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lIOFOjBOP

Ne 56 /16.10.2020 1.

rp. J{obpuy, cre CeliajmIe | aapec Ha YIpaBieHue: rp. Jo6puy, yi. “Ilanaitor Xurop" 24,

Ten. 058/600160, daxc: 058/600414, e-mal: | oblb@bergon.net, EUK 124141302,

IPCNCTABIABAHO OT f-p I copra Mutkos XKensskog HPOKYPHCT Ha ApyKecTBOTO » Hapuuyay
BB3JIOKUTEJ]

n

"POLI" EOO, cne celamme rp.Codus, anpec na yupasienue 1p. Codus, m.x.
1618, p-u Buroma, x.x. MaHaCTI/IpCKIzI‘A JmBamy - 3amax, yn. Bsmo moge Ne 16 ¢ EMK
13127995, LpenCcTaBIABaHo 0T EBrenuij HHKQH&CB[,HHKOHOB, ITpus Parnanm, AHTOHMO Amnnpe
He Coyca Jle Backonceroc, ONpPEACIEn 33 w3nhmHuTen ¢ Perremye No 15/31.03.2020 rox. ma
Boanoxurens cey TIpOBeNeHa Tponenypa 3a Bb3jlarave Ha oOmiecTBena [IOPBYKA THII
"oTKpuTa"  No 00083-2020~0008, ¢ Tipeamer: Ilepuommuma pocraska Ha JIeKapCTBeHH
LUPONYKTW 32 Hy X mTe Ha »MBAJT — Job6puyg AJl, Hapryan U3ITbJIHUTE]L

CTpaHI/ITe ce CIIOpa3yMsxa 3q CJIICAHOTO;

AOCTaBKa Ha JeKapcTBeHHTe HPOnyKT mo O6ocobena nosunusy Ne 2: Jlexapersenn
IPOAYKTH 3a OHKOJIOFH‘LIHI/I_3360JIHBvaHHH, Homenkiatypa Ne 57, 33 xonto e nogai ogpepra

B OTKPHUTATA IponeIypa 3a BB3JIATAHE Ha OOIIeCTREH HOpBuKa.
|

(2) JTocrasennte TIeKapCTBEHH HOPOAYKTU ce SallIalaT ChIIACHO IIEHOBOTO
TIpeNIoKeHne Ha U3bannrens, kakro Clle/iBa: '
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(3) IIpornosHara CTOMHOCT Ha JOCTAaBKAaTa, IIOCOYCHH B MOKyMEHTauITa 3a
oblecTBeHa ITOPHUKA He TTOPAKIAT 3aXbIKEHHE 32 BB3IoKHTe s Jla TY 3aKyTH B IIOCOYECHUS
obem:

(4) TIpu HeoOXOMUMOCT 3aSBEHUTE KOIMYECTBA MOTAT na OBJaT HAOXBHPICHHA
KaKTO U Jia 3as1BsiBa HOBH, KOUTO He ca BKIIOUeHH B [Ipunoxenue 1, Ho ca B m3mb/iHCHME Ha
Aorosopa . Ilox ,,HoBY BUNIOBE® Ce MMa MpemBU: 3aMsHa Ha JICKapPCTBCHHU IIPOJIYKT IPEIMET
Ha nopbukata ot Ilpunoxenue 1 npu crmpane OT IPOU3BOACTBO H/HIIH BHOC, 3aJIHYaBaHE OT
HJIC ¢ exBuBameHT ca BKmoyenn B Cruchbka, NOpaXaa 3aIbDKEHHAE 3a IOCTaBKa CHC
CBLIIECTBYBAIIO IPYIO ¢hC CHIIATA TEHEPHKA.

'CPOKOBE 1 HAYMH HA TIIAIIIAHE,

! ;

Yien 2. CpoksT Ha HACTOSIIHS norOBopi ¢ 12 (gBaHanecer) Mecena or jJarata Ha
TOAUMCBAHETO My WM JIO CB3JaBaHETO Ha YCJIOBHA 33 JOCTAaBKA CJIEH MPOBEXKIAHETO HA
HCHTpaTU3UpaH  CICKTPOHHH Thproee. JlOroBOPHT NpOIBIKABA NEHCTBHETO CH JI0
CKIIFOUBAHETO Ha OTOBOD € NPYT U3IIBIHKTEI CI¢ IPOBEXAaHe Ha OOIECTBEHA IIOPBYKA.

Wren 3. Tlocodernte B wi. 1 JeKapCTBEHH HPOAYKTH Iile OBJaT TOCTaBIHM OT
Msnenaurens na Br3moxurens B cpox or 24 (Bagecer u YETHPH) 4aca, CIe/l 3asdBSIBaHETO
UM. _

Uien 4. Jlb/okumara Ha V30bIIHATENs CyMa 110 BCAKA OTIENHA I0CTABKA e G35
IaTena or Bhanoxurens mo 6ankoBaTa cMeTKa Ha V3mbIHATENIS B cpok 110 60 (mectaecer)
KaJCHAApHU THU CJIE] y

banka:

IBAN:

Uner 5. CpoksT Ha rOAHOCT Ha JIOCTAaBEHUTE JIKapCTBEHH MPOAYKTH TPSOBa 1a €
HE I10-KpaThk 0T 60 % (mecTaeceT mpoleHTa) OT dﬁmnﬂ CPOK Ha FOJAHOCT KEM MOMEHTA Ha
JIOCTABKATA. ' '

MZCTO HA U3ITHJIHEHUE U HPEMHHABAHE HA COBCTBEHOCTTA

Qnen 6. 3a MACTO Ha JIOCTaBSHE Ha JIEKAPCTBEHHTE OPOAYKTH C€ Oompeaend
“MBAJI-Jlo6pua” AJT rp. JloGpuy, yiu. “Tlanaiior XnﬁOB’,’ Ne 24, 3Beno ,,bonuuuno antexa”.

