IOTOBOTP \ /- A

duec, 45,{%{ 2019 1., B I'p.Byprac, Ha ocHOBaHue un.1l12, an.l or
30Il, BBB BPBL3KA C NPOBENEeHA lipouenypa no pema un.l18, am.l, 7.1 oT 300 u
Pemenné N 21 or 24.07.20109 T'. Ha VYnpaeuTeNsa Ha ,KoMomekcen OHKOJIOTMYEH

LUeHTB P . - Byprac” EOOI, Mexny:

1.“KOMIUIEKCEH OHKOJIOTMYEH OEHTHP-BYPTAC” EOOX, c aipec Ha ynpaeJieHre Ip.
Byprac} Gyn. “IOemokpaumsa” N 86, EUK 000053191, npencrasngsan o7 npod.n-p
XPUCTO' CTOSSHOR FEO30B - YOpaBuTeN, oT enHa CTpaHa, HapMYaH OO-HOJIy 3a
KPaTkocT “BB3JIOXATEI”

nu

2. ”EKbQAPM" EOOL, EMK 130390055, cmc cellamvme ¥ anpec Ha yIOpaBJeHUe
Tp.Cogma, 1421, paiiou JloszeHels, 6yﬂ;”erHM Bpex” N 14, o6m.3, naprep,
NPenCcTaBISBAHO OT [lersp Beses - ynpaswuredn, Upes I[I'BJIHOMOIHMKA AJEeKCaHOBp
Tepgmeﬁ, OT IOpyra CTpaHa, HapM4YaH NO-OOJIy 3a KpaTkocT “U3IBJIHUTEI”,

I
Cé CKRJNYM HaCTOAWMAT NOTOBOP, C npenMeT: ,JlocTaBka Ha JIEKAPCTBEHMU OPOOYKTHU
34 JIeUgHME Ha OHKOJOTUUHM zabonasanma®.

I.MIPEOIMET HA JOT'OBOPA

1.1. BB3JIOKUTEJAT Bb3Jjara, a VSIBIHATEJAT ce s3amboxaBa  na  0oCTaBm
neKapcﬂBeHm IPOOYKINM 3a JIEUEeHME Ha OHKOJOIMUHU 3a00/IABaHNs, HapUYaHU 10
OOJy “CFOKM", CBHIVIACHO yCJIOBMATA Ha HACTOSMMA OOTOBOP, KAKTO CJenrRa:
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1.2. Tpu wusnroiHenue Ha crIOYeHMUS OOTOBOP, BB3IOXMTENAT We M3TOTBS CBOMUTE
3aABKU éa JICKAPCTBEHNTE NPOOYKTHM, 10 KOHKPETHM IOTOBMU HAOBMPAHN JIEKAPCTBEHM
bopmu (kpaeH opomyxT), KOMUTO, KBM IJaTaTa Ha ODoHaBaHe Ha 3adBkaTa, ¢urypupar
B Tlo3MDMBHMUSA JIEKAPCTBeH CHMCBK — [IpUJIOXeHMe 2, OT CohIud opuTexaTes Ha
paspemeﬁmeTo 3a ynorpeba.

1.3. WsrorBenuTre oT BwamoxuTens NMCMEeHM 3aABKM 3a HOCTaBKa mMe 6baar
VSNpallaiy Ha VBOBJIHUTeNsS 0O dakc 02/9069071, C KOeTo ce rapaHTHpa
MoJIy4aBAHETO MM HA maTaTa Ha V3NpallaHEeTO M UINBIHSHUETO MM B OOT'OBOpPEeHUTE
cpoxose!mo T.4.1. u 7.4.3.

1.4. KommuecrBaTa sasBeHU JIEKAPCTBA We Ca B CBOTBETCTBUE C pPeaJIHUTE HYXIU
Ha Boanoxuresnd.

1.5. B !cayuait, ue no BpeMe Ha W3IBJHEHME Ha [OOTOBOpa HAKOM JEeKApPCTBEHU
OPOOYKTH [OPEecCTaHAT Ia ce NPOM3BEXOAT U/WMJIM MBIA3AT OT ynorpeba wm/unu SbmaT
Banmqeﬂﬁ B IUIC-TlpunoxeHue N 2, Bb3AOKUTEIAT me ¥mMa I[IpaBoO, IO cCcuJjaTa Ha
HacToAmf sl OOTOBOP, Ia 3adBdBa AOCTaBKa OT CBUECTBYBAM WMJIM HOBO BKJIOYEHM B
IJIC-TIpuiioxenmne N 2 JIEKAPCTBEeHM TIMIPOOYKTM, KOUTO TU 3aMeHAT, 1[0 LeHHu,
ONpenesiéHN 3a SaMeCTBaHUS JIEKAapPCTBEeH IPOOyKT IO pela Ha TOS3u OOT'OBOP.



II. UEHM ¥ OBIA CTOMHOCT HA JNOCTABKUTE II0 IOT'OBOPA
2.1. ﬁeHMTe Ha JIEKapPCTBEHUTE MPOAYKTM BKJIKYBAT CTOMHOCTTA HA cToKarTa,
OlaKOBKa, 3acTpaxOBKa M TPaHCIOPT, Taxkcy, MuTa U IPYTM PasxOonu, OO KpalHUS
noJsydares — OOJHMYHATA anTeka Ha JeueBHoTo 3apenenue, c JIIC.
2.2. lleHaTa Ha JIeKAPCTBEHUTE IPOILYKTHM 11O NOIOBOpa € (QUKCHMPAHA M He MOmJIeXu
Ha npoMHHa 3a CpoKa Ha IeMCTBMEe Ha LOTOBOPa, OCBEH B CllydanuTe, NOpenBULEHU
B HETO,
2.3. IlpM HaMajgdpaHe Ha LeHaTa 0o wI1.55 or HapenBara sa YCJOBMATA,
[paBujiaTa 1 pena 3a peryiupaHe U peIucTPUupaHe Ha eHUTe Ha JIEKapCTBEHUTE
NponykT - pebepeHTHaTA HeHa, WM NOpoMAHA Ha OOTOBOpPMpPAaHaTa TaKasa oT
H30K, HacT®sOMIO OT A€HA Ha OoTBapAHe Ha odepraTa Ha VINBIHUTEIS mo KpavHusa
CPOK Ba W3NLIHeHMe Ha HOTOBOpa,  BBL3JIOXUTENAT OCe3YyCJOBHO le sanjama
neKachBeHMTe [IPONYKTM Ha Tasy MO-HMUCKA LeHa, OT JaTaTa Ha BIAMSaHE B CuUia
Ha KOHKDETHOTO pelmeHMue.
2.4. TpV usBbpLEeHA u preTa nocTaepka Ha JEKAPCTBEHM CPeICTBa CBC SaBMIEHA
ueHa, fHegaBMCMMo OT MOMeHTa Ha KOHCTAaTupaHe Ha ToBa oBcrosarescrso,
VIBSOBIHNTENAT ObLJIKM HA BBLaJIOXUTENS CTOMHOCTTA Ha 3aBUIIEHUETO.
2.5. IlporHo3HaTa ofma CTOMHOCT Ha foToropa ce omnpefens Ha 34 573,75 meBa,
Bes ﬂﬂ@.

|
1 IIT.YCJIOBMA UM HAUVMH HA [JIAIAHE

3.1. [lamaneTo no wacTogmmsa HOTOBOP Ce OCBHeCTBsABA upes OAHKOB IIPEBOI OT

CTpaHaiHa BBEIJIOXUTEJIA, no nocoueHara B HAacToAIMA IOOTOBOP OaHKOBA CMeTKa Ha

MBIOBIIHUTENA.

3.2. 3BamjamaHeTo Ha CTOKMTE [0 HOT'OBOpa MOXe pHa Ce M3BEPIBA OTJIOXEHO, IO

60(mecﬁneceT) KaJleHOapHM IOHM, CJel M3BBPWBAHE Ha OOCTABKATA .

3.3. IocTamHaTa baxTypa, CcBCTaBeHa CBIVIACHO M3BUCKBaHMATa Ha 3Cu, 30IC u

Hnspnc, coobpxa u PEKBUBUTU OTHOCHO NApPTUNEH HOMEp Ha MeIMKaMeHTa, CpPOoK Ha

T'OOHOCT ¥ HOMEp Ha paspemeHMeTo 3a npomaxsa.

3.4. HocTaBkaTa ce cumTa B3a VISBBPIIEHA CJlel IHOONMCBaHe Ha oOakTypaTa u

HprieMaTeNHMA OonMc OT VYIOpaBUTeNs Ha GoJHNYHATA anrexa, C KoeTo ce

yJOCToﬂepHBa_ IpMEeMaHeTO Ha JIeKapCTBEHMSA MNPOAYKT B OOJHMUHATA anrTexa Ha

B%BnoxﬁTenH.

3.5. Echa HOCTABKa Ha HOBa HapTUIa oOT maned JIEKapPCTBEH OPOOYKT,

3aOBIXUTENHO Cce IprlipyXaBa C AOKYMEHT (CepTMOMkarT), CbObPXAL] MHOOpMaLMA 3a

maTaTa Ha NPOU3BOILCTEO M CPOK Ha TI'OOHOCT HAa JIeKAPCTBEHWSA NPOLYKT.

3.6. BamwmxeHMeTo Ha BBayioxmresa sa sanjlamade Ha BCAKA NOCTABKA BB3HUKBA

cren MSEEPMBaHe Ha [nocodeHuTe B T.3.4. nelicTBMA.

| IV.CPOK M MACTO HA NOCTABSHE
4.1. Bcska OTHeJiHa »ocTakka, OpedMeT Ha HacCTOSmnS OOTOBOpP, cCJemBa Oa 6bIe
AocTraBeHa B Cpok mo 1 (emuu) pabBoTeH neH cyell IIOJIydyaBaHe Ha =BagBkaTa Ha
BBL3JOKUTENT n =a KO/MM4YecTBaTa, TOYHO OIpeleJIeHM B Hes.
4.2. 3a) KOJIMYeCTBa, MNOCTABEHUM M3BLH BASBKATA no v.4.1., BBIJIOXUTEJIAT uama
san%nmehme 3a IJamaHe.
4.3. Tlpu BB3HMKHAIA HeOOXOOMMOCT, WM3BBH CPOKOBETE Ha IeprnoIuyHa nocTaBkKa,
VBOBIHUTEIIAT € OABLXeH Ia OCBIECTBM HOCTaBKa B CPpoOK mo 1 (emmu) paboTeH IeH
OT NOIABAHETO M.
4.4. CrokMTe cCe [OCTaABST B BosHMYHAaTa anTeka Ha “KOI-Byprac”EOOI, Ha
ampec: ?p.Byprac, yi.Vou.o-p KoHcTaHTMH KoHues“.
4.5. PUCKBT OT CJIYYaiHOTO MNOTWMBAHE Wiy NOBpeXIDaHe Ha CTOKUTEe OpeMWHAaBa
B1pxXy BB3JIOXUTENS oT MOMEeHTa HAa pMeMaHeTo MM Ha MSACTOTO Ha OOCTaBsgHe, C
M30aBaHe Ha NpueMarTeseHd OOUC.
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| V. SBAIBJIXEHUSA HA VBHBIHUTEIS
5. VBUBIHUTEJAT ce sambixasa:
5.1. B cpoxk mo 1 paboTeH men, ma HOTBBPON TIOJIYYaBaHETO HA NMCMEHATa =asBKa
Ha BBBJIOXATENS HA baxkc 056/876656.
5.2. IpM HEBL3MOXHOCT 1A WSODBIHM SadABKa Ha BbBIOXUTENS, B CpPOKOBeTe
norosopern B T.4.1. wm T.4.3., 1a UslpaT NOUCMEH OTKA3 Ha#-KBCHO =B
nocreghuus PaboTeH geH, B KOWUTO M3TUYA CBOTBETHUS CPOK 3Ba IOOCTABRKA.
5.3. Qa AOCTAaBM  3aABEHMTE CTOKM B HOTOBOPEHUS CPOK ¥ B 3agBeHaTa
JlekapcTBeHa ¢opma (Tpamax, pasdacobka, ONAKOBKAa) M Ia TU Npenane Ha KPaiHus
nogydames.

5.4. Jla npenane CTOKNTE, MaKeTUPAHM W MAPKMPaHM B CLOTBETHUS BUI,
KOJMYECTBO M KadeCTBO, HA MACTOTO HAa NOCTABSHE .
5.5. Ba M3NbaHeHME USUCKBAHMATA [O T.2.4. OT HacCTOoAmWMA  HOTOBOP,

VSOBIHUTENAT me 6boe IJIbXeH na ¥M3naBa HeOOXOOMMUSA LOOKYMeHT o 3CY u 30n0cC
3a KOp?KHMH Ha lleHaTa B Cpok 1o 5(mnem) paboTuw OHM OT maTraTa Ha [noJjydapBaHe
Ha JMCKAaHeTO 3a TOBa OT Bb3JIOXUTEIIL.

5.6. Ila npencrasu T'apanHuyd sa nodpo UBNBJIHEHUE, B pasMep Ha 2% (nOBa
NpOoLEeHTa) OT NPOTHO3HATA CTOMHOCT Ha HacToAmma HOOToBOp Oes NOIAC, B emua oT
@opMMTé, OpensuleHn B wi.111, amn.5 or BOII.

VI. SAIOBIXEHVSA UM TIPABA HA BBH3JIOXUTEIS
6. BBIJIOXATENAT ce zambixarBa:
6.1. Ila nomaBa mOmMcCMeHaTa B3asBka =a HOCTaBka KBM JBNBJIHUTENS IO HauMHa,
ompenesned B T.1.3. or HacToSmmMs OOTOBOD.
6.2. Hi ipyeMe HOCTaBeHMTe B CPOK M Ha MACTO CTOKHU, CEOTBETCTBANM [IO BUI,
KOIMYECdTBO M KAYEeCTBO Ha ONMCAHOTO B HACTOSIMS OOTOBOD.
6.3. Ila zamuatu mocrapeHuTe CTOKM IO pena Ha T.3 OT HacToAmmMd OOIOBOPR.
6.4. na Bb3CTAHOBM Ha 3OBIHUTENS TapaHUMaTa 34 no0pO MBNLJIHEHME, B CPOK
or 60 mHM cren mavaTa Ha MSOBIHEHME Ha HacrosammMsa IOOTOBOP, B Ciydall ue
cemmaT le msnbiaHeH Be3 ma ca HacTBIMUIM OBCTOATENICTBATA, BUBUPAHU B Paszmen
VIIT u Pazpmen IX.
6.5 B cayyanMTe Ha OTKA3 Ha Usnemunrens no T.5.2., BeanoxuTenar LE UMA
[TPARO Ma SaKylM  OTKal3aHUTEe JIeKAPCTBEHM IPOOYyKTM OT IOpyIl' »OOCTAaBRUMK.
Pasnmukara B LeHaTa Ha JIEKAPCTBEH MNPONYKT [0 HAaCTOAIMS LOTOBOP M Ha OpyIrus
HOCTanhK(KoraTo € OTpuLAaTesHa BeIMUYMHA) me Cce OBJIXY OT MBIBIHUTENS KAaTO
HeyCTounkKa.

|

; VII. KAYECTBO, T'APAHIMA ¥ CPOK HA T'OOHOCT
7.1. K®BM npaTaTta Ha AOCTaBKaTa, OCTaATBYHMS CPOK Ha TONHOCT Ha CTOKUTE,
NpenMeT Ha HAaCTOAms HOT'OBOP, cijenBa ma OBple He NoO-Majdbk oT 30% (Tpumecer
IPOLEHTa) OT OBABEHUS OT IIPOUBBOOUTEJIA .
7.2. Bl comyuall Ha gmocTaBka Ha JIEKAPCTBEHM TIIPOOYKTM C IIO-KPaTBK oOT
TOTOBOPEHUS CPOK Ha TOHHOCT, JM3IBIHWUTENAT Bamjama HeycTolka, nzpasgaesama ce
B [POLEHT BBPXYy CTOMHOCTTaA HAa HOCTABKATA, KAKTO CJIEIBA:

orT 29,99% mo 20% - 10% BBPXy CTOMHOCTTA Ha ODocrTaBkaTa;
orl 19,99% mo 10% - 20% BBPXY CTOMHOCTTa Ha oocrarkara;
non 10% - 30% BBPXY CTOMHOCTTA Ha INOCTABKATA.

! VIII. OTTOBOPHOCT 3A HETOUHO MBIIBJIHEHMUE . PEKJIAMAIIU
8.1. BBBJIIOXUTEJAT Moxe ma Npenaen pexnamvaunm npen MIIBIHUTENSA sa:
a) KOJIMMEeCTBO u HEKOMIJIEKTHOCT Ha CTOKUTE MM TexXHMUYeCKaTa OOKYyMeHTaLMs
(apHM HéHOCTaTEHM);
0) KauecTBO (CKpUTM HemocTaTbLU) :
- [IpM HOOCTaBAHE Ha CTOKM HE OT HOTOBOPEHMUS BMI, MnocodeH B T.l OoT HacTosmma
IIOTOBOP;
- opwu KdHCTaTMpaHe Ha OedexTn npm ynorpeBa Ha CTOKKUTE.



