHUATA, IOCOUEHM MMO-TOpe B all. 1, KaTo B OCTaHajaTa yacT ce 3alla3Ba BaMJHOCTTA HA
goroeopa. B to3u cmydai, BB3JNOKHUTEJIAT 3agepxka 4acT OT rapaHOMsTa Ha HW3MBIHEHHE,
CHOTRETCTRALLA B TPOIIOPLUA HA CTOHHOCTTA HA HOMECHK/IATYPHATA eIUHHLIA.

Y. 26. B cnyyaii, 4e MuHHCTepCeTBO Ha 3/paBeola3BaHeTO CKIIKUH PAMKOBH CIIOpa3yMeHus ¢ u30paHu
U3IIBJIHUTENH, CJIER TIPOBEICHA MpOIedypa 3a IICHTpalu3HpaHa JO0CTaBKA HAa ACKAPCTRBEHHM TIPOJYKTH,
Br3noxutenaT WMa MpaBo Ja IPEKpaTH AOTOBOpA WM HErOBOTO H3IILIHCHHE NO €JHA WITH NOBEYE
HOMEHKJIATYPHH eduHuIM 0T ofocolcHa mosunus — eIHOCTPaHHo, ¢ 15 (mernajecer) JHEBHO IMHCMEHO
npeau3BecTHe, 02 A2 TBKA HEYCTOHKHM w/uam o0e3leTeHHe 3a TOBA, KAKTO M 0e2 ma ¢ HeoOXoauMa

JOIIB/IHHUTETHG 000OCHOBKA 32 NMPEKPATABAHETO HA TOBA OCHOBAHHEC.

VIL. TAPAHIIUH 3A U3ITBJIHEHHE HA JOI'OBOPA. PEKJIAMATIUM.

Yn. 27. I3INBJIHUTEJIAT rapantepa rogaoctTa Ha goctaseHute CTOKM crobpaszno usnckpanusaTa
Ha JcHCTRAIIOTO 3aKOHOIATENICTBO M HACTOAIIIHA JIOTOBOP.

Yan. 28. BB3JIOKUTEJIAT upez MaTepHaIHO-OTTOBOPHOTO CH JIHLE MOXE Ja OTKAKE IOTYJaBaHe
Ha CTOKHMTE miu yacT OT TAX, NpY HATHYHETO HA ¢JIHA UIH [IOBCUE OT CJCIAHUTE XUIIOTE3N: YCTAHOBEHH

JIMIICH, HapyLICHa HAJT0CT Ha ONAKOBKHUTES, JIHINCA Ha IIPHAPYXXaBallHd CepTH(l)HKaTI/I 3a KadecTBo,



HECHOTBETCTBHA C MHCMEHATA 3aABKa, JIUICA HA Pa3pelCHUe HA W3ITBJIHUTENHUS AUpekrop Ha ,,VCEAJIO®
EAJL, mpu jocTaBka Ha TEKapCIBCH MPOAYKT ¢ OCTATBYEH CPOK Ha TOHOCT [O-MATBK OT [IOCOYEHHs B WL,
7,an. 1 M an. 2 0T TO3M JOTOBOP, APYT¥ SBHU HECHOTBSTCTBUA © KRAY3HUTE Ha HACTOAMIHUA JOTOROD.

Y. 29. BB3JMOKHTEJAT mozxe ma npeasssea peknamanyy npen M3ITBJIHUTES za;
- ABHH HEJIOCTaTBLUH — B TPHAHEBCH cpoK oT nosiydarane Ha CTOKHTE, a 3a xonuuecTsa, HO-MATKG OT
3asgBEHUTE 3a JIOCTABKA, BE/THArA [IPH MTOJYHaBAHETO;
- 32 CKDHTH HEZIOCTATBLLM - Mpe3 LEAiA CpoK Ha rogoct Ha foctaperuTe CTOKI, Bb3 ocHORA HA IPOTOKOL,
H3Ja/ICH OT OTOPH3HPAH JbPKABEH OPraH.

. 30. RBAJNOKUTEIUT yeenomasa H3ITBJIHUTEIIS nucMeHo, 10 (ake M ¢-mail, mocodyens
B 1. 38, . 3 oT foroeopa 3a hanuuueto Ha nedekTr B JoctaseHnte CTOKY BemHara ciieii KOHCTATUPAHETO
UM. B pexiamanuara ce HOCOYBA 3aTBIDKHTETHO NHCMEHATA 3aiBKa, /aTaTa Ha JOCTABKATA, PECIL.
npotokora, Brfa Ha CTOKUTE, ocHoBanmeTo 32 peraMaliiiaTa 1 KOHKPETHOTO MCKAHE 3& OTCTpAHABAHE
Ha aedekruTe.