Unen 7. Co6eTBEHOCTTA BLPXY ;[0¢T.a};kiﬁ§{iie"ﬁekapCTBeHH MPOJYKTH M PUCKEBT OT
I'BJIHOTO MM 4aCTHYHOTO MM IIOTHBaHE NMPEMUHABA BhLpXy Bhamoxwurens ot MoMeHnTa Ha
IIPAEMaHETO UM Ha MSICTOTO HA IOCTABSHE C TPHEMO-IIPEIABATENICH IPOTOKOJ MK APYT
PABHO3HAYCH JJOKYMEHT.

[IPABA U 3AJTBJDKEHIS HA MBI BJIHUTEILS
. |

Unen 8. (1) M3meIHHUTERAST € JIBXKEH 1a 'CKJIIOYH HOTOBOD 3a IOM3IBIHCHUE,
KOTaTo € OOSBHII B 3asBJICHUETO CH 34 YIACTHE HdﬂsiaaH_er Ha MOJU3NBIHUTEN. B cpok 10 3
AHH OT CKIFOYBAHETO HA JAOTOBOP 34 IMOAHM3IIBIHCHUE WIH HA JOIBIHUTEIHO CIOPa3yMEHHE
3a 3aMsAHA Ha TIOCOYCH B 3adBICHHUETO INOJM3IIBIHUTEN M3IIBIHUTENAT W3NpAIa KOIHE Ha
AA0r0BOpA HIIM Ha JIOIBJHUTEIHOTO CIIOPa3yMEHUE Ha BH3IOKHTEIIST 3a€/IHO ¢ J0KA3aTeNICTRa,
He Ca M3IBJIHEHH yCIOBHATA IO W1 66, an. 2 u 11 ot 3011

(2) llommsnbiHUTENMTE HAMAT TPAaBO Ja TPEBB3NATAT €1HA WM IOBEYE OT
ACHHOCTHTE, KOUTO €4 BKIIOYEHH B IIPEMETA Ha JI0TOBOPA 33 HOAH3IIBIHEHHE.

(3) HesaBucumo 0T BB3MOKHOCFTA Ja CC¢ H3MON3BaT NOAU3IIBIHHTEIH,
OTTOBOPHOCTTA 32 H3IIGIIHEHUE Ha JIOr0BOPa 3a O0IIECTBEHA TOPHYKA € Ha V3mhIHuTe IS,


x
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(4) Brn3noxuTenAT HAMAa Ja U3BBPINBA JUPEKTHH pasIUIAaHHS  C
HOAW3ITHIIHUTEIIUTE :
Wien 9. V3nbaHUTENAT € UTBKEH 4 );Z[OCTaBSI JCKapCTBEHU IIPOAYKTH, KOHUTO
HMAT paspelicHue 3a ymoTpeda WIIM yHOCTOBEPGHHE 3a PErHMCTpanys Ha JEKapCTBEHH
nponyktd 1o 4. 23, am 1 or 3JIIIXM wm otrosapar Ha W3HCKBAHMSATA 38 Ka4eCTBO,
0€30IaCHOCT U ed)HKaCHOCT o 3JITIXM;

Hinen 10. Ienata Ha nekapcTBeHHTE IPOAYKTH TPAOBa Ja OTroBapsA Ha CICTHATE
H3NCKBaHHA: .

1. HpezmaraHaTa IIceHa Ha HeKapCTBeH?ITe IIPOAYKTH, KOHTO Ca BKJIIOUCHHU B
[o3uTHBHAS NEKapCTBEH CIUCHK U 3aIlIAll[aH| C YOIHYHH CPEICTBA, a HE € MO-BUCOKA OT
perynupanara reda mo [pumoxenne Ne 2 ot INIC, mocodena B xomona M (cToiiHOCT Ha
OI1aKOBKa, H3UKCiIeHa HA 6a3a peepeHTHA CTOMHOCT 3a AeQuHUpaHaTa THEBHA [1033).

2. IlpennaraHaTa rieHa Ha JICKApCTBEHUTE IIPOYKTH, U3BBH Te3u 1o T. 10.1., ma He
€ TO-BHUCOKa OT mNpejenHara (MakCHMallHaTa IpofilakHa IieHa Ha JpeOHO), IIOCOoYeHa B
Peructbpa Ha MakCHMaJIHATE MIPOJAXKHHU IICHH Ha JIEKAPCTBEHUTE IIPOIYKTH, OTIYCKAHH 6e3
JICKapCKO TIPEIIMCAHUE U MAKCHMAJIHUTE IIPOJAXKHH IICHH Ha JIEKApCTBEHHTE IPORYKTH,
OTIIYCKaHH IO JIEKapCcKo npeanucanue (Peructsp HapeAeTHATE IIEHN),

Hien 11. B cnyuaute, xorato VI3WBIHHTEIAT JOCTAaBS JIEKAPCTBEHM IIPOIYKTH,
ChIBPXKAIIY HAPKOTHYHH BEINECTBA, TE3H JICKAPCTBEHU IIPOAYKTH TpAOBa 11a OTrOBapAT Ha
M3uCKBaHuATa Ha WwI. 68 or 3KHBII. :

Unen 12. M3obIHMTENAT € JUIBXKEH 1a I‘/Isna,ue‘ B CPOK (akTypa 3a IOCTABEHHUTE
JEKapCTBEHU TIPOTYKTH.