8.2. éeKﬂaMaHMM Sd  ABHM HeIOOCTaTBhLM Ha CTOKUTE Ce NpaBAT B MOMEHTAa Ha
HpelaBaHeTo uM oOT WIMIBJIHUTEIS uHa BB3JIOXUTEJIA, 3a xoeTo ce ChbCTaB4a
npOTOK¢n, HOAIMCAH M OT OBEeTe CTPaHM.

8.3. Pexslamauum =a CKPUTM HENOCTATBLM Ce NPaBAT Npes3 Lejud CPOK Ha TOOHOCT
Ha JOCTaBEeHUTe CTOKM, KAaATO pexJaMauuMaTa ce OpnUIpyXara SBabbJIIXUTEJHO oOT
KOHCTaiMBeH IPOTOKOJI.

8.4. BLIJIOXUTENIAT e mbxeH Ha yBeloMmu nucMeHO M3IBIHUTENA 3a yCcTadHoBeHuTe
TedeKTV M CBOUTE MBMCKBAHUS B 15 (neTnanecer) nuesen CPOK OT KOHCTATUPAHETO
Ha HeOoCTaTBUUTE.

8.5. B. perjaMaLMMTE Ce NOCOUBAa TOYHOTO KOJIMYECTBO HA I[OJyYEHUTE CTOKM, C
TEeXHNUA | [apTUIEH HOMED, OCHOBAHMETO 5a pPerjlaMauua M KOHKPETHOTO MCKaHe Ha
BB3JIOKUTETIA .

8.6. Ipu pekJaMalmus Sa ABHU HenocTarTsuu, UBIIBIHUTEIAT e nnwbxkedH B 14 nuepewn
CpOk OT moJiydaBaHe Ha peKJaMauMsaTa 3a CBOS CMEeTKA Oa IHOOCTaBU CTOKa,
OTroBap4dila Ha M3MCKBAHUATA.

8.7. Ipu pexjgaManus 3a CKPUTV HenocraTsuu, MWSINBIHUTEIAT e mooxen B 14
IDHEBEH ! CPOK OT [NOoJAyYaBaHeTo Ha HpoTOoKoJga no T. 8.3. ma [ocTaBM Ba CBOg
CMEeTKAa |CTOKa, OTIORaApAlla Ha VIBVICKBAHMATAa, WJIM O NPelUeHKa Ha BB3JIOXUTEIA,
MBJIOXEHA B  YBeIOMIEHMETO no wT.8.4., 1Ha BBpHE CHOTBETHATA UYaCT oOT
sanﬂaTéHaTa LeHa (0a M3nane KpemomTHO M3BEeCTHe) .

8.8. N3B0pBT Ha HOOCOUYEHMUTE HO-I'Ope BB3MOXHOCTM - Oa Ce BbPHE CLOTBETHATA
YacT or IJIaTE€HOTO, MJM Ha Ce IOOCTaBAT HOBM CTOKM - NpMHanJIexXu Ha
BB3JIOXUTESIA 1 Ce VYHIpaxHaBa OT Hero non ¢GopMaTa Ha IIMCMEHO YBEeIOMJIEHMEe IO
UBIBIHATEJA, kaTo pasxolyTe M PUCKOBETEe IO BPLUWAHETO M HOBOTO HDOCTaBAHE ca
3a cMeTka Ha VBTHIHNTEIS.

8.9. PéKnaMMpaHMTe CTOKM Ce& CBXpPaHABAT OT CBLOTBETHMSA KpaeH nojgyvarTes, 1o
ypexua@e Ha pekrJjaMaummre.

8.10. mpM M3TEIUIAHE OT TBHPI'OBCKATAa Mpexa Ha oNperneseHa naprmpga JIeKapCTBeHU
CPelCTBA, KOMMYECTBOTO M BUIOA HA CBIMUTE Ce BB3CTAHOBABAT OT MBNOBJAHWUTEJA, B
ernHOMeCeueH CPOK ¥ 3a HeroBa CMeTKa.

8.11. lpM HeM3OBIHEHME HA 3adbIKEHIETO 34 IOCTaeKa B OIPeNeJICHUTE CPOKOBEe,
VBOBIHUTENAT OBIKM Ha BB3JOXUTENS HeycTolka B pasmep Ha 0.7% Ha nen BBPXY
CToﬁHoc@Ta Ha HeUBNOBJIHEHOTO, HC He IOoBReUYe o 10% (meceT IIPOLIeHTAa) OT
CTOMHOCTTA Ha HEeUBNOBIHEHNETO, KakTo u obesmeTeHue 3a [OpeTBHPIEHUTE
nericTBUTe I Y Bpenu, B  cJiydaure, KOraTo  Te  HaOXBBPJAT HOTOBOPeHAaTa
HeycTolKka .

8.12.1lpy HEMBNBIHEHMETO Ha 3aMbJDKEHIETO 3a HOCTaBKa B 3aABEHAaTa KOHKPETHA
TOTOBA fHOBMpaHa JIEKAPCTBEHa (Qopma (KpaeH NpPOnyKT), WSIbIHUTENST IOBIDKU
HeyCToMKa Ha Bbanoxurend, B pasMep Ha 30% (TpuZeceT NOpolEHTa) OT CTOMHOCTTA
Ha HEM3II'BbIHEHMEeTOo.

8.13.BbBIOKMTENAT UMA [IpaBo Ia M3BBPIM @O CBOA NpPELeHKa NpUXBamaHe Ha
HeyCTOMKMTe 1o T.6.5., T.7.2, T.8.11., T.8.12. wumm =Ha IABUIEHNETO IO
T.2.4. o7 HAacTOALMA IOTOBOP OT IBIIXMMUTE KBM WSOLIHNTES CyMM IO TO3HU
IOTOBOP, WAM OT TapaHUMATA 3a O00PpO M3NLJIHSHUE.

| IX. OTTOBOPHOCT IIPY HEUSRITLIIHEHUE
9.1. Ilpy HeusNBIHEHME Ha HOTOBOPEHMTE 3aAB/DKEHMS OT CTPaHa Ha VSHEJIHUTENA,
Bbajioxntenar wuMma npaeo na passaim [IOTOBOpa, C MNUCMEHO YBENOMIIEHME IO
UsneiHuTensa, 6e3 ma My OaBa OONBIHUTEISH CPOK 3a M3NBIHEHME, KATO 3aIBRXA
BHeCeHaTa TapaHumMa 3a Jo6po M3IBIAHEHME.

] X. IOPYT'M VYCJIOBUA
10.1. 3a HeypemenuTe BBIPOCK B HACTOANMA LOTOBOP Ce Npuiara HeiCTBAlOTO
OBITAPCKO 3aKOHOOATENCTEO.
10.2. E%BHOXMTGHHT MOXe Ia mnpekpaTu IOorosopa, akKo B pes3yJaTaT Ha
HenpeIBuIeH OOCTOATENICTBAa, BB3HMKHAIM CJAel CKJIOYBAHETO My, He e B
C%CTOQHﬁe Ja UBMNBJIHM CBOUTE SaabJIKESHMS.
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10,3, HBCTOHMMHT OOTOBOP Ce [NpeKpaTasa:
10.3.1. ¢ usTHuade Ha CpOKa, 34 KOWTO € CKJIOUEH;
10.3.2. no B3auMMHO cBIJIacue Ha CTpannTe, M3pPamseHO IUCMEHO;

3. oT Bbajoxurens - [Ipy ycrnoemAaTa Ha win.l1l18 or 30I0;
10.3.4. npepcpounso, = Cly4au uYe 0OpM NOpoBeNeHa nponenypa ot leHTpalHusa
OpbTaH 3a NOPBPYKM B chepaTa Ha S3IPaBEONasBAHETO opm M3 ca IOTOBOpeHM I1eHu
Ha JIl, |KOMTO Ca [O~HUCKK OT LUEHMTE N0 TO3M HOTOBOP.
10.4. TMpomMenun B HacTOSmMS HOT'OBOP Ce HOoNyCKaT MO M3KJIOYEeHMe, KOTaTo e
MBIBIHEHO YCJIOBMETO IO un.116, an.l, 7.1 u v.7 or 3OI0.
10.5. BBBHMKHAIMTE MexIy CTpaHWTE CHOpOBE IO TO3M HOTOBOP CE pPelWaBaT npen
KOMHeTéHTHMH CBO B I'p. Byprac.
10.6. AﬂpeCMTe 38 KOPECHOHOEHUMS MEeXIy CTPaHUTe N0 HACTOAMMSA OOTOBOpP cCa
KaKTO CJIenBa:

~ 3a N3nwiaHMTENnA : rp. Codmsa, yi. “ATanac JyxoB” 29, ,PeitHBoy mnasa“, ewr.3
- Ba B&BﬂomMTeﬂH ! rpan Byprac, 6yn.“Crepan CramGojsioB™ N 73, Xupypruuen
Kopnyc ‘Ha MBAJI-Byprac All, erax 7, Tex./bpaxc 056 876 656 — BoJHMYHA anreka.
10.7. Bcska or CTPaHMTE IO HaCTOANMS NOTOBOPD e IJIBXHA He3aBarBHOo I3 yBeIOMU
IpyraTd npM IOpoMsHa Ha ampeca cu. B mnpoTMBeH caydall, BCHAKO M3HOpaTEHO
CBLOBUEeHMEe Ce cMsaTa 3a HOJIy49€HO, aKO & M3NPAaTeHO Ha NOCJIeNHMSA HOCouaH ampec
3a KOPECIOHIEHUNA.

10.8. |Bcaka ot CTPaHMTe 1O HACTOAIMA OOTOBOP C& SalbiDKaBa oa He
pasnpocTpaHsaea mHbopMaLMA 3a ApyTrara CTpaHa, cTaHajla W M3BECTHA NPM WUIU 110
[IOBOA  MBHNBIHEHMETO Ha nOoroeopa. WHbOopMauMSTa 0O NPenXomHOTO WU3pedYeHHne
BKHDHB&% M OOCTOATeJICTBA, CBBLP3aHM C TBPTOBCKATa HOEMHOCT, TexXHUUYeCKUTe
[Ipouecn, MNpoeKTM wumau (QUHAHCU Ha CTPaHMTE UM BDLB BPBb3Ka C HOy-xay,
U300peTeHNa, MOOJEe3HU MOIENM WM IPYyTV IIpaea OT IOHOOEH XapaKTep, CBBP3aHuU
ol MBH%ﬁHeﬁmeTo Ha ofmecTBeHaTa NOOpPBYKa. ToBa IpaBUJIO He ce I[Ipuiaara o
OTHOIEHMEe Ha BSBaObJIXUTeJHaTa uMHOOpPMALIMSI, KOSTO BB3JIOKUTEIIST cyjenea [ma
npencrapM Ha ATEHUMATA 0O OGIEeCTBEHU NOPBPUKM CBOOPA3HO pela, NpeIBUIcH B
30I1.

10.9.3al pamumuu BaukoBU CMEeTKNM, 3a IUJlallaHuA CBBPB3aHU C HACTOSIMA OOTOBOP
ce CMATAT:

Sa MsnwnHuTens: Bauka YHukpennT BynafaHk

IBAN  BG48UNCR70001523204465

BIC UNCRBGSF

1 XI. BAKJIOUUTEJIHU PASBIIOPEIBU
11.1. NoroBOop®T BJMBa B CMJIA OT HATATA Ha CKIIOUBAHETO My M € CBC CpPOK Ha
M3OLIHeHUEe - no 31.10.2020 rommua.
11.2. Hacroammar moroBOp ce cHCTABM B IBa eNHOOOpAasHM eK3eMIJIgps — 0O eIuH
34 BCAKA OT CTPaHUTE,
O
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Ho

Obpaserr & 2

KOl -~ BYPTAC EOOI
rp. BYPTAC

[IPENIOXEHME 3A MUBIBIHEHME HA INOPBUKATA

OT: Exodapm EOOX

C Hacrosmoro,

(HamMeHOBaHMeE Ha Y4YacTHHUKA)

4HOCTaBKa Ha JIEKApCTBEHM MNPOLYKTH 3a JIeUeHMe Ha OHKOJIOTUYHU
3abonagsanma™
3a CJIeNHMUA JIEKApCTBEH [POIYKT :

Bu rpencrasdaMe HalleTo IIpenyoxeHme 3a MU3BBPUIBAHE Ha

Mox aDonn OPOTHOSHO Opurexaren c
AxHaToMO- AYHAPORHO KONM4IecTBO Ha POKlia
on i HeNATeHTHO JlexapcTBena TProBCKO roHOCT OT
TepaneBTIYeH Mapxa (B paspemeHneT
N y HaMMOHOBAHIEe bopma HaMMeOHOBAHUE IIPY B
xox /ATC/ /INN/ nocouexrara o 3Ba
MapKa) ynorpeta HOAMIN
1 2 3 4 5 6 7 8 9
| napeHTrepaJsHa Uromitexan Exodapm
3 YOBAFOl Mesna dopma Mg 850000 sol. inj. Tpyn AL 5
1} HpennaPaMe ClleIHUTe CPpOKOBe =3a MBITBIIHEHUE ¢

— I IPU NEePUONUYHM NOCTAaBKM no 1 /enmuH/ meu (He moseue oT 10 raboTHu
IHYN OTiHOﬂaBaHe Ha sasaBkara) ;

~ PV  BB3HMKHAJIE HEOBXOOMMOCT WSBBH CPpOKa Ha [epPUOONYHNTE
nocTaBky no 1 /emmH/ nen (He noBeue or § paboTHM IHM OT nomaBaHe Ha
3agaBkara) .

2. TNpenjmarame BCAka MMCMEHA sSdafdBKa 3a NoCTaBKa Ha Bb3joxuTesns ma
H1  ObOe wmaNpamana Ha odaxc N 02/9069071, ¢ koeTo ce TapaHTHUpa
nonyqa$aHeTo M Ha JaTara Ha MBOPANAHETO U U3IIBJIHEHMETO M B ONMCAHUTE
[Io-rope CpoKoBe.

3. CBIJIaCHM CMe C BCUYKYK YCJIOBMSA 3a MSIBJIHEHMEe Ha nopeuykaTa, B
T.d9. C! ompeneJjyieHVs CPOK Ha BaJMIHOCT Ha o@epTaTa/’ C IOpoexTa Ha
OOT'OBOP. '

Hara: 02.07.2019 p. [IOOINcC NEYUAT

¥ f
fi0




OT: EbeapM Eoon_

(HaMMeHOBaHUe Ha yyacTHUKA)

o

~KOLl - Byprac” EO0OJ

T'p. Byprac

LOEHOBO IIPEIJIOXEHUE,

Obpaszer; N 3

|
lipennarame cremHara 1eHa ua OPeprpaH JleKapCTBEH MPOIYKT:

TIIPOT'HOBHO Cpok Uena c IC
KOJIT4eCTBO ; Ha
on JllexapcTeena (B TBProBCKO Ipireganen s TOAHOCT Ha
ATC Msipra i paspemenmueTo nocoueHarTa
N bopma nocoueHarTa HaMMeHOBAaMS sa ynorpesa | °T Py Mspxa B
pra) g xos.5
oM
1 2 4 5 6 7 8 9 10
3 VO3AF01 Mesna napeHTepanHa Mg 850000 Uromltlex.an so0l. Exopapm I'pyn 5 0.04881
! dopma inj. AQn
HDaTa: 02.07.2019 1. [IOOIIMC vy [IEUAT

AnexcaHnoep Tepzwu

/




3011,
Pemeﬁme Ne

Juec,

JOTroBOTP

¢, OF 2019 o.
BBB BpPb3Ka C NpPOBEIeHa npouenypa no pema wus.l8s,
21 or 24.07.2019 7.

LeHTBD - Byprac” EOQIL, mexmy:

1.“KOMIIJIEKCEH OHKOJIOTMUEH HEHTBP-BYPTAC” EOOQI,

Byprac, 6yi. “leMmokpauusa” N 86, EUK 000053191,
XPUCTO ' CTOSSHOB EBOSOB - YopaBuTes, OT enHa CcTpaHa,
KpaTkodT “Bb3JIOXUTEI”

‘ u
2. ,OBOHMKC ®APMA” EOOL, EMK 203283623, cmc
ynopaeyienue: rp.Cobua, 1700, parion CTymeHTCKH,
1997, fpencrasnspauo o YHpaBUTeJauTe CKu Beceamuu KyHes,
PamocTuH HuMUTpOB u  HuxoJsamn Kosier,
KpacuMmmp Hmkojaer u JaHnesia HMKOJIOBA — 3aemHO, OT
NO-OoJIy! 3a KpPaTKOoCT “USIIBJIIHUTEIL”,

ce CKJ'IIO“-IM HacTosamMsT OOTOBOP,

B Tp.Byprac,

Ha VYNpaBUTeJA HA

C IpemMeT:

3a JieueHMe Ha OHKOJJIOTUUHU 3abogaBpaHmMa..

