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AOTOBOP
34 BhIJIAraHe Ha 00IMecTEeHa TOPLIKS
34 MepHOANYRO NOBTAPAILA C¢ JOCTARKH RA JJEKAPCTEENH MPOAYKTH 34 HYKAUTe Ka ,,¥ CBAJL
no cukonorns” EAJY

Hnec, 16.07.2018 r., B rp. Codns, Mexny:

»~YHUBEPCHTETCKA CHEIGFANDBHMPAHA BOJHUIIA 3A AKTHUBHO JTEMEHHE IO
OHKOJIOI'dS” EAJ, ¢be cenammme B rp.Codus v agpec Ha ynpasienue paiion CTYIEHTCKH, LK.
1756, yn. "ITnosauscko none” Ne 6, EMK 000662776, npencrasassano ot A-p RN

— Wamemmmarenen apextop g | CUSTOROIMTEN, HAPHYAHO NIO-DOITY 38

kparkoetr KYTIVBAY, ot egua cTpaHa,
%1

~PAPMHET EAJI” cbe cenamimne m agpec va yrpaenesge rp. Bapua, p-i Maanocr, xkk Mianocr, 6y,
Penyﬁ_nHKa, crpaga Ha Menunuseku nesTsp . Mnagoct Bapua™ EUK 202513217, npencrasiasato ot

BB KaueCTBOTO H Ha H3NBAHHTENEH HUPEKTODP, NPeACTABIABAHA OT

HBIHOMOUSHUKA CU ¢ [MbasoMompoig T 08.01.2018r,
yaocToBepeno or Hortapuye Ao Hectopos, paifor PC Bapha ¢ per. Ne 011 Ha Horapnanya kamapa
HapH4aHO Mo-Aoiy 3a kparkocet IIPOJTABAY or apyra crpaua,
Ha OCHOBaHME 4n. 112 or 3akoua 3a obwecTBeHH nmopbukH ¥ Pemexnue Ne 3-158/13.06.2018 ron, na
HarremuTesHus JUpeKTop 3a ofipesiensiHe Ha U3IBAHATE Ha 00IECTBEHa [IOPBIKa,
€& CKAI0YM HACTOSIIHAT JOTOBOP 3a AOCTABKA NPH CIERHATE YCIIOBYSA:

LHPEIMET HA JOIOBOPA
Y1, Hpe,E{MGT Ha HACTOALUIHA NOTOBOp C& IICPHOAHYHHA ROCTABKH Ila JISKADCTBEHH NPOAYKTH,
napyuauk B gorosopa CTOKH, noapoGHO omicany 1o BUHI, OPOrHO3HO KOMMYECTBO, SAHHHYHN LIEHH
1 of1a CTOHROCT B IPL/UIOMEHUATA 32 M3TLIHEHHE Ha nopbukara Ha [TPOTABAUA- Tipunoxenue
Ne 1 B 2 - HepaszeHa 4acT OT JOTOBOpA.