TIPABA ¥ 3AJ{bJDKEHIS HA BB3JIOXKHUTEIL
|
YUnen 13.(1). Bb3noxkuTendr uMa NpaBo Aa IpoBepsABa KOJIHIECTBOTO HA BCSAKA
OTIENHA JOCTaBKa, Karo IIPH yCTAaHOBABaHE Ha HGC’BOTBCTCTBI/IG € JUIbXKEH Ia YBEJAOMH
W3nbiauTend B cpok oT 24 yaca.

(2). Ilpu ycraHoBsBaHe HA HeCLOTBeTCTBHe B Ka4eCTBOTO HA JIOCTABEHUTE
JICKapCTBEHU MPOAYKTH BB3IOXKATENST € IUTRKEH ;;a yBenoMu M3nbiHuUTENS B CPOK OT 24
yaca. )
(3). HecboTBeTcTBHETO Ha KOJ‘II/I‘IGCTBOTO " Ka4eCTBOTO C€ YCTAHOBABA C

IPOTOKOJ, ChCTABEH OT KOMHCHS, CHCTABEHA OT J]JIT:)KHOCTHI/ITG nuna Ha Be3noxurens.

(4). B ciayuait, ue 3nbIHUTENAT B CPOK ho 24 waca crex YBEIOMSIBAHETO IO al. 1
M/ 2 OCIIOpY HCMEHO HECHOTBETCTBHETO HA Ka4eCTBOTO, TOM MOXKE [a MCKa IIpOBepKaTa
My OT YI'BJIHOMOIIEH OpraH wif J1a6opaTopI/1$1 oo

Unen 14. Boanoxurensr e JTBXEH J1a sannam erBopeHaTa IIeHa B pa3Mepa, o
HAYMHA U B CPOKA, ONPEJENCHA B HACTOSAIIUS JIOTOBOD.

HEYCTOMKH

Unern 15.(1) [Ipu 3a6aBa Ha HocTaBKa 0TlchaHa Ha M3npaHuTend ¢ mosede ot 24
(ABasieceT U 4ETHPH) daca, Be3moxuTensiT nMa r[paBo Zia MONIyYH HeycToWKa B pasmep Ha 0.1
(rymna nso, eHa IeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa JIOCTaBKa 33 BCEKH 24 waca

3abaBa. - ‘

(2) IIpu ycraHoBsSBaHE Ha HéC’BO’I“Bél’I‘CiﬂBI/I‘-E} B KOJIMYECTBOTO, M3I'bIHUTEIAT €
JUI'BXKEH Jla JOCTAaBHU JIMIICBAINOTO KOJIMYECTBO MpH ¢lIeABAINATAa JOCTAaBKA, a MPHU IIOMCKBAHE
0T CcIpaHa Ha Bnajoxurens B cpok oT 24 yaca. IIpH HCU3MbIHEHHE HA TOBA 3a/[bIDKCHHE
BB3I0KATENAT UMa IIPABO JId NOJIyYH HEYCTOHKA B pa3Mep Ha 5 (meT) Ha CTO OT CTOMHOCTTA
Ha JIMIICBAIIOTO KOJIHYECTBO.
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(3) Tlpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KAYECTBOTO, V3IIBIHUTENST €
JUIBXEH N1a JI0CTaBH JIEKAPCTBEHU IPOJYKTH ¢ YrOBOPEHOTO KAa4eCTBO IIPH CIICBAINATA
AOCTaBKA, a TpH MOMCKBAHE OT CTpaHa Ha Bbsmoxurend B cpox or 24 wyaca. Ilpum
HEH3IBJIHCHAC HAa TOBA 33/(BJDKCHHC BB3IOKMTENAT MMa IPaBo [a MOJIYYH HEYCTOHKA B
pasmep Ha 5 (IIeT) Ha CTO OT CTOMHOCTTA Ha HEKAYeCTBEHATA JOCTABKA.

(4) B cayvante no anmHer 2 u 3, axo V3IbIHATENAT He T0CTaBH JIOTOBOPEHOTO,
BesnoxurensT uMa npaso Aa 3aKynmu HeoOXOIHMHTE My JIEKapCTBEHH HPOJYKTH OT APYT
AOCTAaBYHK, KAaTO pa3jInKaTa MeXAy IeHara I11o norogopa H ,I[CﬁCTBI/ITGJ'IHO 3ararceHara 11eHa €
34 cMeTKa Ha U3nbiHuTens.

Unen 16.(1) Ilpu oTka3s Ha M3mbaHuTeNs a4 JOCTABH 3aABEHHTE MY JI€KapPCTBCHH
IIPOJYKTH WM Npu 3a0aBa moBeue OT 48 (deTwpuzeceT W oceM) 4aca, BB3IOKHTENSAT HMa
IpaBo Aa 3aKyli HEOOXOAUMHUTE MY JIEKapCTBEHH IPOJYKTH OT APYT JOCTABUHK.

(2) B cnygaure mo mpeaxoaHara aauHes ‘pa3np1KaTa MEXy L€HAaTa II0 AOroBOpa M
JCHCTBUTEIIHO 3allaTeHara IieHa € 3a CMeTKa Ha V30 bIIHuTeNs.