1.

1. BB3JIOXUTEJAT

4pes yOBJIHOMOMEHUTE
IpyTa CTpasa,

Ha& OCHOBaHMe uyu.112,

an.l,

Cermanuie

ampec
vi1.”OKOJIOBPBECTEH mOBT”, N
l0nmman Henenues,

NpencTaBUTEIIN
HapuyaH

an.l om
T.1 or 30I u
»KOMIJIEKCEH OHKOJIOTHMUYEeH

C aOpeC Ha ynpaBJeHME Tp.
NPpenCTaBisBaH OT npob.m-p
Hapu4yaH MOO-HOJy =a

Ha

~JOCTaBRKa Ha JIEKAPCTBEHM NPOOYKTU

I.TTPEOMET HA OOT'OBOPA

Bb3JIara, a

USIIBJIIHUTEJIAT

ce

3aabpiKaBa

J'IeKapCTBeHI/I IPOOYyKTM 3a JIedeHME Ha OHKOJOTHMYHM BaGOJ'IHBaHI/IFI,

Ia

OOCTaBU
HapruyaHM IO

oosy “CTOoKM”, CBIJIACHO YCJIOBUATA Ha HacTOoAIMSA LNOTOBOP, KaKTO CIeInBa:
MportosH ;
AHaToMo- Me»m::apopl 9 Mputexaren Ha waaﬁp:;i U.eua;;ﬂJJ.C
on TEDCHaETH EMNATEHTHO Hewapcmeha Msapka SRIAEES, T'bp!'O,HGI(O E;’ EUWeHWeTo 3a Ha& nocoveHara
Ne | uewgoy | HEMETEHTH thopma P BO (B HaUMeHoBaHe pes s
(ATC) HanMeHoBaH eiaia ynotpe6a FORHOCT - MAPKA-B
ne JINN/ T3 MRpK) B oAUk Kon.5
1 2 3 4 5 6 7 8 9 10
] Opdivo Bristol-Myers
4 | LOTXC17 | Nivolumab ”ap‘;';:;:m'a mg 46 080 | Concentrate for Squibb Pharma or. 24,432
solution for infusion | EEIG, 06.Kp-Bo
Regorafeni nepopanHa 201 600 Stivarga Film Bayer AG,
6 [LojE2 b topma mg coated tablet epmanus ar. 1,4426
e DDD-1tabl. . Les Laborato-
7 | Lo1BCS9 Tr}?;rr'g(';‘le/ Mo | M5mge.t4 | 6400 tggtse‘fta':b'l';‘ ires Servier, 2,5r. 56,436
) mg/ ®panums
s DDD-1tabl. . Les Laborato-
8 | L01BC59 Tr}ﬁ';’lrr'g;‘le’ Mo | 20mgi819 | 12800 l(;ggtseliirftailllerzrt' ires Servier, 2,5r. 75,12
mg/ PpaHuua .
E
9 | LO1XE33 | Palbociclip | "ePopanta mg 744 450 | IPrance II\DA]LZErElémpe ar. 1,938496
dopma Capsule, hard E ’ ’
- enrms
1.2. Ipy wsnbiHeHMEe HA CKIIOYCHUS OOTOBCOP, BBIJIOXKUTENAT me MITOTBS CBOMTE

SaABKU 3a JIEKAPCTBEHUTE IPOOYyKTH,
@opMM(KpaeH oponyxkT) ,

KOUTO,

B HOBMTI/IBHMH JICKapCTBEH CIHOMCHK

paspemeameTo 3a ynorpeda.
.3. UsroTBeHuUTe
MBIpallany Ha WB0DIHMTENS IIo e.noma:
Ceé TapaHTMpa MOJIyYaBaAHEeTO MM Ha IaTaTa Ha VBOPAallaHeTO M USHBJIH
JOT'OBOPEHUTE CpPOKOBe IIo T.4.1.

1

om

Brainoxurens

IIO0 KOHKPEeTHM I'OTOBU JO3MPAaHN JIEKaPCTBEHU

- llpunoxeHue 2,

I CMeHM

3aABKU

KBM IaTaTa Ha I[IoJgaBaHe Ha 3a4BKaTa,

m rT.4.3.

drrypupar
OT CBlIiMa IpuruTeXxaTrey Ha

3a @JocCTaBKa me 6BsmamT

e. todorova@phoenlxpharma bg, ¢ xoero

O MM B

eHuero

AMUKN o



1.4. Kommuectmara

SAaABEHM JIeKapCTBa e ca B CEOTBETCTBME C peajiHUTe HYXIN
Ha BwvajoxuTesnd.

1.5. B cayuadt, ue no BpeMe Ha WM3ObJHEHME Ha HOTOBOpPa HAKOM JIEKAapCTBEHU
IPONYKTM NIpecTaHAT mga ce NPOM3BEXTAT M/WIM UBJIS3aT OT ynorpefa u/miam Sumam
samyenn B INIC-TpunoxeHme N 2, BobsnoxurtensT me mma npaeo, IO cumjaTa Ha
HaCTogmMH HOT'OBOpP, 5a 3agegBa OOCTAaBKa OT ChIeCTBYyBALM MJIM HOBO BKJIOYEHU B
IJIC-Ilpuyoxenue N 2 JIEKAPCTBEHM MNPOOYKTM, KOMTO TIU SaMeHAT, [0 LUeHwu,
OnpeleJIeHM 3a RaMeCTRBAHUS JIEKaPCTBEH MNPOOYyKT IO pella Ha TO3M OOTOBOpD,

IT. UEHM ¥ OBIA CTOMHOCT HA HJOCTABKUTE IIO JIOT'OBOPA
2.1. UeHnure Ha JIEKAPCTBEHUTE MPOAYKTM BKJIOYBAT CTOMHOCTTA Ha cTokarTa,
ONAaKOBKA, 3acCTpaxOBKa U TPAHCIOPT, TAaKCK, MUTA U IPYyTU pasxonyu, »o KpalHud
nojgyuames - OOJMHMUHATA anTeka Ha JleueBHOTO 3aBelneHue, c IJIC.
2.2. lleHaTa Ha JeKapCTBEHUTE [IPOAYXTM IO HOTOBOPa € OMKCMpaHa M He MOmIexM
Ha IpOMAHa 3a CcpoKa Ha OeliCTBUe Ha HOT'OBOPa, OCBEH B CHydauTe, OpelBUICHU
B HeTro,.
2.3. Tpy HamanasBaHe Ha nerarTa no wi.55 or HapenBara =sa ycnoBuaTa,
IpaBujaTa M pena sa peryiampaHe u PeIMCTpupaHe Ha LeHUTe Ha JIeKapCTBEHUTE
NpOoAyKTM - pedepeHTHATA LeHa, WIu IpOMAHa Ha [OOTOBOPMPAHATA TaKasa OT
H30K, HacTbnmumno ov gens ua orBapaHe Ha odeprarTa Ha WIILIHUTENS OO KpanHusa
CPOK 33 MBNBJIHSHME Ha MOT'OBOPa, Bba3JIOXMTENaT ©Ge3yCcJoBHO me 3aniama
JICKApCTBEHNMTE NPONYKTM Ha TasM OO-HUCKA LeHa, OT JaTaTa Ha BJM3aHe B CUia
Ha KOHKPETHOTO pelleHMre.
2.4. Tpn M3BLpmeEHa M npreTa NOCTaBKa Ha JIEKAPCTBEHU CPeNCTBA CbC SaBMUIeHa
LeHa, He3aBUCMMO OT MOMEHTAa Ha KOHCTaTupaHe Ha TOBa OOCTOATEJCTBO,
VIBOBIHUTENAT OBIDKM Ha Bb3JIOXMTENS CTOMHOCTTAa Ha BaBMUIEHMETO.
2.5. IllporHosHaTa ofma cToMHOCT Ha HOoToBOpa ce omnpenens Ha 3 485 412,06
jeBa, Oes JIC. »

; ITI.YCJIOBMA ¥ HAUMH HA IIJIAIIAHE
3.1. MmamaHeTo no HacTOAWMSA HOOTOBOP Ce& OCBHUIECTBABA YPe3 GaHKOB OpeBon oT
CcTpaHa Ha BB3JIOXUTEJIA, no nocoueHaTa B HacToAmMs OOTOBOP DOaHKOBA CMeTKa Ha
VBIBJIHUTENS

3.2. 3amyamaHeTo Ha CTOKUTE 000 AOI'OBOPa MOXe Ha Ce M3BBLPIWBAa OTJIIOKEHO, IO
60 (mecTiecer) KajleHnapHn IHM, CJel M3BbPLBAHE Ha OOCTABKAaTa.

3.3. HocTaBraTa baxTypa, chBCTaBeHA CLTVIACHO M3ncCKkBaHMATa Ha 3Cu, 30IC u
HHBHHC,‘c%n%pma M PEKBUBMTM OTHOCHO [apTUIEH HOMEp Ha MeIMKaMeHTa, CPOK Ha
TOLHOCT M HOMEP Ha pa3pemeHreTo 3a nponaxsa.

3.4. JlocTaBkara ce cuuTa B3a VISBBPIIGHa CJjlel NOONMCBaHe Ha QakTypara wu
OpMeMaTeNHa  ONMC  OT YHpaBuTeJIsS Ha OGOoJHWUHAaTa anTexka, C KOeTo ce
YHOCTOBEPsABA NPMEMAHETO Ha JIeKapCTBEHUS NPpoOyKT B OOJHMYHATA anTeka Ha
Be3noxuTesda.

3.5. BcAka gQocTaBKka Ha HOBaA llapTuna OT QOaneH JIEKapCTBEeH NOponyKT,
SAOBIIKMTEIIHO Ce NPUIIPYXaBa C HOKYMeHT (cepTudmrar), chbObPXAL nHpopmMaumsa sa
HaTaTa Ha NPOMB3BONCTBO M CPOK Ha I'OOHOCT Ha JIEKAPCTBEHUA MNPOLAYKT.

3.6. 3BaOBJIKEHMETO Ha BBL3JIOKMTENS 3a SarJlallade Ha BCAKa OOCTABKA BBH3HMKBA
CJlell MBBBPWBAHEe HA [IOCOYEHMTe B T.3.4, nelicTruUs.

IV.CPOK M MACTO HA JOCTABSAHE
4.1. Bcaka oTmenna AOCTaBKa, MNpeIMeT Ha HacCTOAWMs HOTOBOP, CJlenBa oa o6wpne
nocTraBeHa B CpPok Oo 10(mecer) paBoOTHU [HU Crel MNoJlydaBaHe Ha 2agBKaTa Ha
BBL3JIOKATENS 1 =a KoJMYeCTBaTa, TOUYHO ONpeleJjIeHM B Hed.
4.2, 3a‘KOHquCTBa, OOCTaBeHM M3BBH SRasgBKAaTa 0O T.4.l.; BBEIJIOKUTEJIAT HsaMa
3a0bJIKEeHMe 3a IJamakde. ‘
4.3, Illpu BB3HUKHAJA HeoOXOOMMOCT, M3BBH CPOKOBETE Ha epruoanyYHa »ocTaBKa,
VBOBIHUTENAT e IIBKeH Oa OCBUECTBU NOCTABKA B cpok no 5(ner) paGorTHM OHM
oT nomaBaHeTo 1. :




4.4, CJTOKMUTE cCce [oCTaBRgST B OoJIHMYHATA alTeka Ha “KOII-Byprac”EOOQN, Ha
ampec: Tp.Byprac, yiua.“Jou.n-p KOHCTAHTUMH KbHuer".

4.5. PUCKBT OT CJIYyYallHOTO MNOTUBAHE Wil noBpexOaHe Ha CTOKMTE IpeMMHaBa
BbPXy BBIJIOKUTEJIS oT MOMeHTa Ha IIpreMaHeTO MM Ha MACTOTO Ha OocTraBsaHe, C
M3laBaHe Ha OpUeMaTeJieH ONUC.

‘ V. SAIBJIKEHVA HA MSIBIIHUTEIS
5. UBMNBJIHUTEJIAT ce zadbioxaBa:
5.1. B cpok mo 1 paGoTen meH, na NOTBBPAM INOJNyYaBaHETO Ha OMCMeHaTa =3agBKa
Ha BpajjoxuTens Ha daxc 056/876656.
5.2. Ipr HEeRB3MOXHOCT [a WBROBJIHU SagBKa Ha BBEBIIOXMTENZ, B CpPOKOBETe
norosopenr B T.4.1. wm 7T.4.3., 1na n3npaT OMCMEH OTKAa3 Ha¥~KBCHO B
nocneguua paboren A€H, B KOWTO M3TUYA CHOTBETHMA CPOK 3a IOCTaBKA.
5.3. Ja [H§ocTaBM BagBEHMUTE CTOKM B OOT'OBOPEHUSS CPOK M B 'sasgBeHaTa
JiIekapcTeBeHa Qopwma (rpamMax, pasdacoBka, ONaKOBKAa) M Ha I'M Npemale Ha KpaliHus
noJjiyJyaTes.

5.4. Ja mnOpemame crokuTe, NaxKeTUMpaHM M MapKMpaHM B CBOTBETHMS BMII,
KOJIMYIECTBO M Ka4YeCTBO, Ha MSICTOTO Ha IocCTaBgHe.
5.5. 3a uBIBIHEHVE UBMCKBAHMATA 0O T.2.4. OT HaCToAWMA JOOTOBOP,

Msn%ﬂHmTeﬂHT me ©ObOe IIBXEH INa M3OaBa HeoOXoOuMra OOKyMeHT no 3Cu u 3nncC
3a KOpeKLMs Ha LeHaTa B CPOK Ao 5(mer) paboTHM OHM OT maTaTa Ha HoJlydyaBaHe
Ha JMCKaHeTO 3a ToBa OT BbajgoxmuTesnd.

5.6. Ja UpelicTabBy TapaHuMa 3a »OOpPO WM3NBJIHEHMEe, B pasMep Ha 2% (oBa
OpolLeHTa) oT IPOTHO3HAaTAa CTOMHOCT HAa HACTOSWMS IOTOBOP 6Ges3 INC, B emHa oOT
@OpMMTeV npeIBrMOeHM B unx.lll, an.5 otr ROII.

i VI. SBANBIIXKEHNMS M IIPABA HA BBIJIOXUTEJIS
6. BBL3JIOKATEIAT ce sambiIKaBa:

6.1. ﬂd lolaBa NMCMeHaTa 3adBKa 3Sa JOCTAaBKa KbM VSBIOBJAHUTEIS OO HauMHa,
OonpeneseH B T.1.3. OoT HacTOAwWMA ITOTOBOD.

6.2. Ja npMeMe NOCTABEHUTE B CPOK M Ha MACTO CTOKM, CBROTBETCTBANM IO BMI,
KOJIMIECTBO 1 KAYEeCTBO HAa ONMCAHOTO B HACTOANMS HOTOBOPD.

6.3. Ila msanmatu HOCTaBEHUTE CTOKM IO pela Ha T.3 OT HaCTOSIMSA IOTOBOP.

6.4. @Oa BB3CTAHOBM Ha MBOLJIHUTES TapaHuyATa 3a »OOPO MBNBJIHEHUE, B CPOK
or 60 mHM cJen maTaTa Ha M3ObLJIHEHME Ha HacTodAmMsa HOOTOBOP, B CJaydYam ue
CBIIMAT €& UBNBJIHEeH 0e3 Ja ca HacTBIUAM obcrodATesicTBATA, BUSUPAHM B Pasnged
VIIT u Paspmen IX.

6.5 B eiyduauTe Ha oTkaz Ha MSIBAHMUTENS no T.5.2., BbBBJIOXUTENST IE ¥WMA
IIPABO pa BakynoM oOTKasaHuTe JICKAPCTBEHM MHNPOOYKTM OT IOpyr LOOCTaBUMK.
PasjmkaTa B LieHaTa Ha JIEKAPCTBEH NOPONYKT MO HacToAmIMSA OOTOBOP M Ha OPYyIUA
NOCTaBYMK (KOT'aTO e OoTpullaTesHa BeJMYMHAE) me ce OBJDXM OT JMSHOBJIHUTEJS KaTo
HeyCTOMKaA .