IL SIPABA M 3A/BJKEAHUS HA KYTIYBAYA
UYn2. (1) KoHkpeTHHTE AOCTABKK B PAMKHTE HA IIPEAMETA HA HACTOALA DOTOBOP CE W3BBPLIBAT B3
ocHOBa Ha nMeMeHu saspky Ha KVIIVBAYA, B zaBHCHMOCT OT Herosure notpeOHOCTH H B
CHLOTBETCTBHE © NPEVIMKeHHATA 32 H3NBAHEHWe Ha nophukata Ha [TPOJIABAYA - Tpuroscerme Ne |
u2
(2). Ilpemrokennara 3a H3TBIHEHHe H2 nopbukara na [IPOJABAYA ca HepasmenHa €acT oT
HacToAmHA Jorosop - [Tpunoxkenne Ne 1 u 2, xaTo yClOBHATA HM C& CUMTAT 110 IPABO YCHOBHA HA
HACTOAINHA JIOTOBOP.
Un.3. JlocTaBKHTE Ha CTOKHTE, MPE/IMET Ha HACTOSIIHA JIOTOROD, ce H3BLpureaT ot [IPOJTABAYA p1a
OCHOBA HA IcMena 3agBka Ha KVIIYBAYA B cpok mo 24 (aBanccer B 4ETHpH) uaca, 4 RpY CHeinHy
crydaH - no 2 (ABa) uaca or nojydasanero . B nucMenara 3aspka va KYIIYBAYA ce cpabpxar
HHIRBHIYRTH3HPAIMTE NPM3HAIH Ha CTOKHTE, HOMEHKIATYPHA [O3HIUA, BHIA, TBhPrOBCKO
HauMEHOBAHKHE U K0H4ecTBo. [licMeHaTa 3ag9rKa Modke fia Oblie M3npareHa U o dakc uny e-mail.
Yn.4.(1). 3a MacTO Ha M3ITBLIHEHHETO ce CuuTa OoIHHuHaTa arrreka Ha ,,Y CBAJI o onkonorua® EAJI,
rp. Codus, curitacuo zasskara Ha KYITYBAUA.
(2}. 3a naTa Ha JOCTABAHE CE CYUMTA JIAT#Td, HA KOATO CTOKHTE ¢4 MPUETH OT MATEPHATTHO-OTIOBOPHOTO
nuue Ha KYHTYBAYA ¢ npHemareTHo-peAaBaTENEH [IPOTOKO.
(3). HocraBkata Ha CTOKMTe c€ YHOSTOBEpABA € IOAMMCAHA OT ROTydatens dakrTypa M o
HOPAEMATEIHO-1PENaBATSIICH [IPOTOKOI.
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Un.5. CobcTeeHocTTa BHPXY CTOKHTE M PHCKBT OT CIYYafiHOTO MOTHBAHE HIHM TIOBPEXAAHE Ha
CTOKHTE npemudaea Bppxy KYIIVBAYA B mMoMernta Ha (paKIrHUECKOTO MM HNPMEMaHe Ha MACTOTO Ha
H3ITRIHENMETS, CHITACHO NpeaaBareHo-NPHEMATENHHS IPOTAKON,
Yn.6.(1). KavecTBoTO Ha JocTaBeHMTe CTOKM TpAbBa 4a OTroBaps HAa TEXHHYECKMTC CTARNAPTH Ha
NMPOU3IBOJIHTE A, HOPMATHBHHTE H3MCKBAHNY W Aeknapipanoro 8 odeprara na [TIPOJABAYA.
(2). KBM parata Ha JOCTABKATA, CPOKBT HA TORHOCT Ha CTOKHTE, NPEAMET Ha HACTOSIHIMA AOTOROP,
ciaensa na Owde He mo-marbk oT 60 % (WecTmeceT MpOLIEHTA) OT OCTATHYUHIN CPOK HA FOJHOCT Ha
celimte, 1Ipy noctarka Ha JeKapcTREH MPOAYKT CHEC CPOK HA FOAHOCT NO-KpaThk oT 60 % (uwectaegcer
npouenra), [[IPOJABAYDBT sannania npeassaeHaTa JOropopHa HEYCTOMKR, KAKTO Cie/IBa:
+ 59,99% - 40% - 2% BBpPXY CTOHHOCTTA HA NOCTABKATA;
- 39,99% - 30% - 5 % BBpPXY CTOHHOCTTa HA NOCTARKATA;

29,99% - 20% - 10% Bwpxy cTOMHOCTTA HA NOCTABKATA;
-~ oz 19,99 % - 30% pupxy cTOHHOCTTZ HA ZOCTABKATA,