Yien 17.(1) Ilpm pocTaBka Ha JTEKapcTBEHH IPOIYKTH, CPOKBT HAa TOZHOCT Ha
KOWTO € IIO-KpaThK OT CpOKa Ha 4. 5, H3nLnHHTeJ131T IOBIDKY HA BB3JIOXKUTENS HEYCTOMKA B
pasMep, KaKTo ciiejipa;

I. mpu nocrtaBka ChC CPOK Ha I‘OL[HOCT\ OT 59.99 mo 50 % ot 061111/15{ CPOK Ha
FOIOHOCT — 5 % (IeT MpOoIleHTa) BEPXY CTOMHOCTTA HA A0CTaBKATA;

2. mpu jocTaBKa Ch¢ CPOK HA, rofHOCT 0T, 49.99 s0 40 % or 06mms cpok Ha
roguoct ~ 10 % (seceT mporienTa) Bpry CTOI/IHOCTT?, Ha JOCTABKATA;

3. Ipu JOCTaBKa ChC CPOK Ha TOJTHOCT| OT 39 99 no 30 % oT o6mHs CPOK Ha
roauocT — 30 % (TpuaeceT IpoIeHTa) BPXY CTOI/IHOCTTa Ha JJOCTABKaTa;

4. Ipu JIOCTaBKA CHC CPOK Ha FOJI[HOCT‘ or 29.99 mo 20 % ot oOmms cpok Ha
roguoct — 60 % (mmectoeceT npoueHTa) BBPXY CTOHHOCTTa Ha IOCTABKATa;

5. ipu JoCTaBKa ChC CPOK Ha roxuoct mox 20 % ot obums cpok Ha rogHocT — 90
% (meBeT/IeceT IPOIEeHTa) BEPXY CTOHHOCTTA HA Joc! aBKATA,

(2). locraBkara Ha JeKapCTBEH npo;[yRT\CLc CPOK Ha TOJHOCT IO~ KpaTbk oT 40 %
OT OOIIXs CPOK Ha TOJHOCT C€ M3BBPIIBA CaMO CIIE] MOTHBHPAHO PEICHHE Ha PHKOBOIWTEJIS

Ha BB3mokuTens 3a KOHKPETHOTO KOJMYECTBO. ]Bes M3pUYHOTO THCMEHO ChIJVIACHE Ha
pPBKOBOAUTEIA HA BB3N0WKUTENS IeKapCTBEHHUTE HpOI[y'I(TH. He ce 3amiamar Ha V3msiauTens.

Unen 18. Bp3moxxurenar uMa mpaBo ,ua‘ HCKa 0oOe3IleTeHHe B IBJICH pasMep Ha

BPEIUTE, KOUTO € IPETHPIII B PE3YIITAT Ha 3a6aBeH Ta ¥/ HEKAueCTBEHATA TOCTABKA.

Hnen 19. Ilpu 3abasa. Ha mmamaHe oT. CTpaHa Ha BBL3noxurens, HOCIEIHUAT
ABJDKH Ha VISITBIHUTEN HEYCTOHKa, B pa3Mep Ha 3a1¢0HHaTa JINXBA.

UYnen 20. Heycroiikure, 06esmeTeHI/1;1T$ ¥ IIEHOBHTE pa3iMKd 0o wi. 16, am. 2
MoraT Jia ObIaT yIBPXKaHH OT BCAKO JBIKAMO Ha V3IbIHATENS INAaHe.

IIPEKPATABAHE HA JIOI'OBOPA

Ynen 21.(1) orosopsT ce mpekparssa:

1. ¢ m3THUaHe Ha CpoKa, 3a KOHTO € CKITIOYEH, OCBEH B CIy4auTe 10 Wi 2, u3.
BTOpO; _ ‘

2. Opu CB3JABAHETO Ha YCIOBHMS 3a JIOCTABKA CleJ NPOBEXKIAHETO Ha
HEHTPAIU3UPAHH €IIEKTPOHHH THPTOBE; | ’

3. KoraTe ca HACTBIIMIH CBIIECTBEHH IIPOMEHH BbB (DMHAHCHPAHETO Ha
ofImecTeHaTa JIOphUKa — IIPEAMET Ha IOrOBOpa, H3BHH TIPaBOMOINHATA Ha Bw3moxwurens,
KOUTO TOH HE € MOT'BJI WM He € OMiI JUIbKEH Jla IPEIBUAN HIIH JIa [IPEI0TBPATH — ¢ IIHCMEHO
yBeIoMIIcHUE OT Bb3noxkurens, BegHara cies HaCT’B]:TIBch Ha obcTosTencTBaTa;
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4. IIpM HaCTBHIBaHE HA HEBHHOBHA HEBRH3MOYKHOCT 32 M3ITBIHCHHE B pesynTaT Ha
HENPEABUICHO WM HENPEAOTBPATHMO CHOMTHE OT M3BBHPETIEH XapaKTep, Bb3HUKHATIO CIIeH
CKIIIOUBAHETO HA JI0TOBOPA (,,HEIIPEOJOIMMA CHIIA™) 3w CPOK IIO-IBJIBT OT 30 JiHH.