VII. KAUECTBO, T'APAHIMA M CPOK HA T'OJHOCT
7.1. K®bM pmaTaTa Ha HOCTaBKAaTa, OCTATBHUHMUS CPOK Ha TOOHOCT Ha CTOKUTE,
IpelMeT Ha HaACTOAmMS AOTOBOP, CJleIBa ma 6bOe He IIo-Majibk oT 30% (Tpunmecer
OPOLEHT3) OT OBABEHMUS OT IPOM3BOOMTEJIS .
7.2. B’ cinyvall Ha »DocTaBKa Ha JIEKAPCTBEHM HNPOOYKTM C IHO-KPaThK oOT
IIOTOBOPEHMS CPOK Ha TDOHHOCT, JM3MBIHMTEJAT 3aljalla HeyCTOoMKa, M3passBama ce
B NPOLEHT BBPXY CTOMHOCTTA HA NOCTaBKAaTA, KAKTO CJEINBA:

om 29,99% mo 20% - 10% BBpPxXxy CTOMHOCTTA Ha ocTaBkarTa;
or:'19,99% mo 10% - 20% BBPXYy CTOMHOCTTa Ha IOCTABKATA;
.non 10% - 30% BBPXY CTOMHOCTTa HAa NOCTaBKATA.

Yy

VIIT. OTI'OBOPHOCT 3A HETOUYHO WUSRIILJIHEHVE. PEKJIAMAIINN
8.1. BB3JIOXATEJAT MOXe Ia NpendaBy perjaMauum npern MIIIBJIHUTEIA s=a:
a) KOJNMUYECTBO U HEKOMIJIEKTHOCT Ha CTOKMTE U TeXHquCKa?g/ﬂDKyMEHTauMH
(ABHU HemocTaTbLUM) ; OH

| ‘ 3



6) KaudecTBO (cxpuTH HemocTaTsUuM) @

- PN HOCTaBsAHE Ha CTOKM He OT HOTOBOpEeHM BUI, NOCOYeH B T.l1 oT HacTosmms
OOT'OBOP; .

- [P KOHCTaTupaHe Ha OedexTu mpu ynorpefa Ha cTokuTe.

8.2. Pexnamaumy =a SBHU HEAOCTATBUM Ha CTOKUTE Ce& MPaBsT B MOMEHTAa Ha
npenaBaHeTo wuM oT HM3NBJIHUTEIS Ha Bb3JIOKUTEJNA, 3a xoemo ce CBCTaRrRAa
[IPOTOKOJI, HNOONMCAH M OT JBeTe CTpaHu.

8.3. PeknlaMaluy 3a CKPUTY HEeNOCTATBUM Ce NPAaBAT INpes Leaus CPOK Ha T'OIOHOCT
Ha JOCTaBeHMTe CTOKM, KATO peKJaMauuaTa ce ONpnuopyxaea S3aObIKUTEJHO OT
KOHCTATMBEH MNPOTOKOJ.

8.4. BDBIJIIOKUTEIAT e WIBXEH Ha YBeINOMM NMCMeHO MRITIBJIHUTEINS =a YCTaHOBeHHUTe
OedeKT 1 CBOMTE MSMCKBAHUS B 15 (neTHagecer) pHepen CPOK OT KOHCTaTUpPAaHeTO
Ha HeOoCTaTBUMUTE ,

8.5. B pexJlamauumTe ce NOCOYBA TOYHOTO KOJIMUECTBO HAa MNOJAYyYeHMUTe CTOKM, C
TEXHVA TNapTHUIOeH HOMEpP, OCHOBAHMETO =24 PeKnaMaumra M KOHKPETHOTO MCKaHe Ha
BB3JIOKUTEJIA .

8.6. IlpM pexkygaMaluMs Ba SBHU HenocrarTweuy, USMNBIHUTEIAT e naoxed B 14 OHEeBeH
CPOK  OT [NOJydaBaHe Ha pekjJaMalusaTa Sa  CBOS CMETKa Ja JOCTaBMU CTOK&;
OTTOoBapAama Ha MBUCKBAHMATA.

8.7. llpr pexnamauus sa CKPUTK HemocraTeuu, MUSIMBLIHUTEIAT e mobxen B 14
AHEBEH ICPOK OT [OJYy4YaBaHETO Ha NPOTOKOJa N0 mT. §.3. Da IocTaBM 3a CBOHA
CMeTKa |CTOKa, OTIOBRAapAma Ha M3VICKBAHMATA, WIM IO NpPeleHKa Ha BBIJIOKUTEIIS,
M3JIOXEeHa B yBeIOMIGHMETO IO T.8.4., 1na BBpPHE CHOTBETHATA uacT oOT
SaljlaTeHaTa leHa (0a UBIane KpeOMTHO ussecTue) . !

8.8. Mééop%T Ha NOCOYEeHUTe [O-IOpe BB3MOXHOCTY - Ia Ce BbPHE CBOTBETHATA
HacT  OoT IJIATeHOTO, WM Ha Cce IOCTaBAT HOBU CTOKY - [PMHALOJIEXM Ha
B%BHOXMTEHH M Cce ylnpaxHaBa OT Hero non odopmara Ha HNMCMEHO YyBeIOOMJIEHUE 3O
VSOBJIHUTENA, kaTo pasxomomure wu PMCKOBETE MO BPBLIUIAHETO M [HOBOTO OOCTABAHE Ca
3a cMmeTra Ha UIIBJHUTEJL.

8.9. PexjaMMpaHMTEe CTOKM Ce CBXPAHABAT OT CBOTBETHMS KpPaeH [ONydaTes, mao
YpPexnaHe Ha pekJjaMauumre.

8.10. HOpu usTernsHe or TBPI'OBCKATa Mpexa Ha onpelesieHa napTuna JIEKAPCTBEHU
CPeNCTBA, KOJMYECTBOTO U Buna Ha CBIUTE Ce BB3CTAHOBSIBAT OT NzneanuTreng, s
enHOMeceueH CPOK I 3a HeIroBa CMeTKa.

8.11. IpM HEMBNBIHEHME HA BaTbIIKEHUETO 3a LNOCTaBKa B OlpelelIeHMTEe CpPOKOBe,
VIBOBJIHUTENST OBIKM Ha Bb3I0XUTES HeyCTolka B pasMep Ha 0.7% Ha meH BBPXY
CTOMHOCTTA Ha HEeMSIOBJIHEHOTO, HO He noBede or 10% (pmecer IpoleHTa) oT
CTOMHOCTTA Ha HeUSNBJIHEHMETO, KaKTO U ofesmeTedHre =i NpeTLPnerRuTe
LeCTBUTENIHY Bpeny, B cIlydanure, KOTaTo Te HaOXBBPAAT IOOTOBOPEHAaTAa
HeyCcTolka .

8.12.1lpy HEMBOBLIHEHMETO Ha SalAbJDKEeHMEeTO 3a OoCTaBka B 3agBeHaTa KOHKpeTHa
ToToBa IOSMpaHa JeKapcTBeHa (QopMa (kpaeH OPOOYKT) , VBOBIHUTENAT IbIIKK
HeycTOMKa Ha Bb3JIOKMTENA, B pasMmep Ha 30% (TpmoeceT npoueHTa) OT CTOMHOCTTA
Ha HEeUS3I'bJIHEeHMEeTO.

8.13.BbBJIOKUTENAT MMa MNOPAaBO na M3BBPIM NIO CBOS NpeleHKa [OpMXBallaHe Ha
HeyCTOMKMTEe No T.6.5., T.7.2, ©.8.11.,, ©7.8.12. WM HA 3aBUIIEHMETO IO
T.2.4. OT HacToAmMSH HOT'OBOP  OT OBJIKMMMTE KBM W3OBAHUTES CYMUM 01O TOBU
MOTOBOP, MW/ OT TapaHUMUATA 3a HOBPO MINbJIHEHUE.

IX. OTT'OBOPHOCT IIPV HEMUSITILJIIHEHUE
9.1. Ipr HeusNBIHEHMe Ha HOTOBOPEHNTE Banb/IKEHMA OT CTpaHa Ha M3nbiHuress,
BBb3IOXMTENIAT MMa mnpaBo Ia pasBajy HOOToBOpa, C NMCMEHO YBEHOOMIEHME NO
UsnbiHnTenss, 6e3 na My Oasa HOMBIIHUTEEH CPOK 3a MBNBJHEHME, KATO 3aIbpXu
BHecCeHaTa IapaHUMA 3a OOOPO MBNLJHEHME.

X. IOPYTHW YCIIOBUS
10.1. 3a Heypemeuure BRIPOCKM B HAcCTOAmMA [OOTOBOP Ce Npmiara NefcrBaloTo
OBITNapCKO BaKOHOOATEJICTEO. /1! e\

d




10.2.  Bb3ioxuTes AT MOXe 5a OpeKkparTu OOToBOpa, AakKo B pesyJaTaT Ha
HellpeOpUILeHn OOCTOATENCTBA, BB3HMKHAIM CJlell CKJIOYBAHEeTO My, He e B
CbCTOAHME [a MS3NOBJIHM CBOUTE SaObIXEHMS.

10.3. HacTosmmar moroBop ce mpexpaTssa:

10.3.1. ¢ msTMUaHe Ha cpoka, 3a KOUTO e CKJIOUEH;

10.3.2. no B3amMMHO CcBIJIacMe Ha CTpPaHUTE, M3PaBsEeHO NMUCMEHO;

10.3.3. oT Bp3noxuTensa — OpM yCJOBMATA Ha uin.ll8 om 3011;

10.3.4. mpencpouyHo, B cJjyuail ue npu IpoBelleHa HOpouenypa otr ledrTpajHus
OplaH 3a IOpPYKM B CQepaTa Ha 3IOpaBeoNnasBaHeTO OpM M3 ca OOTOBOPEHM LeHu
Ha JII, KOMTO Ca MO~HUCKM OT LeHNTE [0 TOBU HOT'OBOP.

10.4. [IIpoMeHM B HaCTOAIMS OOTOBOP Ce IOOoNyCKAaT [NO MI3KIOYeHMe, KOoIaTo e
M3NBJHEHO YCIOBMEeTO no wi.ll6, anxn.l, 7.1 m 7.7 or 3OII.

10.5. Bb3HMKHaIUTE MEXIOYy CTPAaHUTE CIIOpOBE IO TO3M HOT'OBOP Ce& pemapaT Open
KOMIETEHTHUA CBIO B Tp. Byprac.

10.6. Anmpecure 3a KOPECHNOHIEHUMS MEeXIy CTPaHMUTE OO HACTOSMMA OOTOBOP ca
KakTo clenBa:

- 3a Msnvaamrena : rpan Cobus, yiaI. ~OKOJIOBpBCTEH 0BTV N199A, renn 02 96
58 145,
- 3a BvpajoxmuTena : rpan Byprac, O6ya.“Credpar Crambosos™ N 73, Xupyprmuen

kopnyc Ha MBAJI-Byprac AL, erax 7, Tes./dakc 056 876 656 - BOJHUYHA anTeKa.
10.7. Bcsaka OT CTpPaHUTE IO HACTOSMMUI OOTOBOP € INbXHa HesabaBHO Oa yBeIoOMM
npyraTta nOpy HNpOMAHa Ha alpeca CM. B OpoTruBen cjydali, BCSKO MNBNPaATEHO
cpoBlmeHre ce cMaTa =a [IOJIydeHO, AaKO € MBHNPaTeHO Ha MNOCJeNHUA NOCOYEeH aIpec
34 KOPECHOHIOEeHUMS.

10.8. .Bcaka oOT CTpaHMTE 10 HACTOSMMS OOT'OBOP Ce sBambjikaBa mOa He
pasnpodmpaHHBa nHbopMaumMa Ba OpyraTa crTpaHa, craHala i M3BeCTHa IpY MM 11O
[IOBOL M3HBJIHEHMETO Ha HOoroBopa. MHPopMauuAaATa 0O IIPeOxXoOHOTO n3peyeHne
BKJIOYBA M OOCTOATENCTBA, CBEP3aAHM C TBEPTOBCKATA HOEWHOCT, TeXHUUYECKUTE
npolecy, NOpoeKTU WMIM OQMHAHCK Ha CTpaHMUTE MM BBB BpB3Ka C HOy-xay,
U300peTeHa, MOJIeSHM MOIEaU MM IPpyTX Ipaea oT Nomo0eH XapaKTep, CBLP3aHu
C MBIOBJIHEHMEeTO Ha ofmecTBeHaTa IopbYka. ToBa NOPaBWIO He Ce opuiara 1o
OTHOWEHME Ha SBaObIXUTEIIHATA nHQoOpMaLUA, KOSATO BBBJIOXMTENAT CJaeIBa Ia
NpencTaBX Ha ATUEHLIMATa 0O OBMEeCTBEeHM NOPBYUKM CBOOPa3HO pena, IIpelBMIEH B
30m.

10.9.3a BaymOHM OaHKOBM CMETKM, 34 IJIAllAHMS CBBP3aHM C HAaCTOAmMSA HOOTOBOP
ce cMaTaT:

3a MsneaunTensa: BaeHka YuuKpenur BynGaux Al

IBAN BGO9UNCR96601030899543

BIC .UNCRBGSF

XI. 3BAKJIOUMTEJIHY PASIOPEJIEN
11.1. JloToBOP®T BAM3a B CHJa OT IaTaTa Ha CKIOUBAHETO My M €
n3nwiIHeHrMe - po 31.10.2020 ronuua.
11.2. HacToammsaT moToBOp Ce CBHCTABM B IBa eIHOODPARHN E€KB3EMIA
3a BCSKA OT CTpaHUTe.

“BC CPOK Ha

Be3sokuTesn : _ L N3OBJIHUTEN ! . -

e < ]
«KOU-Bypracy» m@@xv; Kpacumump HMKonaeB—n%nﬁb OIIHWMK
Ynpasuresn \npod.n-p Xp.Bosos \
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HOTOBOFP

OHec, 'ﬂﬁ-ﬁﬁ%. 2019 1., B Tp.Byprac, Ha OCHOBaHUe uyn.112, an.l or
30, BBB BpPBE3KA C MNpPOBEIEHA Ipouenypa no pema un.l1l8, ax.l, 7.1 or 30I u
Pemenme N 21 oT 24.07.2019 1. Ha YOpaeuTena Ha ,KOMIJIEKCEeH OHKOJOTMUYEeH
LeHTBEP - Byprac” EOQJ, Mexny:

1. "KOMIIIEKCEH OHKOJIOTMYEH IEHTBHP-BYPIACY EOOH, ¢ ampec Ha ymnpasneHue Tp.
Byprac, ©yxn. “Iemokpaumsa” W 86, EWK 000053191, npemcrasBiABaH OT npod.n-p
XPUCTO CTOAHOB BO30B - VYnpaBuTesn, oT enHa CTpaHa, HapuUyaH IIO-I0Jy 3a
KpaTkocT “BBI3JIOXKUTEJL”

n

2. ,POIl BBITAPUA” EOON, EUK 131279951, cwBC cemajaume u ampec Ha ylpaBJeHUue
Irp. Cobma, 1618, pariod Buroma, X.K.MaHACTUPCKM JMBaOM-3amnan, yii.”Bsaino
noje” N 16, HNpenCcTABISBAHO BaelHO OT EBTeHUdr HUKOJIOB u AHTOHMO [le Coyca e
BackoHceJOC - yIOpaBUTEIM, OT IOpyTra CTpaHa, HAapMuyaH I10-I4OJy 3a KpPaTKOCT
“USITBIIHUTEI ",

Ce CKIIYM HacCTOoAWMSAT OOTOBOpP, C npeamMeT: ,JlocTarkxa Ha JIEKAPCTBEHM MNPOOYKTU
3a JIeYeHME Ha OHKOJOI'MUYHM RabonaBaHusa“.

I.IOPEIMET HA IJOT'OBOPA

1.1. BL3JIOXUTEJIAT sBb31ara, a V3IBJIHUTEJIAT ce samwikabBa [a OOCTaBU
JIEKAPCTBEHY MNPOLYKTU 3a JIeUeHMe Ha OHKOJOTMUHM S3aboJaBaHusd, HapuyaHM IO

JONIYy “croxku” ; CBIVIACHO YCJIOBMATA Ha HacTodammsa AJOT'OBOP, KAKTO cCJlenBa:
Makcum
AnaTomMo- | MexayHapogHo MpordosHo MpuTexaren Ha anex LleHaac;,DﬂC
Of | repanesTu HenaTeHTHO INexapcTeeHa Ma | kon-Bo (B : cpok Ha
No | wenkon | Haumerosanue dopma A | et TBproecko HauMeHoBaHne paspeLleHneTo 3a ropHocy | MocoderaTa
(ATC) /INN/ a mspka) PILTEE -8 MApka-B
roavHn Kolts
1 2 3 4 5 6 7 8 9 10
") nepoparHa Alecensa RocheRegistration 3
1 | LO1XE36 | Alectinib m 537 600
thopma . hard Capsules GmbH l'epmanna | roanuu 0,305305
apeHTepanHa Tecentrig RocheRegistration 3
. napeHTe
2 | LO1XC32 | Atezolizumab i mg | 240 000 Congentratg for . GmbH, Fepmanus | roaumu 7,39554
solution for infusion

1.2. Ilpy MBOBLIHEHUE Ha CKIOUYEHUS OOTOBOP, BBIJIOXUTENSAT me USTOTES CBOUTE
SaABKM 33 JIEKAPCTBEHUTE NPOOYKTU, [0 KOHKPETHM TOTOBM HOBMPAHM JIeKapCTBEHU
dopmu (kpaeH NPOOYKT), KOMUTO, KBM ImaTarTa Ha NomaBaHe Ha 3adABkKaTa, QuUIypupaT
B IIOSMTUBHMSA JIEKAPCTBEH CHOUCBK - [IPUIIOXEHMe 2, OT cCbUMA NOPpUTeXaTeJ Ha
paspemeHneTo 3a ynorpeba.