(3) KbM fmatata Ha JOCTaBKATA CPOKBT HA FOJHOCT HA CTOKHUTE, MPEAMET HA HACTOALUKA IOIGEOP,
KOMTO NIPEACTARNIBAT GHOJIOTHTHH JTeKAPCTBEHHE MPOAYKTH, CleiBa ja 611¢ He no-MaTeKk oT 23 %
(aBazeceT W NET NPOLSHIA) OT OCTATBPUHMS CPOK H2 TOAHOCT Ha chumMte, Hpw mocraBka Ha
JIEKapCTBEH IPOAYKT CBC CPOK Ha TOUHOCT LO-Kparbk or 25 % (nBajeceT W icT MPONCHTA),
TTIPOJABAYDT 3annamia npensiacHaTa JOTOBOPHA HEYCTOMKA, KAKTO CIISIBA!
- 24,99% - 15% - 2% pEpxy ¢TOMHOCTTA Ha NOCTABKATA;
- e 14,99% - 10% eupxy crodinocTTa Ha JocTaBKkarTa;
(4). HocraBkaTa Ha NEKAPCTBEH INPOAYKT € OCTATBYEH CPOK Ha FOZHOCT No-Marek or 40 %
(ueTMpHaeceT NpoleHTa) OT 00ABEHHA OT NPOM3BOJMTE/A H TOCTABKATZ HA GHONOTHYEH JIEKAPCTBEH
NPOAYKT € OCTATBYEH CPOK HA IOJHOCT IIO-Maltbk 0T 25% ce H3BDbPIlBA CaMO ¢ HIPHUHO pasperleHHe
Ha Mznbnuurenuua ampexrop Ha ,,YCBAJI no omkonorns® EAJT chea MOTMBMpaH AoK1aa Ha
pbKoBOAMTEN BONHHYHA anTeka 3a KOHKPETHO KONMYECTBO, OLPENENEHO OT Helo. Be3s MspuuHo
cernacue sa Msmbanutenuua guperton Ha | VYCBAT no onxonorma® EAT croxmie uiMa na Gruar

NMPpHEMAHH H 3aTUlallaHy.

Un.7. KYIIYBAYDT ce samwokapa na npename na IHPOJIABAYA necMeHa saseka (WIM Ja g
H3NpaTd Mo ake UK e-mail, mocouer ot ITPOJABAYA) 3a Q0CTaBKa HA CTOKHTE, CHLABPIKAMLA
BCHUKH ZaHHH, HEOOXOAHMH 33 H3MEIHEHNE Ha NPeMETA Ha HACTOAIUHS AOTOBOP.

Hn8. KYIIYBAYLT c¢ saqpmkasa fa OpUemMe NOCTAREHHTE JEKAPCTBOHH LIPOAYKTH, ChOTBETCTBAILH
No BUA, KOAMYSCTBO H KAYECTBO HA AOTOBOPEHMTE W 3asBSHM OT Heroka ctpada npey [IPOJTABAYA.
Yn.9. KYIIVBAYDLT ce sajieikaBa 1a 3aIU1aTH EHaTa Ha NOCTAECHHTE CTOKH NMpH YCIOBHATA Ha
HACTOANMA NOroBop. B ciyyait Ha BR3HAKHATH 3aTPyAHEHHS B ILIAIAHKATA 10 OOEKTHBHH IPUYMHH
KYIIYBAYDT crensa Heza0aBHO na yBenomu 3a Toa IIPOJABAYA. 3a Ko/IM4eCTBa, ICCTABSHH OT
MPOJABAYA w3an/Bes zanpka, KYIIVBAUYLT HaMma rarbpKeHHe 24 [WIalaHe.

Un.10. KYITYBAUBT moxe na oTKaKe INAMIAHETO Ha (akTypa, KOSTO He e odiopMeHa CBITACHO
H3IHCKBAHHATAZ HAa JaKoHa 3a CHYCTOBOACTBOTO H/TH HC CBOTBCTCTBA HA AOCTABCHHTE CTOKH, KAKTO M
KOTaTo AOCTABKATA He € TPHAPY:KeHa ¢ HeolxonuMure ceprudHKaTH 32 KAYeCTBO HA CTOKMTE. 3a
OTKAa3a c& CLCTaBA NpOTOKOT, NOANHCAK OT IBETe CTPAaHH, C MOCCUBAHE HA TPHYHHUTE 34 OTKa34a.

I. ITIPABA M 3AXDIIKEHUS EA IIPOJABAYMA
Unll. IPOOABAYDBT ce zaqemkasa Ja AOCTABM CTOKMTE B JOFOBOPCHHA CPOK Che COBCTECH
CTIEHWANH3HpAH TPAHCHODT, B CLOTBETCTBHE C HOPME@THBHO YCTAHOBEHHMTE H3HMCKBAMMATA H /3 I'H
upegalie, APUADYKEHY & AOKYMEHTHTE 110 wi. 19 oT wactoamue sororop.
Y12, TPORABAYDT ce 3aammkara 1a NpeAaie CTOKHTE OT ChOTBETHATA NOIHUMA, KOIMUECTBO H
Ka9eCTBO H2 MACTOTO Ha J0CTaBAHE H Ha MATePHANHG-0TTOROpHOTE e Ha KYITYBAYA.
b
:




Yn.13. IPOHABAYDT ce zagsinkasa na TNpENCTaBH HeofiXoNUMHTE TOKYMEHTH 32 M3BBPIUBAHE Ha
[UIALIAHTO HAK-KBCHO B A€HA Ha JIOCTABSHC Ha CTOKHTE.