(2) DBu3noxurenar moxe ga HperaTH norosopa 0e3 mUpeaU3BecTHE, C
YBELOMIICHHE, H3NPaTeHO 10 VI3IbHuTES:

|. Tipr CHCTEMHO HEW3IbIHEHHe Ha JOCTABKATE Ha JICKapCTBEHU IPOIYKTH I10
KOJMIECTRO M/MIH KA4eCTBO OT CTpaHa Ha V3mbiHuTens. IT0X CHCTCMHO HEH3ITBHIHCHHE Ce
pasdbupa TakoBa, H3BLPILCHO /JBa MIIH IOBEYE ITHTH B PaMKUTE Ha €AWH KaJICHIAPEH MECE,
HITM TIOBEYE OT TPH IIbTH B PAMKUTE HA CPOKA HA JIOTOEOPA;

2. B cyyail, ye V3rbIHATENST M3MON3BA NOAM3IBIHATEN, 0€3 a € NeKiiapupan
TOBA B IOKYMCHTHTC 33 y4acTHE, HIIH M3ION3Ba MOM3IBIHNUTEN, KOMTO € pasiudeH OT TO3H,
KOHTO € IMOCOYEH, OCBEH B CIy4aWTe, B KOMTO 3aMfHATA, CHOTBETHO BKIIOYBAHETO HA
TIOJU3ITBITHATEII € USBBPIICHO ChC CHIIACHETO HA B’BBJ‘IO)KI/ITCJISI H B CboTBeTCTBHE ChC 3011 1
HACTOSIINS JTOTOBOD;

(3) BeanoxkuTenar npekparsisa 10rosopa B cnyan/ITe mo wi. 118, am. 1 or 3011,
Oe3s na nboku obesmereHue Ha 3mbiaHWTENs 3a HPETBHPIEHH OT NPEKPaTIBaHETO Ha
AOroBOpa BPEIH, OCBEH aKo MPEKpaTABAHETO €. Ha ocHoBanwue wi. 118, a. 1, 1. 1 ot 30I1.

JAPYTI'N YCIIOBUA

Hnen 22.(1) Ctpanute mo norosopa He MOTaT [a TO U3MEHAT, OCBCH B CIIy4auTe,
upensuaeHy B wi. 116, an. 1, T. 2 - 6 ot 3011

(2) B ciyqait, 9e no Bpeme Ha JICHCTBHUE HA JIOTOBOPA, CTOMHOCTTA Ha JIOCTaBsSH
JIEKapCTBEH IPOAYKT, OMpe/ieTieHa [0 pea Ha Hape,u6aTa 3a PEryiupaHe U pErUCTpUpaHe Ha
UCHUTE HA JICKAPCTBCHUTE NPOJYKTH, YCIIOBUATA, NIPIBIIATA W KPUTEPUHUTE 32 BKITIOYBAHE,
IIPOMEHH W/MJIH U3KIFOYBAHE HA JICKAPCTBEHH npoz[yKTI/I OT IMO3UTHUBHYA JIEKAPCTBEH CIIMCHK
H YCIIOBHSITA U Pela 32 paboTa Ha KOMHCHATA IO LIEHH M PeMMOYypCHpaHe MM IO pefa Ha
Apyr HOPMATHBCH akT, CTaHE IO-HUCKAa OT JOT0OBOpeHaTa, Bm3noxurensr 3amnama
JICKAPCTBEHHUSE IIPOJyKT TIO TIO-HHUCKATA IIeHa, OT JaTala Ha BIIM3aHETO B CHUIA HA PELICHUETO
Ha PeryJIaTOpHHS OpraH.

Ynen 23. Crpanure no ;[orOBopa e pemaBaT BB3HUKHAIIUTE 110 U3IBIHCHHETO
CIIOPOBE 110 B3aMMHO CBITIACHE, & KO TOBA € HeBb3MOXkKHO mo pexa Ha I'TIK npex Jobpuuxwus
OKpBKEH ChHI. B R

Unen 24. 3a BCHUKH HEYPEIECHH 110 HaCTo;ImmI JIOTOBOP BBIIPOCH LIIE CE IPHIaraT
pasnopenoure Ha 3011, 33/1, T3 u ApyruTe OTHOCUMH HOpMaTPIBHI/I aKTOBE.

Ynen 25.(1). 3a Bammmum azpecu 3a ngnemaﬁe Ha CHOOINEHHS, CBBP3aHH C
HaCTOAMMS JOTOBOP CC CMSTAT &JPECUTE, TOCOYEHH B HAYAJIOTO Ha JIOTOBOPA.

(2). llpu mpomsHa Ha JaHHHTE ITO NpeaxoAHaTa aluHes, ChOTBETHATA CTpaHa €
JUIBbXKHA J1a YBEJIOMH IpyTrara B TPHIHEBEH CPOK OT IPOMAHATA.

S o

IIpu mDonmmuceamero ma HACTOSIIIHA I[pFOBop C€ MNpPEACTaBHXa CIICIHHATE
JIOKYMEHTH

- 3a o0croATencTBara mo wi. 54, ain. 1, . 1 ot 3011 - cBHAETENCTBO 3a C'b,ILH.MOCT,

- 32 00CTOATENICTBOTO 110 WiI. 54, aj. 1 T. 3101 30II - ynocrosepenue 3a JIUIca Ha
MyONMYIHE 3aJbIDKCHUS, U3/1aJIEHO OT OPTAHUTE TI0 npnxo;:[me yaoctoseperue ot OGIuHa
rpag HoOpuu 3a nunca Ha ILyOMYHH 3a,I[’[>J'DKeHI/I$I YAOCTOBEPEHHE OT OOIMHATA II0
CellauIIETO Ha YYaCTHUKA 34 JITICA Ha TyOIHIHY 3a/IBIDKCHIS;