1.3. MNsToTBeHMTe OT BB3IJIOXKUTENS NOUCMEHM SaSBKM 34 OOoCTaBka wme OBIaT
usnpamaHy Ha Ms3nwpiaHuTesns Ha bakc N 02/8591199, ¢ koeTo ce TapaHTupa
HNOoJlydaBaHeTO MM Ha [HaTaTa Ha MBNpallaHeTO M MIOLJIHSHUETO UM B OJOTOBOPEHUTE
CpokoBe mmo T7.4.1. u T7.4.3.

1.4. KommuecTpaTa SasBeHM JIeKAPCTBA e Ca B CHOTBETCTBME C peaJHuTe HYXIU
Ha Bwps3noxurens.

1.5. B cnyyall, dYe 00 BpeMe Ha WBNLJIHEHME Ha AOTOBOpPAa HAKOM JIeKAPCTBEHU
OPpOOYKTKM IPEeCTaHAT a Ce NPOUSBEeXIAaT MU/UIM MBIS3aT OT ynorpeta u/uiau 6vmaT
3asudenu B IUJIC-Tipunoxenue N 2, Bo3JOXUTENST me KUMA npaeo, IO cCHJIaTa Ha
HacToAllMA IOIOBOP, lla 3aAaBgBa OOCTABKA OT CBIECTBYBAMNM WMIM HOBO BKIIOUSHM B
IJIC-TlpunoxeHue N 2 JICKAPCTBEHM NOPOOYKTM, KOUTO I'M SaMeHAT, IO LeHH,
CIIPEIEJIeHM 34 3aMeCTBaHMA JIEKAPCTBEH MNPOOYKT MO pela Ha TO3U IOOT'OBOP.



II., LUEHU I OBIIA CTOMHOCT HA HOCTABKUTE IO OOI'OBROPA
2.1, UeHuTe HAa JIEKAPCTBEHNTE MOPOAOYKTU BKJIOUBAT CTOMHOCTTAa Ha cTokaTa,
ONaKOBKA, 3acTpaxoBka u TPAHCIOPT, TaKCUM, MMTA U IOPYTU pasxonou, Oo KpalHusg
Nnonydaren - OCOMHMYHATA alTeKa Ha JeueBbHOTO 3aBepenue, c JIC,
2.2. UeHaTa Ha JEKAPCTBEHNTE NPOOYKTU IO HOTOBOpa e QUKCUpaHA M He NomIexu
Ha INpoMfAHa 3a Cpoka Ha »elcTeBMe Ha HOT'0BOpa, oOCBeH B cayuaure, NpenBUIeHN
B HeTo.
2.3. 0Ipu HamangeaHe Ha lieHaTa 0O w4ju.55 om HapembBaTa =a YCJIOBMATA,
npaeuiaTa U pema =a peryympane ¥ perucTpupaHe Ha LEHUTE Ha JieKapCcTBeHUTe
NPONyKTM - pedepeHTHaTa LeHa, uIu [IPOMAHA Ha HOOTOBOPMpAaHATa TakaBa o
H30K, HacTbnmno or meus ua CTBapAHe Ha odeprara Ha WIMBLIHUTENY A0 KpanHuA
CPOK 3a WUBOBAHEHME Ha MOT0BOPa, BBIJIOKMTENAT 6e3YCIOBHO me s3armaia
JIGKapCTBEHUTE HPONYKTM Ha TasM [0O-HMCKA LHeHa, oT pJaTaTa Ha BAMBAaHE B CuUa
Ha KOHKPEeTHOTO pelleHue .
2.4. Ipu UBBEPLEHA K IpreTa NOCTABKA Ha JIEKApCTBEHU CpelCTBa CBC BaBHUIleHa
LeHa, HesaBUCUMO OT MOMEHTa Ha KOHCTaTUpaHe Ha TOBRa oBcroarTencreo,
VISOBIHUTENAT IBIIXKM Ha BL3JIOXKATENS CTOMHOCTTA Ha BaBUILEHMETO.
2.5. IlporHoszHaTa ofma cTofHOCT Ha @»oroBopa ce onpegnens Ha 1l 515 884,64
Jera, ©es NOIC.

; ITI.YCJOBMA M HAUMH HA IJIAIIAHE
3.1. IlnmamaHeTo no HacTOAWMA HOOTOBOP €& OCHLIEeCTBIBA Upes OCaHKOB NPeBON OT
CTpaHa Ha BBIJIOKUTEISL, no [IOCOYeHaTa B HaCTOAMUS IOOTOBOp OaHKOBA CMETKa Ha
M3IIBIHUTETIL .
3.2. BamnamaHeTo Ha CTOKMTE @O AOTOBOpa MOXe ma ce M3BBLPUEBRA OTJIOXEHO, IO
60 (mecrnecer) RaJIeHIApHU IHU, caen M3BBPUWIBAHE HAa OOCTaBKaTa.
3.3. llocrasHaTa dakTypa, cwbcTaBeHa CBINIACHO WUSBMCKBAHMSATA Ha 3Cu, 300C wu
NN30AC, ceobpxa u PEKBU3UTH OTHOCHO MNapTUOEH HOMEp Ha MeIMKAMEHT&a, CPOK Ha
TOOHOCT U HOMeﬁ Ha paspemeHMeTo 3a npomaxba.
3.4. JocraBkaTad ce cumuTa 34 U3BDBpPUEHa Ccaen noanMcBaHe Ha baxTypaTa w
IpMEMATENIHMA OnucC OT VYnpaBuTesd Ha BoJIHUUHAaTA anreka, C KoeTo ce
YAOCTOBEpABA IIpPMEeMAaHeTO Ha JIEKAPCTBEHUS MNPOOYKT B GOJHUYHATA anrexa Ha
Beanoxurens. i
3.5. Bcaka nocrTaBka Ha HOBA [IapTraa OT HameH JIeKapCTBeH OPOOYyKT,
SAaNBIXMTEJNHO Ce NPpUOPYXaBa C OOKYyMeHT (cepTudbuxar), CBORPXAW MHOOPMALMA Ba
AaTaTa Ha NPOMBBOACTBO M CPOK HA IONHOCT Ha JIEKAPCTBEHMS [HPOOYKT.
3.6. SaH%ﬂXeHMéTO Ha Bwbanoxurens =a SanlallaHie Ha BCHKa IOCTABKA BB3HMKBA
cren MBB%pMBaHé Ha HIOCOYeHMTe B T.3.4. meticreug.

IV.CPOK M MACTO HA JOCTABSHE

4.1. Bcaka oTmnemHa HOCTaBKka, mnpenMeT Ha HACTOAWUA HOTOBOP, cJenBa ga ObIe
IOCTaBeHa B CPOK OO 10 (meceT) paBoTHM OHU Clen nonyJYaBaHe Ha BasBKaTa Ha
BBINOXUTENS u 3a KOJIMYEeCTBATa, TOYHO ONpeneseHM B Hed.

4.2. Ra KOnMuegTBa, OOCTABEHM URELH 3afABKaTa 1o v.4.1., BBRIOXUTEIST HaMa
3a0BJIIKeHMEe =a I[IJlallaHe.

4.3. Ilpu BB3HMKHAaNA HeOBXOOUMOCT, W3BBH CPOKOBE&TEe Ha IepuomMuHa OocTaBka,
VBNBIHUTEenaT e ! ouwxen Ha OCEHUECTBM HOCTABKA B Cpox no 5(mer) paBoTHu nouu
OT nomaBaHeTO 7.

4.4. CTOoKMTe ¢e DOCTarsaAT B OONHUYHATA anTexa Ha “KOH~Byprac”EOOH, Ha
ampec: rp.Byprac, ya.“Oou.n-p KoHcTaHTuH KvHyes™",

4.5. PUCKBT OT cuyyalinoTo NoTVBaHE WIM NOBPexXOaHe Ha CTOKMUTe 1peMrHaBa
BBPXY BBIIOKUTENSA oT MOMEHTa Ha IIpieMaHeTO UM Ha MACTOTO Ha HOoCTaBAHEe, C
n3JaBaHe Ha aneMaTeneH onuc.



V. SBAIBJIXEHMA HA UBITBIHNTEJILS
5. USINBJIHUTENAT ce 3ambeiIxaBa:

5.1. B cpok mo 1 paboTeH Ien, na OOTBEPAM IOJIyYaBaHETO Ha IMCMEHAaTa SasSBKa
Ha Beps3noxuTens Ha dakc 056/876656.

5.2. Ilpy HEBBBMOXHOCT Ha UBOBJIHM SagBKa Ha Bv3nmoxmTesns, B CpoOKoBeTe

HOoToBopeHn B T.4.1. um 7.4.3., 1@ma MUBIpaTM OUCMEH OTKAR HaW-KECHO B
nocnenuya paboTeH JeH, B KONWTO MBTUYA CHOTBETHUS CPOK 3a OOCTAaBKA.
5.3. Ja @mocTaBu BasBeHMTE CTOKM B OOTOBOPEHMA CPOK M B 3a4gdBeHarTa

JieKapcTBeHa Qopma (rpamax, pasdacoeka, ONAKOBKA) ¥ ma ITU npefane Ha KpallHUS
nojyydarTes.

5.4. [Jla nmnpemame CcTOKHUTE, NaKkeTupaHn ¥ MapKUPaHU B CBOTBETHUS BUI,
KOJIMHECTBO M KAadeCTBO, Ha MACTOTO Ha IOCTaBgHe.
5.5. 3a U3OBIHEHME USMCKBAHMATA 10 T.2.4. OT HacToAmMs DOoT'OBOP,

N3nenHuTenaT me ©boe OJABXeH moa M3Jaka HeoOXoOuMMS MNOKYMEHT II0 3Cu u 3[0IC
38 KOPEKLMS Ha LeHaTa B CPOK 0o 5(meT) paBoTHM OHM OT ImaTaTa Ha noJjlyyaBaHe
Ha MCKAHeTO 3a TOrRa OT Bw3noxmurens.

5.6. Jla npencTaBM TapaHUMs 3a OoOpPO WUSNBIHEHUE, B pasmep Ha 2% (OBa
MPOLIEHTa) OT MNPOTHO3HATA CTOMHOCT HA HacToAmMs nOoroBop Gesz OIOC, B emHa OT
bopMuTe, NPEeOBUOESHM B un.111, an.5 oT 30II.

VI. BAIBIIKEHKMSA ¥ TIPABA HA BRBIJIOKUTEIS
6. BDB3JIOXUTEIAT ce sambirkana:
6.1. Ja nomaBa mnNMcMeHaTa =agBKa =3a HNOCTaBKa KbBM MW3NBAHMTENS [0 HaudMHa,
onpernesieH B T.1.3. OT HacCTOAWMS INOTOBOP.
6.2. Jla npueMe IOOCTAaBEHUTE B CPOK U Ha MACTO CTOKM, CBOTBETCTBANM I10 BMUI,
KOJIMHYECTBO M KAUECTBO HA ONMCAHOTO B HACTOSAMMUS IOOTOBOpP.
6.3. Jla s3anjaTy OOCTABEHMUTE CTOKM IO pena Ha T.3 OT HACTOAmMS OOTOBOP.
6.4, Oa BB3CTAHOBM Ha MVSOBIHUTEIIS TapaHumaTra 3a »OoOpO M3NBJIHEHME, B CPOK
OT 60 IOHM cCIel paTaTa Ha MW3ITbJHEHMEe Ha HacTodAmMss OOTOBOP, B CcJayual ue
CBUMAT € MUBNBIAHEH 0e3 Ja ca HaCTBIUIN O0CTOATeNCTBATA, BUBMPaHM B Pasnen
VIII n Paspen IX.
6.5 B craydamTe Ha OTKka3 Ha MWSOLIHUTENS IO T7.5.2., Bwsnoxuresar IE WMA
[IPABO ma BakynM OTKa3aHUTE JICKAPCTBEHNM MNPOOYKTM OT OPpyT IOCTaBUMK.
PasmmkaTa B LeHaTa Ha JeKapCTBeH HPOAOYKT O HACTOAWMS OOTOBOP M HA OpyIus
DOCTAaBUMK (KOTAaTO € OoTpHLaTeNHa BeJIMYMHA) e C& IBIXM OT WROBIHUTENS KATO
HEeyCTOMKa .

VII. KAUECTBO, TAPAHINMA ¥ CPOK HA T'OOHOCT
7.1. KbM pmaraTa Ha [OocTaBKaTa, OCTATBYHMA CPOK Ha TOIHOCT HA CTOKUTE,
[IPEeIMET Ha HacroAmmA LOOTOBOP, ClenBa fAa Oble He MO-Mambk oT 30% (Tpumecer
NPOLEeHTa) OT OOABEHMS OT MPOUIBOINTEJIA.
7.2. B cny4aym Ha [OOCTaBKa Ha JIeKapCTBEHM OPOOYKTM C [NO~KPaTbK OT
AOTOBOPEHMA CPOK Ha T'ONHOCT, MSNBIHMTENAT Bamjama HeyCToMKa, uapasssama ce
B NPOLEHT BBPXY CTOMHOCTTA HA OOCTaBKAaTa, KAKTO CJIEnBa:

orT 29,99% mo 20% - 10% BBPXY CTOMHOCTTA Ha OOCTaBkKaTa;
oT 19,99% mo 10% - 20% BBPXY CTONHOCTTA Ha OOCTABKATA:
nmonm 10% - 30% BBPXY CTOMHOCTTA Ha HOOCTABKATA.

VIII. OTT'OBOPHOCT 3A HETOUHO M3MTLJIHEHUE. PEKIIAMAIIMNA
8.1. BDBIJIOXUTEJIAT Moxe ma Openssu pervlaMauum npen MUIIBJIIHUTEIIA 3a:
a) KONMUYECTBO ¥ HEKOMIJIEKTHOCT Ha ., CTOKUTE WM TexHUYECKATA OOKYyMEeHTalud
(ABHM HemoCTaTBLUMU) ;
6) KXadueCTBO (CKPUTM HeLOCTATBHUM) :
- IpM HOCTaBAHE Ha CTOKM He OT HOTOBOPEHMS BMI, [IOCOYEH B T.l OT HacTOSmUA
DOTOBOP;



- HIp¥Y KOHCTaTupaHe Ha OedexTH npy ynorpefa Ha CTOKUTE.

8.2. Pexylamauum =a gBHU HeIocTaThUM Ha CTOKMTE Cce OpaBAT B MOMEHTa Ha
HpeniaBaHeTo uM oOT UWUBNBIHUTENS Ha BB3JIOXUTENA, 3a koeTo ce CBbCTaBHA
HPOTOKOJI, [IOHONMCAH M OT IBETE CTpaHu.

8.3. Pexjlamauum 3a CKPUTM HEINOCTaTBUM Ce NpaBsT pes LeJus CpoK Ha TOIHOCT
Ha IHOOCTaBeHMTE CTOKM, KaTo PerjlaMauMaTa ce npUOPYXaBa BambiIXULTEIHO oT
KOHCTATHBEH NPOTOKOJ.

8.4. BB3IOXUTEIAT e namxen ha yBenoMu nmucMeHo MU3IIBIHUTEIIL =a YCTaHOBEHUTe
HedQeKT M CBOUTE MRUCKBAHUS B 15 (nerHameceT) nHeBeH CPOK OT KOHCTATUPAHETO
Ha HegjocTaTwUUTE.

8.5. B pexjaMauMmuTe ce nOCOYBa TOYHOTO KOJMUECTBO Ha IOJYyYEHUTe CTOKM, C
TeXHNA MNapTUOEeH HOMED, OCHOBAaHMETO 34 PeKIaMalMa M KOHKPETHOTO MCKaHe Ha
BB3JIOXUTEIS .

8.6. lpn pexgaMalMsa Ba SBHU HelocraTweunr, UINBIHUTEIAT e ninbked B 14 OHEeBeH
CPOK OT NOJNy4aBaHE Ha peKjJaMaLusaTa Ba CBOS CMeTKa @Oa IOoCTaBM CTOKa,
OTTOBapAlla Ha MBMCKBAHUATA .

8.7. Ilpu pexgamMaumsa sa CKPUTM HemocTaT®vUM, WURIBIHUTENSLT e OJI'BXeH B 14
HHEBEH CPOK OT NOJYYaBaHETO Ha IpoToOKoJa o T. 8.3. Ja OOCTaBM 3a CBOSA
CMETKa CTOKa, oTroBapsla Ha USVCKBAHKUATA, WMAM OO IMpeleHKa Ha BB3JIOXKUTEIISA,

M3JIOXeHa B YBENOMJIEHMETO MO 17.8.4., na BBPHE CBOTBETHATa YacT o
SanjlaTeHaTa uUeHa (ma mM3male KPeOUTHO usBecTHUe) .