Hn.14.(1). IPOHABAYDBT ce saamnxkana Jla NIPEACTABH FapaHiiMg 3a M3MLIHCHAE HA HACTOSLIHS
AOTOEOpP B pasMep Ha 5 % (et mpouenTa) or CTONHOCTTa Ha norosopa Ges smoueH JJC, n che
CPOK Ha BATHIHOCT YCTHPH MECella ClIe/t U3THYAHE CPOKA Ha JIOrOBOPA.

(2). TapaxiyaTa 33 W3BLIHCHEE Ha RoroBopa e 8 06w pasmep Ha 111 480.048 {cTo 1 enunanecer iepa

HCPUpHCTOTHH W ocemaeceT H (.48cT. ) nepa. [apaHumMaTa 3a USIThIHEHHE ce OpPEfCTaBA B €HA OT
cnennute $popmu, kato HanbnHurenst usbupa cam fopMara Ha rapaiuisTa 3a M3TLIHCHHE:

1. mapHyna cyma;
2. GaHKORA rapaHilng;
3. sacTpaxoBka, KOsTO ofie3neUaBa  UIMBIHEHMETO 4pe3 TOKPHTHE Ha OTTOBOPHOCTTA Ha

Hanbnaurensd.

(3). BankoBata rapasnus no an. 2, npeacTazena Ha KYIIVBAUYA npu noamuceane Ha Joroeopa,
TPADBA a CHABPXKA YCIOBHE 3a Ge3yCNOBHO HAWIAINAHE CAeH MHCMEHO NpeBeHo HeKaile OT CTpaHa
Ha KVITYBAYA,

(4). TapaniaTa 3a U3NEAHCHKE Ha Acrosopa Cysiu 3a obesileuaraHe HA BPEAUTC OT HEM3IThIHEHHE
ot cTpaHa Ha JIPOJJABAYA, Ges ToBa aa Hikmousa TBPCEHETO HA 0OE3METEHHE Ha HellHuA pasmep
TP REACTBHTEHO HPETHPIICHH BPe/IH A IIPOITYCHATH TOMZH,

(5). [Ipu RemsIBIHEHNE OT CTpaHa Ha TTPOOABAYA — 4acTHYHO WIH W3LANO, W BLE BPE3KZ C TORA
Ha NPeThPICHH BpeaK oT cipala Ha KYITVBAUYA, To nocmeuusr ce YNOBAETBOPSBA 1O pasMepa Ha
BPeAHTE OT [IPEOCTABCHATA TapanTiii.

(6). Tapammmarta 3a u3NbAHeHWe ce ocBOGOXUABA OT BLINokuUTENs B 90-ameBer cpox or
H3THYAHETO/MIPEXPATABAKETO HA TOSH NOTOBOP, TIPH M3IILIHEHHE HA BCHUKY 3ATTRIDKSHIA OT CTPata Ha
ABCTE CTPAHH W TpH NECMCHO HCKAHe 0T cTpada ta Haneanarens.

Yn.15, IPOJABAYLT ce samnmiaea ga OTCTPaHH 33 CROA CMETKZ M B JOrOBOPEHMTE CPOKOBE
BCHTKH HECHOTBETCTRHS M/HIK OTKNOHEHHA 1o LOCTABCHHTE CTOKH, KOHCTAIHPaRH H NPCIABEHH 110
peXa Ha HACTORIIHA AOI'0BOP,

1IV. PHHAECOBH B3AUMOOTHOIIIEHHS
Yn.16.(1). Obwara crodfHoct Ha porosopa 3a NEpHOAA Ha NEeHCTEMETO My Bb3M3a Ha 2 229 600,96
(ZBa MUIHOHA ABECTa ABAALCET H JEBET XMIAIH H LIECTOTHE eRa 1 96 c1.) nesa He3 pxmouen JIJIC
Wi na 2 787 001, 20 (nea MHITHOHA ceneMCTOTHH OCEMACCET W CEAeM XM 1 elHH JieB i 20 cT.) ¢

smouex JJIC, popmupana, kakto ciaensa:
- 00ma cToiHoCT 32 0BocoGena mosuuEs Ne 8§ ¢ JABC TIOOTNOZHIINH