Un. 31. TIpu peknamauus 3a ABHH HECBOTBETCTRHSA W/HIH 0TKIOHeHUsS M3IThJIHUTEJIAT ¢ nirbiken
B TPUJHEBEH CPOK OT MONy4aRaHe Ha pPCKlaMalMaTa 3a CROA CMECTKA M DHCK [a 3aMEHH/ITOCTABM
JIOTOBOPEHHTE CTOKH.

Wi, 32. Tlpu pexnamaruu 3a ckputy Hegoctarbin, H3IIBJIHUTEJIAT e anbxked B eqHOCEIMHYCH
CPOK OT MOITYyYaBaHETO Ha PEeKTaMallMATa 33 CBOS CMETKA W PHCK Jia 3aMeHH CTOKHTE 6¢3 HeoOX0oauMoTo
KauecTBO UM Ja BbpHe nonydyeHara ueHa 3a CTOKHTE, 3a kouTo ca HanpaeeHH peKIaMariiu, KATO 3alliaTh
Ha Bb3TOKHUTEJSA rorosopenara HeycToiika 1o 4it. 34 ot tosu gorosop. [IpasoTo Ha IpeiiounTaHe
MCKIY MOCOYeHHTe Mo-rope Be3MokHOCTH € Ha BB3JTOKHTEJISA, ¢ ormen Ha KOHKpeTHAaTa My

HeoOX0MMMOCT OT Ta3H JOCTARKA.

VIIL. OTTOBOPHOCT NPU HEW3ITBJIHEHUE. CAHKIINA U HEY CTOMKHA

Ya. 33. B ciyuai, uve U3INBJIHHUTEJAT ne noctasn CTOKWUTE, npeaMeT Ha ChOTBETHATA 3a5BKA,
B TOTOBOPEHHUTE CPOKOBE, cbLIMAT 15K HA BB3JIOMKHUTEJ HeycTotika B pasMep Ha 0,7 % (Hyna usuio
U celeM MPoLeHTa) Ha JeH, HO He 1oBeye ot 20 % (IBajeceT MpoLEHTA) OT CTORAOCTTA Ha HEM3BJIHEHHETO, .
Y. 34. Koraro napu Hanuure Ha peknaMains USITbJIHATEIAT He M3IbIHU 3a1BKSHUATA CH 110
NPeIXOAHHSA pa3fieN OT HaCTOALIHA JIOTOBOP HIIH HE TH M3MBJTHY B YKaszauus My or BB3JIOXKHTEJIS cpok,
CrUMAT Abjku Ha BBIJOMKHTEJSA ucycroiika B pazmep ua 3 % (TpH IpOIICHTA) OT LEHATa HA

CTOKHTE, 3a xouto ca HanpaBeHH peKIaMaluuTe.

I/



Wi 35. [Ipy HeM3BIIHEHHE Ha 3abIDKCHUATA CH 34 IUtalane Ha foctarennte CTOKH B yrosopenute
cpokose, BB3JIOKHUTEJIAT nemwxu HeycTolika B pasmep Ha 0,05 % BBpXy cToMHOCTTA Ha 3abaBeHOTO
IJIAUIAHE 32 BCAKU ACH Mpocpoure, HO He moBede oT 1 % oT cToifHoCTT2 Ha 3a0aBeHoTo IIallaHe.

Yn. 36. BB3JOXKHUTEIAT uma npaso ja yaepka JOTOBOPEHUTE HEYCTOMKH M OTCTBOKH OT
npexactaseHata oT I3ITBJIHHUTEJIA rapannus 3a no6po H3MbIHEHHE,

Y. 37. HzmamaneTo Ha HEYCTOMKY U NPUXBAIIAHETO HM OT rapaHuyaTa 3a A00po M3NLJAHEHHE He
JHIIARA M3MpaBHATa CTpaHa Mo JIOTOBOpa OT MPaBOTO Ja THPCH OOE3IIECTEHHE 3a MPeThPIEHH BpeIH M

NPONTYCHATH HOJI3W HA/l yTOROPEHUTE pasMepH, Ha 0010 OCHOBAHHE,

IX. APYT'H YCJIOBUA

Yo 38. (I). Beruxks ChOOLIEHUS MEXAY CTPAHUTE, CBLP3AHH ¢ M3IIBIHEHHETO Ha TO3H JOTOBOP ca
BAJMJIHM, aKO €A HanpaBeHM B MHCMEHa (opMa, MOANMCAHHM OT YILIHOMOIUEHHTE IPEICTABMTENM Ha
BEB3JTOKUTEJIA n H3ITBJIHUTEJIAL.