8.8. M360op®BT Ha nocodeHuTe [IO-T'O0pe& BBE3IMOXHOCTM - MHa CE& BBPHE CHLOTBETHATA
HacT  OoT IJIATEHOTO, WMJAM HA Ce& [OCTaBAT HOBU CTOKM - T[PMHAOJeXM Ha

BB3JIOKUTEISA u ce YHPaXHABA OT HeEro mnon ¢gopMarTa Ha OMCMEHO YBeIOOMJIEHME OO
N3NBJIHUTEIA, xaTo basxommTe U PUCKOBETE 10 BPBUAHETO U HOBOTO HOCTaBAHe ca
3a CcMeTKa Ha MUBIIBIHUTENS.

8.9. PerJaMMpaAHMUTE CTOKU Ce CBXPAHABAT OT CBOTBETHUA KpaeH nonyvaren, Io
YpexXIaHe Ha pekJlaMalumuTe.

8.10. Ilpy U3TEIJISHE OT TBEPTOBCKaTa Mpexa Ha onpereneda napTunga JeKapcTBeHU
CPeNCTBa, KOMMYECTBOTO M BUMA Ha CHUMTE Ce BB3CTAHOBABAT OT M3NBJIHUTENS, B
CHNHOMECEeUeH CPOK M Ba HeroBa CMETKA.

8.11. Ilp¥ HEMBIOEIHEHME HAa SaOBIKEHNETO 3a HOCTAaBKA B ONpPelesleHUTe CpOKOBe,
VBOBIHUTENAT OBIXM Ha BB30XMTENIA HEeYCTOMKa B pasMmep Ha 0.7% Ha meH BBPXY
CTOMHOCTTa Ha - HeM3I'BIIHEHOTO, HO He moBeye oT 10% (mecer IpolleHTa) oT

CTOMHOCTTa Ha HEeVBNBIHEHUETO, KaxKTO M obesWeTedHne 34 IOpeTBplIeHUTe
OeMCTBUTEIIHN Bpenu, B clydaurTe, KoraTo T€ HaOXBBPJIAT [OOT'OBOPEHATA
HeyCTOMKa.

8.12.7IpM HEURNBIHEHUETO HAa 3a0BIKEHUETO 3a OOCTaBRKa B 3aABeHaTa KOHKpeTHa
T'oToBa pmosupaHa JeKapCTBeHa dbopma (kpaeH NPOOyKT) , USBIAHUTENAT OBJIXKU

HeyCTOMKa Ha Besnoxurena, B pasMmep Ha 30% (Tpumecer IPOlLEHTa) OT CTOMHOCTTA
Ha HEeUSBNBJIHEHMEeTO.

8.13.B%3nommmenﬂm uMa Npaeo Ha WMBBBPUM [I0 CBOS INpeleHKa MNpuxBallaHe Ha
HeyCTOMKUTE [0 T.6.5., wT.7.2, T.8.11., ©.8.12. wuay Ha 3aBUWEHUETO MO
T.2.4. OT HacToSumMs JOTOBOP OT IBIXMMUTE KbM WUSILIHUTES CyMM IO TO3H
HOT'OBOP, MM OT rapaHUUaTa =4 D00pO MBNEBJIHEHUE .

IX. OTT'OBOPHOCT IPU HEW3IIBIIHEHNE
9.1. IIpM HeUsOBIHEHME HA IOTOBOpeHUTE SalBIKeHNa OT CTPaHa Ha M3nbjaHUTend,
Besnoxmurensar wuma npaso ga PasBany NOTOBOPA, C MNUCMEHO YyBemoMIeHMe no
Msnbnaurens, 6Ges ma My masa AOIBJIHNTEIIEH CPOK 3a MBI'bJIHEHME, KaTo 3a0BPXU
BHECeHATa TapaHuma 3a OOOPO MRNLJHEHUE .

X. IOPYI'M YCIOBMA

10.1. 3a HeypemeHuTe BBIPOCKH B HacToAmMs noroBop e nmpmsiara OefMCTBALOTO
OBATAPCKO BaKOHONATENICTBO . “ '



10.2. Bb3jgoxuTenaT Moxe I1a [IpexpaTr Oorosopa, akKo B pesyJTaT Ha
HeNpeIBNIEeHM OOCTOATEJCTBA, BB3HMKHANM CJel CKJIOYBAHETO My, He e B
CBCTOAHUE La UINBIHU CBOUTE SZalbJIKCHMS.

10.3. Hacroammar morosop ce NpeKpaTsea:

10.3.1. c m3sTHMUaHe Ha cpoka, Ba KOMUTO e CKJIIOUEH ;

10.3.2. N0 BBamMMHO cBIJacue Ha CTPaHUTEe, M3PAa3EHO MUMCMEHO;

10.3.3. oT Bb3noxuTesd - npu yCHOBMSATA Ha wi.ll8 om 30II;

10.3.4. mnpemcpouHo, B cJayuail ue IpM IHOpoBeleHa nOpouelypa oT IleHTpalHMsa
OpT'aH 3a MOPBYKKM B chepaTa Ha 3OpaBeonasBaHeTo npu M3 ca OOTOBOPEHU 1IE€HU
Ha JIII, KOMTO ca HO-HUCKM OT LeHUTE IO TO3U IOOT'OBOD.

10.4. IIpoMeHM B HACTOAMUS HOT'OBOP Ce& IONyCKaT I[I0 U3KJKNUYEeHME, KOoTaTo e
USBI'BJIHEHO yCJOBMETO no wi.llé6, amn.l, 7.1 u 7.7 oT S0I.

10.5. Bo3HMKHAIUTE MeXOy CTpaHUTE CIOpOBe IO TO3M OOTOBOP CE& pelarar npen
KOMIEeTeHTHUA CbO B I'p. Byprac.

10.6. AmpecuTe 3a KOPECIOHIEHLUS Mexny CTpaHuTe II0 HACTOAIMA JOTOBOP ca
KaKTO CJIelBa:

- 3a MznweaHutesns : Tp. Codud, 1618,xB. ,MaHACTMPCKM JAMBAOM — Sanang"“, VJI.
»BAaJ1io noJse™“ nle, Tes/daKkc: 02 8184428/02 8591199, email:
Bulgaria.Grders@roche.com; BafABKMTE @Ha ce nomaear no dgaxkc 02/8591199;

- 3a Bwanoxmrensa : rpam Byprac, Oyn.“Crepan Crambosor"™ N 73, XMpypIrueH
kopnyc Ha MBAJI-Byprac AJll, erax 7, Tes./bakc 056 876 656 - BoJHMUHA arnTeka.

10.7. BcAaka OT CTpaHUTE [0 HACTOSMMS HOOTOBOP € IJIBXHa He3abaBHO Oa yBEIOMMH
IpyrarTa IIpM »OpoMAHa Ha adgpeca CcuM. B nOpoTuBeH ciyuail, BCHAKO U3NpaTeHo
CpollmeHne ce CMATa 3a [OJIYUEeHO, ako e USIPaTeHO Ha MNOCJEeIOHUA IIOCOUYEH alpec
34 KOPECIOHIOEHUM.
10.8. Bcaka OT CTpaHMTE N0 HACTOSWMS OOT'OBOP Ce B3BaigwikaBa Oa He
pasnpocrpaHasa MHOOpMalUMA Ba OPyTaTa CTpaHa, cradasa i MsBecTHAa Py MM IO
[OBON M3HBIHEHMETO Ha HJOoroBopa. MHbopMaumdaTa [0 HOPEIXOTHOTO U3peueHue
BKJIIOUBA U OOCTOATEJICTBA, CBBP3AHM C TBPTOBCKATa HOEMHOCT, TexXHUMUYECKUTE
Hpouecy, NOpoeKTr MIM OQUMHAHCKM Ha CTPaHMTEe UM BLB BPB3Ka C HOy-Xay,
n3obpeTeHrs, MNOJES3HU MOINEIU WU IOpyrM IOpaBa OT [NOHOOEH XapaKTep, CBBpP3aHuU
C M3IBIHEHMEeTO Ha ofOmecTBeHaTa MOpbLYka. TOBA IIpaBMIIO He Cce HIpuiara Io
OTHOWEHME Ha 3albJIKMTeN]HATa MHPOPMauMsa, KOATO BBINOXUTENST clensa na
NpencTaBM Ha ATEeHUMATA [0 OOMECTBEHM NOPBUKMU Ccro0pasHO pena, NOpenBMIEH B
30I1I.
10.9.3a BamupoHu OaHKOBM CMETKM, =a OjaladHns CBBP3aHM C HACTOAMMA HOOTOBOP
ce cMAaTaT:
3a NManweaHuTena: Banka YHuKpeaur BynBaHk ALl

IBAN: BG62UNCR9660100ROCHERG

BIC : UNCRBGSF

XI. BAKIKOUUTEJHM PASIOPEIBK
11.1. HoroBop®T BIMBa B CUJIa OT HATATA HA CKIIOYBAHETO My M €& CBC CpPOK Ha
USIBJIHEHME - 1o 31.10.2020 romomHa.

11.2. HaCTOHMMHT OOT'OBOP Ce& CBCTaBRU B/yﬁé?ﬁii;%pp@BHM ECK3eMIlIgpa - IO eInMuH
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rp. BYPTAC

[OPEJJIOXEHUE 3A M3NEBIHEHME HA [OPBUKATA

OT: POWl BRITAPHUS EOOXN, EMK 131279951

(HaMMeHOBaHME Ha ydYaCTHMEKA)

C HacTodmoTo, Bu npencraBssaMe HalleTo NpenjoxeHre 3a V3BBPIUIBAHE Ha

»JlOCTaBKa Ha JIeKapCTBEHU NIPONYKTU 3a JI€EUEHME Ha OHKOJOTUYUHN
3abonaBaHmsa™
34 CJIeOHMSA JIeKapCTBEH OpoOoyKT:
IIPOT'HOBHO
AHATOMO - MexpgyHaponmo R oriGacend purexaren Cpok na
on He[aTeHTHO JlexapcTeeHa TEProBCKO Ha TOXHOCT
TepaneBTMYEH Msipxa (B
Ne HAMMCOHOBAHKUE bopma HaMMEHOBAaHNE paspeumenneTo | ot IIPY
xon /ATC/ /INN/ nocoueHara N E—
X . Y. P B FOAHHAN
1 2 3 4 5 6 7 8 9
Hoche
nepoparnHa Alecensa, hard | Registration 3
1 LO1XE36 Alectinib pbop mg 537 600 : gistra
dopma capsules GmbH, rOAMHA
epmaHus

1. IllpennaraMe cJiemHUTe

CPOKOBE 3a M3NBJIHEHME:

[Ipyr NEePprONMYHM INOCTABKM mo 10 pa®oTHM OHM OT MomaBaHe Ha 3adaekarTa;
- npn BB3HMKHAJA HeoOXOOMMOCT M3BBH CpOKa Ha

HOCTaBKM 0o 5 paCoTHM OHM OT oIJaBaHe Ha 3agBKaTa.

neprumogmnyHmuTe

2. TlpenjaraMe BCAKA MMCMeHa BasBKa B8a IOCTABKA Ha Br3noxuTensa ma
Hu Oble wusnpamaHa Ha odaxc N 02/8591199, ¢ koeTo ce TrapaHTUpa

[IOJIy4aBaHETO 1 Ha HaTaTa Ha M3MPAallaHETO U USMNBJIHEHUETO I B ONMCAHUTE
[O-ToOpe CPOKOBe.

3. CbIjacHm cMe ¢ BCUYKKM YCIJIOBMA 3a UBIBIHEHMVEe Ha IIOPBUKATA, B

T.4. C OlpeneneHns CPOK Ha BaMOHOCT Ha odeprara M C [OPOEKTa Ha
OOTOBOD.

Hara:
24.06.2019r.

noarnm 7 INEYAT:

[~
_/4940 Aunﬁle Coyca [T

Anténio André De Sousa De Vaso
Ynpasuren

Maptiy Tpudonosa

ITsnHOMOIHIK
Managing director

»Pom bearapus“ EOO]

»Pou Bearapus“ EOO]T
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Ip. BYPTAC

NPEMJIOKEHME 3A WU3NBIHEHME HA HOOPBYUKATA

OT: POl BBITAPHUSA EOOL, EMK 131279951

(HamMeHOBaHMe Ha yyacTHMKA)

G HacTodmoTo, Bwm npencraessaMe HaleTo [IpeNJIOXeHMEe 3a MI3BLPIUIBAHE Ha

,,ﬂOCTaBKa Ha JIeKapCTBeHUu IIPOOYKTHM 3a JieueHue Ha OHKOJIOTUYHU
3abonaBadHua™
3a CclnenHm4ga JJIEKAPCTBEH MNPOOYKT :
TIPOTHOSBHO
Anamomo- MexgyHaponso Koo otB0 Opurexaren | Cpok Ha
on HEeIaTeHTHO JlexapcTBeHa TEPI'OBCKO Ha TOAHOCT
TepaneBTHYCH Mapka (B
N HaMEHOB aHMe bopma HAaMMEHOBAaHME | paBpelleHneTo ot IIPY
xom /ATC/ JTNN/ nocoueHarTa Sextu .
: —_— ynorp B FOAHMHH
1 2 3 4 5 6 7 8 9
Tecentriq, Roche
; napeHTepant Concentrate Registration 3
2 LO1XC32 Atezolizumab m 240 000 g 3
a opma 9 for solution for GmbH, roguHn
infusion "epmaHus

1. HpennaraMe cJiegHuTe CPOKOBE 3a US3NBJIHEHUuE:

- IIPW [NepMOOMYHM NOCTABKM 0o 10 paBoTHM IHM OT MomasaHe Ha 3asBKATAa;

- IIpn BBE3HUMKHATIA HeOBOXOOMMOCT M3BBH CpOKa Ha IIeEPUOIMUYHMTE
HOCTAaBKM IHo 5 paGoTHM HHM OT MNomaBaHe Ha 3agBKaTa.

2. IlpemnaraMe Bcaka OMCMEHA 3ZagBKa Ra HOoCTaBkKa Ha BwpajgoxuTesa na
OvbOe wmznpamaHa Ha daxkc B 02/8591199, ¢ koeTo ce rapaHTupa

[IOJlydaBaHETO I Ha JaTaTa Ha MUBNPANAHETO M MSNLJHEHMETO I B ONMCAHUTE
[O-TOpe CPOKOBE.

HU

3. CbIJlacHU CME& C BCHUYKH YCJIOBMA 34 M3NOBJIHEHMKE Ha IIopbBUKATA, B

T.9. C ONpeneseHnsa CPpOoK Ha BaIMOHOCT Ha odepraTa M C INOpoeKkTa Ha
OOT'OBOD .
NraAp
@) 2l
{5
Rop
Tara: HOITNC AIEYAT: i0ch ,
24.06.2019r. - - /
UI ‘/< (? .,,L_/ ".h--\\
Aﬂ%ﬁﬂnpeﬁlowaﬂe ﬂ@i@l Mapm}‘ﬂ‘pwd}onoaa
Anténio André De Sousa De Vasconcelos
Yupasuren II'brHOMOIHMK
1 Managing director

]

»Pom Bearapus” EOO]T »Polt bbarapua“ EOO]I
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7 > ) H
IHec, »46,5% . 2019 ©., B rp.Byprac, Ha OCHOBaHUE uin.l1l2, an.l ot

30I, BLE BPB3KaA C NpPOBelIeHAa npouenypa no pema un.l8, am.l, 7.1 or B30I

1%

Pemenre N 21 orT 24.07.2019 1. Ha YnpaeuTens Ha ,KOMIJIEKCEH OHKOJIOTHMYEH

LeHTB P - Byprac” EOQOI, Mexny:

1. “KOMIIJIEKCEH OHKOJIOTMYEH UEHTHP-BYPTAC” EOOIl, ¢ ampec Ha ymnpaBieHue Tp.

Byprac, ©yx. “Iemokpaumsa” N 86, EUK 000053191, npencraBIgaBaH OT. Opod.In-p

XPUCTO CTOAHOB BO30B - VYnpaBuTesN, OT eIHa CTPaHa, HapuMyaH IIO-IOJIy =3a
KpaTkocT “BBLIJNOXUTEI”

7 i
2. ,COPAPMA TPEWIMHT” AIl, ENK 103267194, cwvc cepmamume u ampec Ha

yipaejenne: 1Tp. Codua, 1756, paion MWsrper, yia.”Jlbuesap CradHuen” N 5,
CodapmaBT, crpama A, er.12, NPpenCcTaBrJIaBaHO 0T JuMMUTED JUMHTPOEB -
VSOBIHUTEJIEH IMPEKTOP, uYpes IBIHOMOIHUK PymMen Kojer oT opyra cTpaHa,
Hapu4iaH NO-JOJNy 3a KpaTkocT “MIMNBJIHUTEI”, :

Ce CKIIUM HACTOAWMSAT IOOTOBOP, C npemMmeT: ,JocTaBkxa Ha JIEKAPCTBEHM INPOOYKTIU

3a JI€UYeHME Ha OHKOJIOTUYHM BsabomapaHma.