- 3a 0OCTOATENCTBOTO 1O wi. 54, am. 1, T 6 - YAOCTOBEPEHHE OT OPraHUTe Ha
Wsnbnaurenna arennus "I'aBHa HHCIIEKIUS O TPy
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- Ceprupukar 3a mpuiaraHe u HONABpXKAHE HA CHCTEMA 3a YNpPaBlICHHE Ha
kagecTBoTO EN ISO 9001:2015 w/umm EN ISO 134852016 w/wm CKBUBAJICHTHA, B 00JIaCTTa
Ha MPOU3BOJICTBOTO H/MIIM THPTOBHSATA C JIEKAPCTBEHH TIPOIYKTH;,

- Paspemenue 3a IPOM3BOACTBO 10 4il. 196, an. 1 ot 3JIIIXM, B CIIydauTe KOoraTto
YHaCTHUKBT € IPOU3BOJUTEN M IIPE/Iara JIEKAPCTBEHHTE IIPOIYKTH, KOHTO MPOU3BEKIA, WITH
Ha Paspemienne 3a BHOC 10 wr. 196, am. 2 ot 3JIIIXM, B ciyuanTe Korato YYACTHHKET €
BHOCHTEI U IIPE/UIara JIeKapCTBEHUTE IIPOIYKTH, KOHTO BHACS,

- HMexmaparus mo wi. 59, am. 1, 1. 3, o;‘ SMUII 1o sapgbmxwrenuug obpazerr
IIpunoxenne Ne 3 ot o6pazuure MOKYMEHTH Ha JOKYMECHTAIIUSITA 33 YUaCTHE.

KoM HaCTOsMIMA JOTOBOP ca IIPUNIOXKCHHU:

4

1. Texauueck
2. llenoBoTo 11

eHune Ha M3nbiapTes;
€ Ha MsneHuTens.

Hacrosmsar
Manmurens u nea 3a B

CBI'JIACYBATEIL: .. e
Ans. [B. I"
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Ipunoncenue Ne 2 — 3a0vascumenen obpasey,
Ilpedcmasn ce no écaka obocobena nosuuus, 3a koamo ce nodasa ohepma
TEXHUAYECKO NPEJAJOXEHME

o oGocoGena no3umus Ne 2 - JIEKAPCTBEHH NPOAYKTH 34 OHKOJOTHYHH
3adoisBanus

Ilopnucanmnre,

EBI'EHUI HUKOJIAEB HHKOJIOB,
ympasuren Ha ,,Pom Bbrnrapus“ EQOOJI, EUK 13127
u

POMEO BJIAIMMHPOB MHJIKOB, B KaueCTBOTO CHM Ha

THPIOBCKH I'bJIHOMOIIIHNA pirapusi EOOJ[, EMK 13127995, ymbinHoMOmeH ¢
ﬂ 3aBEPEHO OT HOTAPHYC B palioH Codust per.Ne207 na

Horapuanunara kamapa,

B Ka4Y€CTBOTO CH Ha

npencrasisBaiy 3aeqHo ,,Pom Bwirapus“EOO]J| cue cemammme u aapec Ha
ynpasnenue: p. Codus, m.x. 1618, paiion ~BHTOmA", XK.K. ,,MaHACTUPCKU IMBAIH — 3anan’,
ya. ,,bano none“ Ne 16, EUK / BYJICTAT: 131279951 — yuacTHuk B OTKpHTA IIpoLeaypa 3a
Bb3/araHe Ha OOLIECTBEHA MOPBYKA C IPEIMET: “TleproguyHa KOCTaBKa Ha JIEKapCTBEHHU
IpoaykTy 3a Hyxaute Ha ,,MBbAJI-Jlo6pua” AJI”, AOTINe 00083-2020-0008 1o O60coGena
nosunus Ne 2, Homenknatypuau enunmmm Ne 3, 4, 48, 4119, 50, 53, 56, 57, 58

HPEJIATAME CJIEJTHUTE VCJIOBYS:

1. Jleknapupame CpPox Ha BaJHOHOCT HA odeprara, HO He MO-KpPATbK OT 3 (Tpm)
MecCeI@a OT ]aTaTa, KOATO € MOCOYEHA 32 11aTa Ha I0fiaBaHe Ha odeprara;

He NO-Manko om 3 (mpu) meceya om damama na nodasane Ha ohepmama.

2. TlpuemMaMe CpoKa HA U3ITHIHEHUE Ha nopbukara: 12 (gBaHamecer) mMecema ot
CKJIFOYBAHETO HA JOrOBOPA. ;

3. Ilpuemame cpoka 3a InTamiaHe: o 60 (wectmecer) KaJIeHOAPHH OHH OT
M3BBPIIBAHETO HA NOCTABKATA M M3AaBAHETO HA (HaKTypa OT M3IIbIHUTEIS.