(2).3a nara Ha cBHOOIIEHHETO Ce CMATA:
- JaTaTa Ha MPeNaBaHeTo — NPH PBYHO NpedaBaHe Ha ChOOIMEeHHETO;
- laTaTa Ha MOLIEHCKOTO KJIEHMO Ha 0OpaTHaTA pa3lHCcKa — IPH H3MpallaHe o Ioara;
- laTaTa Ha MpUeMAaHeTo — MPH U3npaiaxne rno daxke unm e-mail.

(3). AnpecuTe 1 KOOPAMHATHTE HA CTPAHUTE Cd, KAKTO ClieBa:

3a BB3JIOKHUTEJIA:

Agpec 3a kopecioHaeHUmA rp. Codua 1756, yn. [Lmopauecko none Ne 6,
@akc: +359 2 87 06 321

umein: rstoilova@sbaloncology.bg

TenedoH 3a Bph3ka: 02/807 62 91

3a U3HO'BJHUTEJIS:

Anpec 3a kopecnonaeniud: rp. Cogus, p-u KpeMHKOBIH,M-CT, yir. dnajpxa 6;
Tenedomn: Ten:02/942-17-45;0876-878-456;

take: 02/942-17-17

umeiln: sterzianova@pharmnet.bg

(4). VIILIHOMOIIEHHTE IPEACTABUTEIU Ha CTPAHKUTE 110 H3ITBIIHEHHETO Ha TO3M JOTOBOD ca:
3a BB3JIOAKHUTEJS Penu Crounora - YipaBuTen GOMHHYHA AITEKA;

3a I3IIBJIHUTEJA Cretocnasa Tep3usHoRa.,
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. 39. AKo HAKOS OT CTPAHHUTE IPOMEHU MIOCOYEHHTE IO-TOPE aApecH H KoOpauHaTH, Oe3 Ja
YBCIOMHM /pyTata CTpana, [oC/IcHaTa He 0TrOBaps 3a HEMOIYICHa KOPECTIOHISHIINA H/HIH YREIOMICHNS
H/UIH ChOOMEHUs.

. 40. Begxa ov cTpanute 1o to3u AOroBop ce 3adbiKaBa Ja He PasIpocTpaHABa MH(pOpMaIs 3a

Apyrara cTpaHa, CTaHana i H3BeCTHA MPH WIH 10 1I0BOJ] U3ITHIHEHHETO Ha JOTORODE.

. 41. Beeku crmop 0THOCHO CHINECTBYBAHETO H NEGHCTBHETO HA HACTOSUIHS JOTOBOP, BKIFOYHTEIIHO
CIIOPOBCTE W PASHOTNIACHATA OTHOCHO AEHCTBUTEIHOCTTA, ThIKYBAHETO, U3IILIHEHHETO, HEU3IIbIHEHHETO
UIH TIPEKPATABAHETO MY, LUE CE YPEXKIAT OT CTPAHMTE IO CLIOPA3YMEHHE,

Y. 42, Tpu HemoCTHraHe Ha CIIOPa3yMeHKE, RCSKA OT CTPAHHTE MOXKE 18 OTHECE CIIOPA 32 Pa3ITIeKIaHe
U pelIaBaHe OT KOMIIETEHTHHS SHArapcKH ¢,

Ya. 43. HumoexHOCTTa HAa HUKOS KITay3a OT HACTOSIIHS J0roBop, ako Opae o0sBeHa OT ChIa 3a
NPOTHROpEYalla Ha 3aKOH4, HAMa /la HAIIPaBH HEBAJTH/IHA IPyTa HEI'0Ba KNay3a WiTH JOTOBOPA KATO 110,

Y. 44. Tlpk npeobpasysane Ha M3IMBJAHUTENS & chOTBETCTBHE CBC 3aKOHONATENCTBOTO Ha
AbpikaBara, B koaTo ¢ ycranoseH, BB3JIOKHUTEJUIT ckniouBa JONBIHMTENHO CHOpasyMeHHE 3a
M3MEHEHHE Ha IOr0BOpa 3a 00LIECTBEHa MOPBYKA ¢ MPaBOTIPHeMHKK. J[OrOBOP 32 H3MeHeHHe Ha JOToBOpa
3a O0LEeCTBEHA OPHYKA C& CKITIOYBA ¢ IPABONPHEMHHKA TIPH YCJIOBHSTA Ha W, 116, . 1, 1. 5 or 30I1