1. ,,Pembrolizumab-powder for concentrate for solution for infusion” — 50 mg/ NPOTHO3HO KOTHYECTBO
— 500 ¢maxona

2. ,.Pembrolizumab-powder for concentrate for solution for infusion” 100 mg/ uporuozno
KonmnaecTso — 200 duiakoHa

B pasMep Ha 2 787 001,20 (uBa MuamoHa ceaeMCTOTHH oceMaeceT H CeaeM XHIAOH U enui nes o 20
CT.) 7IeBa, ¢ BmoueH JIC; neea Ges sxmioven JJC Bb3 OCHOBA Ha odepypasuTe eQMHMYHNTE Heru
H KOIMYECTBATA B pPAMKHTE HA BLINOKEHUTC C HACTOAWMA IOFOBOP MOZHLMH ¥ ChHINIACHO
Tpunosxerte No 1 u 2, Hepaznenna 4acT oT JNoroBopa.

(2). EnmuvimiTe neHuTe Ha CTOKMTE, NIPeMET HA HACTOSIIH AOTOBOP €4 CHIJIACHO KIACHpAaHATA
otepta Ha [TIPOJTABAYA n BrmouBaT BeHakn PA3XORM A0 MACTOTO HA W3IMENHEHHE.
Hr.17. IPOTABAYLT rapantepa ws3usineHHero ua HaCTOALMA NOTOBOP MO LUeHH Cuo0pasHo

Hocouenwre B obepTaTa My, BaNUIHM 32 LCTHA JOTOBOPEH CPOK.



Hn.18. (1). Hamenenne Ha [{0TOBOPEHHTE IIEHN Ce JIOMYCKA CAMO HA OCHOBAHMATA, NPEARMACHU B L.
116 or 30TI, npunoxkMaTa OTHOCHO OBEKTA HA NOPBYKATA HOPMaTHBHA (asa H 3a JTEKapCTBEHMTC
nponykTH, 3a konto 130K e moropopana ¢ mpuTexaTeinTe Ha paspellleHHATa 3a yioTpeda WM c
TEXHM YURIHOMOHIEHH PeACTABHTENH OTCTBIKH OT CTOHHOCTTA HM.

(2). TTpu npomaHa Ha cToliHocTTa 10 w50 or Hapeafara 3a perynupane u perycTpupase Ha LEHUTE
Ha JEKAPCTBEHWTE NPOAYKTH, YCIOBMATA, NIPaBIIaTa 4 KPUTEPHUTE 33 BKIMOYBALE, IPOMEHH W/HNH
H3KIIOUBAHS HA ICKAPCTBEHH NPOAYKTH OT [1O3RTHEHUA fEKapCTBEH CIIHCHK U YCIOBHATA H peAa 3a
paGora ma KomuchaTa mo uemd H penmGypcupate (pedepeHTHATA LieHa), KAKTO M Ha
Acrogopupapara TakaBa or H3O0K, B coyuali we chumata crase NO-HHUCKa OT JOTOBOpPEHATa,
KYIIYBAYBT 6Beszycnoseo me sannama Ha [POJTABAUA nexapcreennte NpoayXTH HA Iio-
HHCKATa HeHa, OT NaTaTa HAa RIH3AaHE B CANA HA KOHKPETHOTO PEUlIEHHE, KAKTO W 33 HAJIMUHH
JOCTAaBKH KBM TATH AATA.

Yn.19. [lnapiasmaTa Ha JOCTABEHHTE CTOKH CC¢ H3BBPLIRAT Ype3 BaHKOB APEBO N0 Clle/{HUTe GaAHKOBH
cameTtkd Ha ITIPOJIABAYA:

Banxa: JICK

IBAN: BG43 STSA 9300 0019 065449

BIC: STSABGSF

(2) Mnawayero ce w3BEpIWBA B cpok or 60 (wectaccer) AHHM, cel MPEABaHETO HA CTOKHTE W
NpeACTABAHE HA CHENHHTE NOKYMCHTH:

a/. OpurnHanua akTypa, magagena or IIPOJABAYA, nommicasa ¥ ofo6pena 0T YIBIHOMOMIEH
npencrasuren Ha KYTTYBAYA. B (hakrypata ce nocoua HoMep H JaTa Ha JOTOBOpA;

6/. TIpuemarenHo — npeaBaTenes MpoTOKON,

B/. CepTrdukaTy, pa3peuIeHus 1 HHCTPYKLIHM 34 TIPABIIIHOTO UM CLXPAHCHWE M TION3BaHE, TOATIHCAH
oT IIPOJTABAYA u KVITYBAYA.