4. Tlpuemame cpoka Ha mocraska: Jo 24 (nBazecer u 4ETHPH) Yaca OT MOMEHTa
HAa 3asBABAHECTO OT CTPAaHA Ha BB3JIOXKUTEJIS.

5. Ilpuemame cpoka Ha romHocT: He mo-manko ot 60 % or obiara romHOCT B
MOMEHTa Ha JOCTaBKa.

6. IEKJIAPUPAME, ue mocTaBsiHUTE JIEKAPCTBEHH TIPOLYKTH:

6.1. mmar paspemenue 3a ymorpeba UM YIOCTOBEPEHUE 3a PErucTpalis Ha
J€KAPCTBEHU MPOAYKTH 110 4il. 23, an. 1 o 3JIMIXM; |

0.2. OTroBapsAT Ha W3MCKBAHMATA 32 Ka4eCTBO, 0E30IACHOCT M eMKACHOCT 10
3JIIXM. :
7. JEKTTAPUPAME, ve npemnaranara LleHa Ha JIeKAPCTBEHHTE HIPOJIYKTH, KOUTO
ca BKIOYeHH B IlosuTueams JIEKapCTBCH CIIUCBK U 3ariamaHu C HY6HI/ILIHI/I cpeacrea, He €
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I0-BUCOKa OT perynupanara neHa no Ilpunoxenue Ne 2 or IUIC, mocouena B kojona M
(CTOMHOCT Ha OMAKOBKa, H3YMCIICHA Ha 6a3a pedepenTHa cTOiHOCT 32 nedhMHMpaHATA AHEBHA
103a).

8. IIpuemame fa u3mbiHsIBaAME BCHUKM M3MCKBAHUS HA BB3JIOWKHTENS, HOCOUEHH B
OOSIBIGHHETO U JOKYMEHTAIHSATA 32 VIACTHE.

9. Mexnmapupame ChriuacueTo CH ¢ KJIay3uTe Ha IPUJIOKEHHSI POEKT Ha AOTOBOP.

10. B cnyuaii, we Obaem ONPENENCHH 3a HU3IIBJIHUTENI Ha I0pbYKATa, Ce
SalbiDkaBaMe, NpY IMOANMCBAHETO HA NOTOBOPA 3a|00MEeCTBeHA NOPHYKA, [a NPEACTABAM
AKTyajHu JIOKyMEHTH yJOCTOBEDSBAINM JIMIICATA ' HA OCHOBAHMA 3a OTCTPAHABAHE OT
IpomesypaTa, KakTo U ChOTBETCTBHETO C MOCTABEHUTE KPUTEPHH 3a TIOAGOP:

10.1. 3a obcrosrencreara mo um 54, an. 1, 7. 1 or 30II - cBumerencrso 3a
CBAMMOCT, U3/IA/ICHO B G-MECEUHHA CPOK Ha BATHIHOCT HPE/IH MPEICTABSIHETO,

10.2. 3a obcrosarencroro mo un. 54, an. 1, T. 3 or 30I1 — YIOCTOBEPEHHSI 32
JMICA HA TYONUYHM 3aAbIDKEHUS, U3NAAEHH OT dprgﬂme no npuxoaure, o O0muHa rpax

o6pud U OT OOLMHATA 10 CENANMIETO HA YIACTHHKA,

10.3. 3a obcrosTencTBoTo mo ui. 54, an. 1, 1. 6 - YAOCTOBEPEHHE OT OPraHUTE HA
MsnemauTensa areniums "I naBHA WHCHEKIHS 110 Tpyna";

10.4. Cepruduxar, ymocroBepsisam BHenmpeHa cHCTEMa 3a YIpaBIIEHUE Ha
kauecTBoTO EN ISO 9001:2015 w/umm EN ISO 1348$/2016 W/MNY €KBUBANICHTHA, C 0OXBAT B
001acTTa Ha IPOM3BOACTBOTO W/HITH THPTrOBHSITA C JIEKapCTBEHH MPOIYKTH,

10.5. Paspemesue 3a npousBoactso no wi 196, am 1 or 3JIIXM, B ciayuanre
KOTaTo y4HaCTHHUKBT € NPOM3BOAMTEN U IIPENiara JIeKAPCTBEHUTE HPOJYKTH, KOMTO
npounssexna, ui Ha Paspemenue 3a BHoC mo wr. 196, an. 2 or 3JIIIXM, B CJIy4auTe KOraTo
YYaCTHUKBT € BHOCHTEJ U MPEATIara JIEKapCTBEHHUTE HPOI[yKTI/I, KOHUTO BHACS,

10.6. Nexmapauus mo 4. 59, an. 1, . 3 or SMMII 1o 3ambKHTe HYS obpaszeiy
Ipunoxenne Ne 3 ot o6pasuure JOKyMEHTH Ha JOKYMEHTAIUATA 33 YYACTHE.

Jabenexcka: Yoocmosepenusma no mouku 10.2 u 10.3 mpabdea oa ca usoadenu
CNIe0 0amMama Ha OMKPUSAHEMO HA NPOYEOYPama.

Hara 28.05.2020 r. Ilonnuc ua npeHCTaBmﬁaMOTo JIVLIE ¥ II€YaT:

I'p. Codust
Esre
Huxomnos
Vnpasuren Tvproscku mbaHOMOMIHIK

Pow bearapus EOO/] Powm benrapus EOO/J,
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Ipunoscenue Ne 1 — 3a0vascumenen obpaszey,
IIpeocmasa ce no ecaxa obocobena RO3UYUA, 30 KOAMO ce nodasa oepma