Yn. 45. BB3JIOKUTEJNAT cu 3anasea NpasoTo, MpH HEOGXOMMMOCT OT NpOZbDKaBaHe Ha
AOCTABKHUTE, 1a YABIDKA CPOKA HA CKIFOYEHHUS AOTOBOP 3& M3IBLIHCHHME HA TOPRUKATA. YCJIOBHATA, MpH
KOHTO BJIM3a B CHIIA Ta3M KIay3a Ca ClieIHUTE:

1. BB3JIOKUTEJSIT ¢ otnipagsiHe Ha Bhanaratenno mueMo o M3IMThJIHUTENSA snanara
H3IIBIHCHHETO HA TIOPhYKATa 32 JOIBIHHUTENEH CPOK;

2. CpoxsT Ha fioroBopa Moske aa 6be YABIDKEH 10 3 Mecera;

3. VObiokaBaHeTo Ha CpoKa € BB3MOXKHO IpeH U3THYAHE HA CPOKa Ha IeHicTBUE Ha JOroBOpa H
TIPH HAJIYMETO HA KOJIMIECTRA, HE3asBEHH, CBIIACHO WI. 17 OT TO3H JOroBop.

Hn. 46. B cnyuaii Ha BpeMEHHH 3aTPyAHEHHS HA TOCTABKUTE MOPAIH MPOUIBOLICTREHH, TOCTABLM FAITH
APYTH HETIPCUBMAKME OGCTOSTENCTBA, 1O LUedecho0pasHOCT MOKE /a C& H3BBPIIA BPEMEHHA 3aMfHa Ha
nanena CTOKA c apyra c¢we chumps ATC kon, Ha IieHa paBHa MJIM MO-HUCKA OT [IEHATA HA 3aMeHeHAaTa
CTOKA. B Te3u cyuau, USTTHJIHUTEIAT IPEACTaBSA Y BEOIOMHTENHO MTMCMO 33 HACTBITHIIOTO BPEMEHHO
0GCTOATENCTBO, CHIPOBOACHO € MOAXOAAIIH AOKYMGHTH, KAKTO U C Paspemenne 3a ynotpeba & Penyfimka
Bearapus u Kparka xapaktepucTuka Ha 3amersigata CTOKA cbe ceiust ATC xop

Y. 47. 3a BcuuKy HEYpeeHN BBIPOCH W TIPASHOTH BBE BPB3KaA C H3MMBJIHEHHETO H IPEKPATABAHETO HA
AOroBOD2, Ce NPHIaraT pasnopeabuTe Ha 3aKOHa 3a OGIIECTBEHUTE NMOPBYKH M OTHOCHMOTO OBITapCKO
3aKOHOJATENICTBO.
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Hepaa,uenﬁa 4acT OT HacTOAIIMA JOrOBOD ca:

Hpunoncenue Ne 1 — Texundecka cncuuduxauus Ha BH3JIOXKHATESA

Hpunozcenue Az 2 - Texundecks npegnoxenue na WUIILJIHATEILY 34 W3nbineHRE HA IOPhUKATA

E CBOTBETCTBHE C TexHHUecKaTa cneuucbmcaum H U3UCKBAHMUATA HA BB3I0KHTEIIA,

Hpunoscenue M 3 — llenoso npennoxenre Ha W3ITHJIHUTEJISA.

Hpﬂ ChCTABAHETO HA HACTOALNHS NOTOBOPD C¢ NMpeAcTaBHXAa CJIEAHHTE JOKYMEHTH!

- HoxymenTH 110 wi. 112 o1 3011, u3na1cHl OT KOMIIETEHTHUTE OPraHH,

- FapaHuHﬂ 3a M3MAJIHCHHUC Ha AOroBopa.

Hacmosuusm dozoeop ce nodnuca ¢ mpu eonoodpasny exsemniapa — oea 3a BE3JIOXHTELA u edun

—~—

sa H3ITBJIHUTEIIA, acexu edun Creye
Q@E‘(ﬁ\ 2

BB3JOKHUTE: ...

I-P CTE®AH KOHCTA I
M3NBJIHUTEJIEH TUPEKFOE HA . .« %
,YCEAJIO” EAJ]

JAuMuTpHHA XPHCTOBA: ..

T'naBen cueroBoguTe

v/

HO OPUSUHL

H3ITbJIHUTEJE:

BECEJIMH BECEJINH
II'BEJIHOMOINHUK
»PAPMHET* EAJY
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