V. CPOK HA JOT'OBOPA
Un.20. Hacrogupar JloroBop Bm3a 1: CHNA OT [AaTaTa Ma MOINHCBAHETO MY OT CTPaHUTE U Ce
CKJFOYBA 32 CpOK OT 12 Mecena.

VI. IPEKPATHBAHE HA JOTOBOPA

Un.21. (1) HoroBopeT ce HpeKpaTsiBa ¢ M3THYAHC Ha JOTOBOPEHHS CPOK.

(2} JororopsT ce NpeKkpaTABA NPEACPOUHO B CIISAHATE CITY4a:
1. C caHocTpaHHO THCMeHO yeeaomichue, oTnpaseso of KYITYBAYA npu memsnwisesue Ha
saaekeHuaTa Ha [IPOJABAYA, nocouess B HacTOAIHEA IOTOBROP.
2. [To B3asMHO CLITIACHE Ma CTPANNTE, HIPA3CHO B nHCMeHa Gopma.
3. B coyuaii, 4e 853 OCHOBA Ha BJIA3RA B CHITa a/MHHECTpaThBEH akT Ha ITPOJABAYA My Gnie
OTHETO IPaBOTO A H3BLPINBA AOTOBOPEHATa ASHHOCT.
4. Ipu mpexpariBaHe Ha IOPRINYECKOTO JIWIE UM OTKPUBAHE HA NPOH3BOCTEO MO JMKBHAALMS HA
NPOJABAUA.
5. C ornpasase Ha 5 (TeT) IHEBNC IMCMENO NpegHasectie or BBLITTOXHTENS ro
W3ITBJIHUTEI, Ge3 sa mwmxu HeycTolikm w obesnieTeHMs M 6e3 HeoGXONMMOCT o
JONBAHATEINE GCHOBARNS,
4n.22. B cnyqail Ha BHHOBHO HEM3IBAHEHHC Ha KOETO U Jia e OF 3aAnkenanra Ha [IPOJJABAYA no
Hacroaums Jorosop, KYIIYBAULT uma mparo ma npexparn Jlorosopa ¢ eQHOCTPaHHO AUCMEHO
ysepomnenue Ges npepuseectie. B tosm cayuait KYTIVBAYDLT wma nparoto na nomyus
yroeopeHata B pasaen VIII Heycrofika.
Hn.23. Ilpn HacThNBaHE Ha HAKOHM OT 0BCTOATENCTBaTa MO T.3 M T.4 oT unen 21, TTPOJTIABAYDT e
nawked He3abapHo Na yeenomu KYTIVBAYA,



VII. TAPAHITHN 3A W3NLJIHEHHE HA JOTOBOPA. PEKJTAMAIIAN,
Un.24. IIPONABAYBT rapanTupa rognocrta Ha ACCTABEHHTE CTOKH CHOOPA3HO MIMCKBAHMATA HA

ASHCTBAOTO 38KOHOAATENCTRO H HACTOMIHA JOTOBOP.
.25, KYIIVBAYGET upes MAaTEpPHATTHO-OTrOBOPHOTO THLE MOYKE 1A OTKLKE MOTYYaBAHe HA CTOKHTE

At HacT OT CBIUTE NPH YCTAHORGHH JIMLICH, HADymleHa NANOCT HA3 OMAKOBKATS, NHECA Ha

DPHAPYXaRalllH CePTHRUKATH 33 KAUSCTBO, HEChOTBETCTRHI C lIpeJajeHaTa MUCMeHa 3aiBKa, JTMICA

Ha paspenicHue Ha Hzntamurensms anpextop Ha ,,.VCBAJ mo Ouxosorns® EAJ\, npy noctabka Ha

ACKIPCTBEH MIPOAYKT C OCTATBYEH CPOK HA TOBHOCT HO-Marbk of 20 Ha 1o o ofgBens or

TIPOU3BOAMTENE H GHOROTUYEH IeKapCTBEH IPOAYKT ¢ OCTATHYEH CPOK Ha IOJHOCT NO-MATEK OT 15 Ha

CTO OT OBABEHUS OT NPOH3BOAMTENS , M APYIH SBHH HEChOTBETCTRHS.