INEHOBO OPEAJIOKEHUE 3A H?.]I;FI)JIHEHHE HA IOPBYKATA

ITo 06ocoGena mo3unms Ne 2 !
Homenkaarypan exununu Ne 3, 4, 48, 49, 50, §3, 56, 57, 58

ot ,,POIIT BBJTAPHUA“ EOOJ]
ChbC CeRauLIe | ajipec Ha ynpasieHue: rp. Codus, x k. »MaHacTHPCKU TUBaIH —
3anan®, yn. ,Bano mome“ Ne 16, mx. 1618
EUK /BYJICTAT 131279951 :
npeacrasmsBano or EBIEHUN HUKOJIAEB HUKOJIOB, B
Kauecrsoro My Ha ynpasuten u POMEO BJIAJIIMUP H
B Kad9ECTBOTO My Ha ThPIOBCKM MbIHOMOLIHKK Ha ,,Powm Bhirapus®
) 13127995, ynsaromormien ¢ meaHOMOIMHO per.Ne 1045/13.05.2019r.
3aBEPEHO OT HOTApUYC B paiion Codus pei".N9207 Ha Horapuanuara kamapa
|

llpencrasame ueHOBO mpemnoxeHHe | TO HOMEHKJIATYPUTE, TMOCOYEHH B
fpuioxKeHaTa ussanka oT Cmncbka Ha ofocobeHMTe TIOSMIME | HOMEHKJIATypHUTE, 32
CBOTBETHATA 000COOEHA MO3ULWS, 32 KOATO IIPEICTABIM odepra.

IIpunarame mombiaHEHa W TOANHCAHA u3Baaka or Crmmcbka Ha 000coBeHuTE
TIO3UIMK U HOMEHKJIATYPUTE, 32 ChOTBETHATA 000COGEHa HO3ULMS, 32 KOSITO TPENCTABAM
odepTa.

Ipunarame usBajka i Ha MarduTeH HOCHTEN (JIUCK).

Hara 28.05.2020 r. Honnuc Ha npeacTapnsABAIIOTO JMIE U reyar:

I'p. Codus

EBretnn omeo Bnagumupos Munkos
Huxkosos
Yupasuren Tsproseku mbmHOMOH{HIK”

Pour Bvirapus EOOJ| Pow Bbarapus EOO,[E,,
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O I Ne 2- PCTBeHM NPOIYKTH 33 OCHKOJIOTM9HH 3a60oABaHAs
2 3 4 5 7 8 9 10 11 12
Avastin concentrate | xcn_.m.nw:mﬂ_._w..
concentrate for for solution for el
= . I
3| L01XCO07 | Bevacizumab wo._cn.od mow‘ = ﬁﬁ.— 4 60| infusion 25 mg/ml — 4 mﬂﬂwqhﬂm\m”“ e 1
infusion ml (100 mg/4 ml) x 1 | GmbH, Fepmanns
vial 424,43 424 4300
Avastin concentrate mcn:M Pharma
concentrate for for solution for Ch
. . 25 - . . I /Roch
4| LO1XCO07 | Bevacizumab mo.Eco.b for HMN\_._E 40| infusion 25 mg/ml — mﬂ.ﬂmmﬁ_»ﬂm__wu = 1
infusion 16 ml (400 mg/16 ml)| GmbH, Fepmatus
x 1 vial 1697,78 1 697,7800
owder for Herceptin powder for | Roche Pharma
; entrate fo concentrats for for I gm\_._ymmxo%m
48| LO1XCO3 | Trastuzumab [*OnComte for| ) 5o 3| solution for o 1
solution for L. Registration
‘nfission infusion] 50 mgx 1 | GmbH, Fepmara
vial 546,85 546,8500
; Herceptin solution for| Roshe Pharma
solution for | 600 mg/5 L AG-
49| LO1XCO3 | Trastuzumab injestion = 50|injection moo mg/5 ml FepmaHm/Roche 1
x 1 vial Registrafion 240864 2 408,6400
Roche Pharma
50| LOIXE15 | Vemurafenib mﬁmcwsa 240 1350 wmwwﬂmwwa.oomwm AG- 56
© ablets 220 mgx 36 | Mepmaius/Roche 2291,57 40,9209
i Roche Pharma
concentrate for Perjeta oE.Sobﬂ.mnm AG-
53| LOIXC13 | Pertuzumab | solutionfor | 420 30|  [forsolutionfor | repuamaRoche |
S infusion 420 mg x 1 SoiSeEton
mfusion vial GmbH, Mepmanms
4343,16 4 343,1600
Powder for Kadcyla 160 mg/8 ml magmmv:m_.am
AG-
powder for
Trastuzumab | concentrate for| 160 mg/8 Fepmanua/Roche
el |- Emtansine | solution for ml lo ooﬂnmdqm.ao mow Registration !
infusion solution for infusion | GmbH, Fepmaus
x 1 vial 4726,89 4 726,8900
o Capsul Roche Pharma
57| LO1XX43 | Vismodegib | Capsule hard | 150 336 :MMQMO EE2 mw e N 28
mex R e 8061,11 287,8968
— Kadeyla 100 mg/5 ml| Roche Pharma
AG-
powder for
Trastuzumab | concentrate for| 100 mg/5 TepmanuA/Roche
S&pLoIXC14 Emtansine solution for ml 14 oo_.._ombww.»m mcw Registration !
nfission solution for infusion | GmbH, MFepmanus
x 1 vial 2950,56 2950,5600
HHODH—NO Ha [peacTaBABaAIMOTO OAIHC HA NPENCcTaRARAMOTO Oﬂmﬂu

Hve u pavunna: Esrenuii Hurconos

JmxnocT: Yapaeuren, "Pow Brarapus” EQO

Hime u pamuann:Pomeo Muakos
HJrrexxroct: Thproseku nbaHOMoOmEHK, "Powt Bearapusa’ EOO]]

3anuyeHn gaHHM Ha ocHoBaHue 4un. 37 ot 3001
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