I.MTIPEIMET HA IOT'OBOPA

W7 BBEIJIOXUTEJIAT BB33IaATAE, a MBH%ﬂHMTEHHT ce BaIlblXaBa Ja »OOCTaBMU
JICKAPCTBEHM IPONYKTM 3a JIeUEHME Ha OHKOJIOTMUHU 3aboJaBaHMS, HapMUaHM [0
ooy “CTOKM”, CBIJIACHO YCJIOBMATA Ha HaCToAlMA HOT'OBOP, KAKTO CJIEIOEA:

= Makcum
MporHoate
AHaromo- | MexayHapeaHe aneH
On | Tepanesti G KOMWYECTEO THproEcko Mputexaren Ha CpoK Ha LleHa ¢ AAC 3a
NekapcTeeHa diopma Mspka (B : paspelleHueTo ag nocovyeHara
Ne | UeH kog | HaumeHosaHuwe HaWMEHCREHNE rogHocT
i (ATC) JINNI NECoHeHaTa | yrorpeta e MspKa-B kon.5
| _ MsIpKa) forll
1 2 3 4 5 6 7 ) 8 9 10
5 | LO1XE35| Osimertinib | nepopanHa chopma | mg l 179 200 | TATPUCO | Astra Zeneca AB 3 6,344375

1.2, [lpu ¥BNBIHEHME Ha CKIOUEHMI OOTOBOP, BBIIOXUTENAT me MITOTBS  CBOUTE
SAABKM 33 JIEKAPCTBEHMTE HNPOAYKTHM, IO KOHKPETHM TOTOBM NOSMUPAHM JeKapCTBEeHU
bopmr (KpaeH OPOAYKT), KOMTO, KBM IHaTaTa HA nomaeaHe Ha 3adBKaTa, QUIypuUpaT
B [IOBUTMBHMS JI€KapCTBEH CHOMCBK - [IpuJIoXeHMe 2, OT cbiud npUTexaTes Ha
paspemeHreTo 3a ynorpeba.

1.3. UsroTBermTe OT BBINOKUTESS NUCMEHM SBagBKM 3a oocraBka me 6bOaT
MsnpamaHy  Ha  MsneaHuTens  Ha o gakce N 02/8133785 wmam  no . e.noma:
helpdeskhs@sopharmatrading.bg , ¢ koero ce TapaHnTypa IIOJIYyYaBaHEeTO MM Ha
HaTaTa Ha MBIPAWAHETO M MBIBJIHEHMETC MM B HOTOBOPEHMTE CPOKOBE o T.4.1. u
gt DS S

1.4. KomnuecTeaTa 3agBeHM JIeKAapCTBa MEe Ca B CHOTBETCTBUE C peasHnuTe HYXIM
Ha BLBJIOXUTENS.

1.5. B cuyyan, ue 0O BpeMe Ha MBNLJIHEHME Ha JOTOBOpPA HAKOM JIEKAPCTBEHMU
OPONYKTH NPEeCTaHaT Oa ce NPOMBBEeXNAaT M/UIM M3BA43aT OT ynoTpeba u/uiau 6bIaaT
SasmndeHr B IUIC-Tlpuaoxenre N 2, BbL3JIOXMUTEIST me mMMa OpaBO, IO cujaTa Ha
HAaCTOAMMA HOTOBOP, Ha 3asdBABa NOCTABKa OT CBUECTBYBAWlM MM HOBO BKJIKOUYEHU B
HIC-IpryoxeHne N 2 JeKapCTBeHU OpoOyKTW, KOMTO IM 3aMepaT, 0O LeHu,
OllpelelieH 3a 3aMeCTBaHMA JIEKAaPpCTBEH NPONYKT OO pena 'Ha TOSI noriBop.

." |
Tl




ITI. UEHM ¥ OBHA CTOMHOCT HA JOCTABKUTE IIO JOT'OBOPA
2.1. leHuTe Ha JeKAPCTBEHUTE IPONYKTM BKJIOYBAT CTOMHOCTTa Ha CTOKara,
OllaKOBKa, 3SacCTPaxoOBKa 1M TPAHCHOPT, TaKCM, MAUTA U APYTM PaBXOOM, IO KpaMHsa
NoJlydaTes - OOJIHMYHATA alTeKa Ha JeueBHOTO 3aBpenenue, c IOIC.
2.2. lleHaTa Ha JIeKapPCTBEHMUTE NPOOYKTM IO HOTOBOPa € (QUKCUpaHa M He NOIJICKM
Ha NPOMAHA 3a CpOKa Ha HEeMCTBME HA NOUOBOpa, OCBEH B ClydauTe, NpeIBUISHN
B HeToO.
2.3. Ilpy HaMaJgBaHe Ha LeHaTa o wi.55 oT HapembaTa 3a yciuosuara,
OpaBujlaTa M pena Ba PerylMpaHe M PeTUCTPMPpaHe Ha LeHWTe Ha JIeKapCTBEeHUTe
OPONmyKTM -~ PpedpepeHTHaTa LeHa, WIM NpoMdHa Ha OOTOBOPMPaHaTa TakKaBa oT
H30K, HacT®sOmuio OT mOeHs Ha oTeapdHe Ha opepraTa Ha UBNBIHUTEJA no kpariHms
CPOK  3a M3ObJIHEHVE Ha [OToBOpa, BobajoxuTenar 6e3ycJoBHO e sanjama
JISKAPCTBEHNTE NPONYyKTM Ha Ta3M NO-HUCKA lLieHa, OT IaTaTa Ha BJAMSaHe B CUJa
Ha KOHKPETHOTO pPelleHME.
2.4. Nlpy M3BLPpIIEHA U IpHeTa NOCTAaBKa Ha JIEKAPCTBEHM CpencTBa CLC BaBUIIEHAa
LeHa, He3aBMCMMO OT MOMEHTa Ha KOHCTaTHpaHe Ha ToBa 0BCTOATENICTRO,
VBOBIHUTENAT OBJIXM Ha BLBJIOXUTENS CTOMHOCTTA Ha SaBUILIEHUETO.
2.5. IlporHosHaTa oBma CTOMHOCT Ha IOoToBOpa Ce& ONpemessa Ha 947 426,67
JeBa, 0Bes IIC. '

ITT.YCJOBMA ¥ HAUMH HA IUIAIAHE
3.1. IJamaHeTo N0 HaCTOSIMS OOTOBOD Ce .OCBUECTBABA uUpes OaHKOB MNPEeBOHN OT
CrpaHa Ha BBIJIOXMTEJIA, no nocouyeHaTa B HACTOSMMUS OIOTOBOP OaHKOBa CMETKa Ha
N3NI'BJIIHUTEJIA .
3.2. 3aljlamlaHeTO Ha CTOKMUTE IO HOT'OBOpa MOXe Ha Ce M3BbPIBA OTJIOKEHO, IO
60 (mecTmeceT) KaJleHOAPHU OHM, CIEI V3BBPIMIBAHE Ha OOCTAaBKAaTa.
3.3. IlocraBHaTa baxkTypa, CBCTaBeHa CEIJIACHO MSMCKBAHMATa Ha 3Cu, BIIC u
MMN3TIOC, cepObPXa ¥ PEeKBUSMTY OTHOCHO HapTrneH HOMEep Ha MeIMKaMeHTa, CPOK Ha
TOLHOCT M HOMEP Ha pPas3pelleHMeTO 3a mOpomaxta.
3.4. JocTaBkaTa ce cuKMTa 34 M3BBplieHa CJIel IIOONMCBaHe Ha dakTypaTa u
OpMeMaTeJsiHrsga OmMC OT VYIpaBUTeNd Ha OONHMYHATAa anTeka, C koeTo ce
YOOCTOBEPABA IMNPUEMaHETO Ha JEeKapPCTBEHMS NPOIyKT B OOJHMUHATA anTeKa Ha
BeajioxuTensa.
3.5. Bcsgka ImocTaBKa Ha HOBa HapTuna OT IHOaleH JIEKapCTBEH MNPOOYKT,
SaOBIIXMTEJIHO Ce NPpMAPYyXaka C IOKYMEHT (cepTuduxarT), ChIOBPXall MHGOPMaALIMA 3=a
faTaTa Ha NPOMBBONCTBO M CPOK Ha TONHOCT Ha JIEKAPCTBEHMA NPONYKT.
3.6. 3adbIKEeHMETO Ha BBBJIOKUTENS 3a SBanjamaHe Ha BCIKa OOCTaBKa BB3HUKBA
ciien MSBBPHNIBAHE Ha [NOCOYEHMTe B T.3.4. nercTBHA.

IV.CPOK M MACTO HA JOCTABSIHE
4.1. BcAka oTHesiHa OOCTaBKa, NpPEeIMEeT Ha HacToamma HOOTOBOP, CllemBa Oa 6bIe
[oCcTaBeHa B CPOK mo 10 (meceT) paGoTHM NHM Cjlell NOJyYaBaHe Ha 3asBKarTa Ha
BB3JIOXUTEJA 1 3a KOJIMUECTBATAa, TOUHO ONPEeNEeseHM B Hed.
4.2. 3a KOIMYECTBa, IOCTABEHM MSBLH ZagBKATAa IO T.4.1., BBIJIOKATEJST unama
SaObJIKEHMEe 3a IJlallaHe.
4.3. Tlpy BB3HUKHAJNA HEOBXOOMMOCT, W3BLH CpoKOBETEe Ha NeproIu4dHa OOCTaBKa,
VSNBIHNUTEIIAT € IJIbXeH 0a OCBUECTBM IOCTAaBKa B CpOKR mO 5(neT) paGoTHM OHU
OT [NOIaBaHETO M.
4.4. CTOKMTEe Ce [OOCTABAT B OONHMYHATA anTera Ha “KOIl-Byprac”EOQI, Ha
ampec: Ip.Byprac, yu.“Oou.n-p KoHCTaHTMH KbpHuUer“.
4.5. PHUCKBT OT CJYYallHOTO MOTMBAHE MM NOBPEeXIaHe Ha CTOKUTE NpeMUHaBa
BBpXY BBEIJIOKUTEIIA oT MOMeHTa Ha OprMeMaHeTO MM Ha MACTOTO Ha IOCTapgHe, C
VM3naBaHe Ha I[IpMeMaTeJIeH ONuc. f
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V. BAIBIIXEHUA HA USNBIHUTEIISA
5. USIBIHUTEIIAT ce 3ambjikara:
5.1. B cpok mo 1 paGoTeH HeH, na MOTBBPOM NOJYUABAHETO Ha NMCMEeHATa SagBKa
Ha BvamoxuTena Ha daxc 056/876656.
5.2. [llpr HEeBB3MOXHOCT Ia WMBNBJIHM 3adBKa Ha BLSJICKATENd, B CPOKOBETE

noToeoperr B T.4.1. m T.4.3., Ha wu3OpaTM OMCMEH OTKA3 HaM-KBCHO B
nocysenHus paboTeH HeH, B KONUTO M3THYa CHLOTBETHMS CPOK 3a HOCTAaBKa.
5.3. Ja [oCTaBM 3aABEHMTE CTOKM B MHOTOBOPEHMS CPOK M B BagBeHATa

JeKapcTBeHa (opma (rpamMax, paszbpacoBka, ONAKOBKA) ¥ IOa Iu npegane Ha KpawHMUS
[oJly4daTes.

5.4. [Jla mnpemame CTOKMTE, [aKeTMPaHM U MAPKMPaAHM B CHLOTBETHUS BUI,
KOJIMUYECTBO M KAUeCTBO, Ha MACTOTO Ha OOCTaBSHE.
DI 3a M3OBJHEHME  MBMCKBAHMATA 0O T.2.4. OT ~HacToammMsa  OOI'OBOP,

V3nbaHUTENAT me ObIe INIBKEeH [a M3TaBa HeOoBXOmUMUS OOKYMeHT mno 3Cu m 3IJC
34 KOpeklMsa Ha LeHaTa B CPOK OO 5 (meT) paboTHM HOHM OT HAaTaTa Ha [IoJydaBaHe
Ha MCKAaHEeTO 3a TOBA OT BL3JIOXMTENH.

5.6. Ja npencraBM TapaHUMS 3a O0BPO MBNBJHEHME, B pasmMep BHa 2% (OBa
ONPOLIeHTa) OT NPOTHO3HATA CTOMHOCT HA HAaCTOSmMA OOTOBOP 6Ge3 IIC, B emHa OT
dopmMuTe, NOpemBMOEHM B wi.lll, ajg.5 ot 30II.

VI. SAIBIIXEHVSA UM TIPABA HA BBIJIOXKUTEJIL
6. BB3JOXUTEIAT ce SaIbirkarBa:
6.1. Jla nomaBa NOMCMeHaTa =adBKa 3a& IOCTABKA KbBM MSOBLIHUTENS IO HaulMHa,
ompezneseH B T.l.3. oT HacTOAmMA IOTOBOP.
©.2. Jla npmeMe HOCTaBEHMTE B CPOK U Ha MACTO CTOKH, CBHOTBETCTBAIM IO BUI,
KOJIMYECTBO M KadeCTBO Ha ONMCAHOTO B HACTOSIMA OOTOBOPR.
6.3. @a sanjaTu JOCTaABEHMTE CTOKM IO pella Ha T.3 OT HACTOAmMSA OOTOROP.
©.4. Dma BB3CTAHOBM Ha M/BNLJHMTENA IapaHUMATA 3a Do6po MBIBIHEHVE, B CPOK
or 60 OHM cJel ODaTaTa Ha MUBNBJIHEHME HA HaCTOANMA IOIOTOBOP, B CcIOyyYam ue
CBUMAT € MBNBJIHEH O0e3 @na Ca HacTBOMAM OOCTOATEJICTBATA, BMUBMPAaHM B Pasmes
VIIT m Pasmen IX.
6.5 B ciyuarTe Ha OTKa3 Ha M3NBIHMTENAA 0O T.5.2., BB3JIOXKATENAT IE ¥VMA
IIPABO ma 3BakyOM OTKaBaHUTE JeKapCTBeHU OPOOYyKTM OT HOPyI' HOCTAaBYMK.
PaznukaTa B LEeHaTa Ha JEKAapCTBEH NPOILYKT [IO HACTO SIS OOTOBOP M Ha OpyIuda
OOCTABUMK (KOTATO €& OTPMLATENHA BEeNMYMHA) Me ce IIBIDKUM OT WNSOBAHUTEIS KaTo
HeyCcTolKa .

VIT. KAYECTBO, TAPAHIIMSA M CPOK HA TOIHOCT
7.1. KBM paraTra Ha [OOCTaBKaTa, OCTATLUHMA CPOK HA TODHOCT Ha CTOKMTE,
OpenMeT Ha HacTOAIMA NOT'OBOP, ClielBa na Oboe He no-Maiabk oT 30% (Tpumecer
NPOLEeHTa) OT OOABEHUA OT INIPOMBBOIUTEJIS .
7.2. B cayuyali Ha [OCTaBKa Ha JIeKAPCTBEHM MNPOOYKTM C NO-KPaThK OT
DOTOBOPEHMA CPOK Ha TONHOCT, W3NBIHUTENAT 3amnjalla HeyCcTolMka, mMa3pasdbBama ce
B [POLEHT BBPXY CTOMHOCTTA Ha OOCTaBKaTa, KaKTO CJeIBa:

or 29,99% mo 20% - 10% BBPXYy CTOMHOCTTA Ha IOOCTABKATA;
or 19,99% mo 10% - 20% BBPXY CTOMHOCTTA Ha IOCTaBKATAa;
nom 10% - 30% BBPXY CTOMHOCTTA Ha NOCTaBKaTa.

VIII. OTTOBOPHOCT 3A HETOUHO M3NBJIHEHWE. PEKJIAMAIINU
8.1. BBIJIOKUTEJIAT Moxe Ina NpendaBM peKJIaMalun npen NINBIHUTEIIL =a:
d) KONMYECTBO ¥ HEKOMIJIEKTHOCT Ha CTOKMUTE WM TeXHMUYECKaTa OOKYMEHTALIMHA
(ABHM HEeINOCTaTBIM) ;
0) KadeCTBO (CKPUTM HeNoCTaTbL) !
- IIPM INOCTaBAgHE Ha CTOKM HE€ OT IOOTOEBOPEHMS BUI, NOCOYEH B T.l AT HacTOAWMS
OOTOBOP; P
- IIPM KOHCTaTUpaHe Ha OedeKTU NpM ynoTpeBa HA CTOKKUTE. w
IV
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8.2. PekjamMalumMyu 3a HABHM HENOCTATBHLUM HA CTOKUTE Ce mOpaBaT B MOMEHTa Ha
NpenaBaHeTo UM oOT MUIIBJIHUTEIIS Ha BE3JIOXKUTEJIA, 38 KOETO Cce ChCTarg
[IPOTOKOJ, MNOONMCAH M OT OBETe CTPaHMU.

8.3. PekJlaMauMy 3a CKPUTU HENOCTATHUM Ce OPaBAT IIPpe3 LeJirMa CPOK Ha I'OOHOCT
Ha MHOCTaBeHMTE CTOKM, KATO peKjJaMaluusTa ce NIpUIPYyXaBa BambIKATENHO OT
KOHCTATUBEH OPOTOKOI.

8.4. BBIJIOXUTEJIAT e OIbXeH na yBemomrt myicMeHO M3NBJIHUTEIIS 3a ycTaHOBeHUTE
IedeKTV U CBOUTE M3MCKBAHMS B 15 (neTnaneceT) mHeBeH cpox oT KOHCTaTHPAaHETO
Ha HeIoCTaTbLUUTE .

8.5. B pekjlaMalMMTe Ce& I[OCOYBA TOUYHOTO KOJUUECTRBO Ha IOJIYyUYEeHNUTE CTOKU, C
TEeXHMA NapTVAEeH HOMED, OCHOBAHMETO 3a pekjgaMauusa U KOHKPETHOTO MCKaHe Ha
BE3JIOXUTEJIS .

8.6. IlpK pekjlaMauMa Ba SBHU HemocTarseuy, USIBIHUTEIAT e nubxeH & 14 nHeBen
CPOK OT MNOJiydaBaHe Ha pPeKJaMaluMATa =a CBOA CMEeTKa Ia OOCTAaBU CTOKa,
OTTOBapsAma Ha M3VMCKBAHMATA .

8.7. Ilp pekjJaMauUs 3a CKPUTHU HenmocrarTeuy, WUIIIBIHUTEJIAT e pobxen B 14
HHEBEH CPpOK OT INOJlyuaBaHETO Ha IpPOTOKoJa No T. 8.3. Ima INocTaBM 34 CBOS
CMETKa CTOKa, OTIOBapdla Ha M3UCKBAHMATAE, WM IO npeneHka Ha BBIJIOXKUTEIIL,
M3JIoOkeHa B yBeINOMJIEHMEeTO no T.8.4., ma BBpHE: CLOTBETHATa UacT oOT
BalJlaTeHaTa leHa (Za uUsmale KPeOUTHO M3BecTHe) .

8.8. M300pBT Ha NOCOUYEHUTE [IO-T'0pe BBSMOXHOCTM - Oa C& BBbpPHE ChLOTBETHATA
49acT OT IIJIAaTEHOTO, WM Ha Ce& IOCTaBaAT HOBM CTOKMU - OpuHamJieX Ha
BBEIJIOXUTEIIA 1 ce ynpaxHABa OT HETO [IOI dopmMaTa Ha NOMCMEHO YBEIOMIIEHME IO
USIIBJIIHATEIISL, xaTo pasxoguTe u PUCKOBeTe I[1O0 BPBIIAHETO M HOBOTO HOCTaBdIHEe ca
34 CMeTkKa Ha USIBJIHUTEIL.

8.9. PexJaMupaHMUTe CTOKU cCe CBXPAaHABAT OT CBOTBETHUA KPaeH NOJyuaTej, o
ypexIaHe Ha peKJaMalumTe . i

8.10. TlpM MB3TeINaHE OT THLPTOBCKATA MoeXa Ha ollpenesieHa NapTuia JIeKapCTBeHU
CPEnCTBa, KOJIMYECTBOTO M BMIa Ha CBIMIE Ce BB3CTAHOBSBAT OT NsnLaguTensa, B
eIHOMEeCEeUEeH CPOK UM 3a HeI'0OBa CMETKa.

8.11. llpym Heu3NBLIHEHME Ha BaTBIKEHMETO Ba INOCTaBKa B onpeneJyieHUTE CPOKORBE,
VBOBIHUTENAT OBJIKM Ha BBBIOKMTE]S HEYCTOMKa B pasmMep Ha 0.7% Ha IeH BLPXY
CTOMHOCTTa Ha HEW3NBJIHEHOTO, HO He [oBeue oT 10% (meceT mnponeHTa) o
CTOMHOCTTa HA HEUSN'BIIHEHUETO, KaKTC U Ofe3leTeHre 33 NOpeTbpHeHUTe

LEVICTBUTENIHM Bpeny, B CJydYauTe, KOTAaTo Te HanxXBBPJIAT OOTOBOpPEeHaTa
HeyCTOMKaA .

8.12.1lpu HEM3NBJIHEHMETO Ha S3amBIIKEHMETO 3a NOCTaBKa B SadBeHaTa KOHKpeTHa
DOTOBa  HOSMpaHa JIeKkapcTBeHa QopMma (KpaeH NpPOnyKT), JSOBIHATENST  IBIDKA

HeyCTOMKa Ha BBBJIOXMTENa, B pasMep Ha 30% (TpuIeceT MpPOLEHTa) OT CTOMHOCTTA
Ha HEeUBOBJHEHUETO .

8.13.BB3JIOKUTENAT MMa NpaBo Oa MBBLPIMM IO CBOA I[pelleHKa NIpuxBallaHe Ha
HeyCToMKMTe no T.6.5., T.7.2, T7.8.11., T.8.12. WM Ha BRBABUIICHUETO 0O
T.2.4. OT HacCTOSAWMA HNOTOBOP OT OBLIKMMUTE KbM WUBIBIHUTENS CyMM 0[O TO3U
OOTOBOP, WJM OT TapaHUUATA 3a OOBPO MBNLIHEHME.

IX. OTT'OBOPHOCT IIPM HEUSBIIBIIHEHUE
9.1. lpy HeMBNBIHEHUE HA HOTOBOPEHUTE 2ambIDKCHUS OT CTpaHa Ha WenBIHUTENd,
BbBJIOKMTENAT MMa NpaBO [a pasBaJM [OOTOBOPA, C OMCMEHO yBeOOMIEeHME IO
VsnbiaHuresns, ©es ma My HaBa LOONBIHMTEJIEH CPOK 3a MBNOEIHEHME, KaTO SBadbpXu
BHeCeHaTa rapaHUMa 3a Oo6po MBNbIHeHME.

X. IOPYTU YCJIOBUS
10.1. 3Ba HeypemeHuTe BBOPOCK B HACTOSMMA OOT'OBOP Ce mnpujala IOeMCcTBalloOTO
OBITaPCKO SaKOHONATEJICTEO .
10.2. Bb3yioxmTeNIAT MOXe Ima OpeKpaTu IOI'COROpPA, aKO B pesyaTaTr Ha
HENPEeINBMIEHN OOCTOSTENCTRA, BBE3HMKHAMM  CJIel CKJIDYBaHETO My, K He e B
CBbCTOSHME Ha MBIBJIHU CBOUTE =RaITLIDKSHMI .




10.3. HacTosumsaT morosop ce IpexpaTaBa:

10.3.1. c usTMuUaHe Ha cpoka, 3a KOUTO e CKJIOUEH ;

10.3.2. mo B3aMMHO ChbTylacue Ha CTPAHUTE, MIPaSEHO NHUCMEHO;

10.3.3. oT BmanoxuTenda - npu yCIOBMATA Ha un.1l8 o 30II;

10.3.4. npencpouno, B ciyyait ue HpM MNpoBelleHa [Ipouenypa oT IlleHTpalHys
OpT'dH 3a MNOPBYKM B CcpepaTa Ha B3ApabecnasBaHeTo npu M3 ca OOT'OBOPEHM LIE€HU
Ha JIII, KOMTO ca HO-HUCKM OT IEeHMTE 0O TOSM OOTOROP.

10.4. IIpoMeHM B HaCTOSmMMS OOTOBOP Ce [HOONYyCKaT II0 WUBKJIOYEHMEe, KODaTo e
USHOBIHEHO yCJNOBMEeTO no un.l16, am.1l, 7.1 m 7.7 or 3OI.

10.5. BBB3HMKHaIUTE MEeXOy CTPaHUTE CIIOPOBE [IO TO3M OOTOBOP C& PEIaBaT npen
KOMIIETEHTHVA CBI B I'p. Byprac.

10.6. AmpecuTe 3a KOPECHOHIEHUMUS MeXILYy CTpaHuTe IO HaCTOAmMA OOTOBOR ca
KakTo CcJlenBa:

- 3a UsnenHurensa: rp. Cogua 1756, yi. nJIbdezap Cranuer“ N5, Codbapma Busuec
Tay®pc, Crpama , A%, er. 12, Temedox: 02 8133 660; ®AKC: 02 8133 666

- 3a Beszjgoxurena : rpan Byprac, Byia.“Creban CraMEosos" N 73, XupypruueH
Kopiyc Ha MBAJI-Byprac All, erax 7, Ten./daxc 056 876 656 - Bonuyuna antexa.
10.7. BcdkKa OT CTpaHMTE 10 HACTOSIMS OOTOBOP € HINbXHa Hez3abaBHO Oa yBeIoMU
fpyTaTa IIpy NOPpOMAHA Ha afgpeca Cu. B OpoTuBeH ciydal, BCSKO M3OPaTEeHo
cpOClleHVEe Ce CMATa 3a MNOJIyYeHO, AaKo e MSOpaTeHO Ha [OCJIeNHUA IOCOYEH ampec
38 KOPECIOHIOEHLNS .

10.8. Bcaxka OT CTpaHUTe IO HACTOLMMA OOTOBOP C& 3BambjikaRa mHa He
pasnpocrpanaBa uHPOpMalMa 3a IpyTaTa CTpaHa, cTaHajga M MBBeCTHA OPY WU II0
HOBON M3INBJIHEHVETO Ha HOoroBopa. lHbopMaumara O NPEeOXOSHOTO M3peueHme
BKJIOUBA ¥ OOCTOATEJICTBA, CBBP3aHM C TLPTOBCKATA OEeMHOCT, TexXHUUYeCKUTEe
ipouecu, IMPOEKTH WM OQUHAHCKM Ha CTPaHUTE WAXM BBB BpPb3KA C HOy-Xay,
MB300pEeTeH S, NOJE3HU MOZENM UM OpyT¥M IpaBa OT NOoHoGeH XapakTep, CBbP3aHU
C MWSNBJIHEHVETO Ha ofmecTBeHaTa NOPBUYKA. ToOBa NPABUIO He cCe npuiaara o
OTHOIIEHME Ha BalbJIXUTEeNHAaTa MHQOPMalMA, KOATO BB3JIOKUTENST clenba Ina
MpencTapy Ha AreHUMATa 0O OOmMEeCTBEHM NOPBYKM CHOBPASHO pella, NpPeIBUIEH B
30I1.

10.9.3a BamunoHM OAHKOBY CMEeTKM, S3a&a JIalaHud CBBLP3aHM C HACTOAIMS OOTOBOPR
Ce cCMATaT:

Sa Usnwauurendg: Baxka ING

IBAN BG87INGB91451001838915

BIC INGBBGSF

! XI. 3AKJIIOUUTEJIHN PASIIOPE BN
11.1. JloroBOpP®T BJAM3a B CUJa OT HaTaTa HA CKIIOUBAHETO My U, € CbC CPOK Ha
U3neIHeHre - po 31.10.2020 Tommua. |

11.2. HacroammsaT OOTOBOP Ce CLCTaBM B IBa €OHOOOPAasHY eK3eMjiIapa - 0O eOUH
3a BCAKa OT CTpaHuUTe. 4 Lt %ﬂ ////7
i J
i v ‘ / P
BesiioxuTesn: ; e NsneiHauTeN ”\{ H ff?
«KOL-Byprac» ECOL : «Cobapma Tpenmupdh /Al
YipaBUTe npo@;n%§9Xp.BOSOB  [IbaiHOMOMHMK PyMeHAKoseRB
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KOL, - BYPIAC EOO[
rp. BYPIAC
NMPEONOXEHWE 3A U3NBMHEHUE HA MOPBYKATA
: OT: ,,CO®APMA TPEMANHI ALl
(HanmeHoBaHMe Ha yyacTHUKa)
C HacroswwoTo, Bu npeacTaBaMe HaleTo npeasioxexue 3a U3BBbPLLBAHE Ha
,[lOCTaBKa Ha riekapCTBEHM NPOAYKTM 38 NEeYEHUE HA OHKOMOMMYHN 3a60NsBaHS"
33 crnefHUA NekapcTBeH NPOAYKT: 3
' [
MexxayHapogp, NPOrHO3HO Mputexare CE:K
AHaTOMO- HO KonuyectBo | Thproscko n Ha
?ll;l TepaneBTUYe | HEMaTeHTHO HEK;%CT;:H Ms;px (B HauMeHoOBa | pa3pelueHun FOT":":;’C
" | Hkon /ATC/ | HauMeHOBaH | P fnocoyeHara Hue €TC 3a MPY B
ue /INN/ MApKa) ynorpeba FOMHH
1 2 3 4 5 6 7 8 9
| nepopanHa AstraZenec
f 5 LO1XE35 Osimertinib dbopma mg 179200 TAI'P_I/ICO a AB 3 ]

1. MNpeanarame cnegHuTe CpPoOKOBE 3a U3NbIHEHME:
- Npy nepuoanyHn poctasku po 10 (AeceTt) paboTHM HM OT NojaBaHe Ha 3asBKaTa (He mosede oT

10 paboTHM oHM OT NogaBaHe Ha 3asBKkaTa);
; - NPy BBb3HUKHaNA HeOOXO0ANMOCT N3BBH CPOKA Ha NEPUOANYHWUTE SOCTaBKM Ao 5 paGoTHU OHM OT
nNoAaBaHe Ha sasBkaTa (He nosede OT § paboTHN AHW OT NoAaBaHe Ha 3asiBKaTa).

2. MNpepnarame Bcska NUCMeHa 3asiBKa 3a 4OCTaBka Ha BbanoxuTens [la HY 6bae msnpalyaHa Ha
¢akc Ne 02/ 8133785 unu Ha e-mail: helpdeskhs@sopharmatrading.bg, ¢ koeTo ce rapaHtupa
nony4aeaHeTo W Ha aatarta Ha U3NPaLLaHeTo U U3MBLIHEHUETO i1 8 onucaHuTe no-rope CpoKoBe.

3. CbrnacHu cMe ¢ BCUYKM ycroBua 3a U3nbriHe

BannaHoOCT Ha o¢)epTaTa M C NpoeKTa Ha JOoroBsop.

Hara:

04.07.2019r.

Cotums 1756,
yi. Meuezap Cratves 5

noanERP IR negar
Pymen Koses

PervnoHanex

%HMA}KBP npoaaxoéu bl

Hie Hairnop ‘%KaTa;w@:”C onpeaeneHnss cpok Ha

NekapcTeeHn RPoAYKTM U MBAHOMOLLHUK, CbINACHO
nbNHoMoLHO e 7686 oT 20.12.2018 r.
Ha Jliobka Cotuposa — Hotapuyc,

per. Ne 400 Ha HoTtapranHaTa kamapa

Cobapma Busrec Taybpc,
crpaga A, er.l2

Ten.:

2
359 2 8133 660
ake: 1359 2 8133 666
www.sopharmatrading.bg
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,KOL| - Byprac” EOO[]
rp. byprac
LIEHOBO NMPEQNOXXEHUE
OT: CO®APMA TPEUAWHI“ Al
(HanmeHoBaHWe Ha yyacTHuKa)
MNpeanarame cnegHata LeHa Ha ocdbepupaH nekapcrBeH NpoayKT:
NPOrHO3H | Cpok
o MNMputexarte Ha Llena c
(0] ' KonuyecT | THLpProBcko n Ha rogHo | OAOC 3a
n| ATC INN 22"‘;%“:: M;;px BO (B HaMMEeHOBaH | pa3pelleHn | CT OT | NocoYeHa
Ne P noco4yeHa ue €To 3a MNPY B | Ta msApka
Ta MApKa) ynotpe6a | roguH | B Kon.5
n
1 2 3 4 5 6 7 8 9 10
LO1XE | Osimerti | nepopanta AstraZeneca
5 35 nib dhopma mg 179200 TAFPUCO AB 3 6.344375
i Z
_snharma Wass ..
[ara: 04.07.2019 . noanAE P L Wealthea®  EYAT

Pymen Koneg' \
PervoHaneH Metymxsp npoaaxeu Brl
IlekapcTBeHI NPORYKTY 1 NBAHOMOLHIK, ChrNACcHO

NbNHOMOLLHO Ne

Ha Jliobka Cotupo

86 oT 20.12.2018 r.
— Horapuye,
per. Ne 400 Ha HoTapwanHara kamapa

Cothusn 1756,

Lothapwa brakec Tayw)sc,
v Mayezap (Cranves 5

apaps A, et 2

Ten: 359 2 8133 660
dhake: 359 2 8133 GHE6
www.sopharmatrading.bg