.26, KYIIYBAYLT moxke f1a npeasssea pexmaMaunn npea [IPOTABAYA 3a:

- ABHH HEIOCTATBIN — B TPHAHEBEH CPOK OT OYY4BAHE HA CTOKHTE, & 32 MANIKH KOJMYECTRA BEAHATA
TIPH TIOTy4aBaHETO;

38 CKPHIH HECCTATHIM - Npe3 NEAHS CPOK H2 TONHOCT Ha MOCTABEnMTe CTOKH, BBL2 OCHOBA Ha
TPOTOKOL, H3ZANEH OT OTOPHIHPAH ABPKABEH OPraH.

Un.27. KVIIYBAYDLT yReAoMARA MHCMEHO BKIIOUHTENHO no gaxc wim e-mail MPOJABAYA na
HATHYIUETO Ha fe(heKTy B JOCTABEHHTE CTOKH BCAHATA OGN KORCTATUPAHETO UM. B pexnamanusra
€€ ToCouBA 32TWDIATEIHO NIMCMCHATA 3asBKR, /aTaTa HA JOCTABKATa, PECIL.IPOTOKONA, BHAA HA
CTOKHTE, OCHOBAWHCTO 34 PEKIAMAITUATA M KOHKPETHOTO MCKaHe 3a OTCTPaHABaHe Ha JiehexTHTe.

n.28. Ilpyu pexiaMauys 3a SBHM HECHLOTBEICTEMA W/dTH otiioneHun [IPOTABAYELT e givken B
TPHAHEBEN CPOK OT MOJyYaBaHe HA PEKIAMALIMATA 3a CBOS CMETKA M PHCK 78 3aMEHE/I0CTARK
ZLOTOBOPEHHTE CTOKH.

"1.29. Tput pexnamarmu 3a ckpuTH tepoctarsiy ITPOJJABAYBT e aansken 8 eqnoceamuuern CPOK
OT TIOIY9aBaHEeTO Ha PeKIAMALMATA 32 CBOA CMCTKA M PHCK [a 3aMEHM CTOKMTe Ge3 neobxoaHMoTO
KateCTRO ¢ AOTOBOPCHATE MMM 12 BbpPHE II0JYUEHATA 1IEHA 33 CTOKMTE, 33 KOMTO ca HANpaBeHU
PERIaMALMH, KaKTO W Aa 3annati na KYIIYBAYA nororopenata HeyceToHKa.

VIIL. OTTOBOPHOCT IIPH EEN3ITHLIHEHNE. CAHKIWUHU U HEYCTOAKHA

Wr.30. B emyuaii ue MPOJJABAYLT ne nocrasu CTOKWTE, NpPEAMET HA CHOTBETHATZ 3a4BK2, B
AOTOBOPEHHMTC CPOKOBE, CLIMAT AhmkH Ha KYIIYBAYA Heycroiika p pazmep Ha 0,7 % (uyna uamo
H CeleM TIpOLIEHTa) HAa NieH, HO He mopeue or 20 % (mBazecer mpouerTa) 0T croMHOCTTZ Ha
HEMIMBAHCHACTO, KaKro W 0GE3lIeTeHUe 34 NIPETHPIGHATE Bpeay i TIPONYCHATH TION3H B CIyManTe,
B KOUTO Te HAAXBBPIAT JOFOBOPEHATA HEYCTOHKA.

.31, Korato npy manudue Ha peluramanms HPO/IABAYBT e M3MeinM 3ays/GKeHHSTa cH o
UPCOXOAHHA pas’len OT HACTOAMMA JAOrOBOP WIW HE T'M M3IBJIHH B CPOK, CEIMMAT IBIDKH Ha
KYITYBAYA meyctoiika B pasmep wva 3 % /tpy MponeHTA/ OT UeHATA HA CTOKMTE, 32 KOUTO ca
HATIPARCHH PeKiIaMaLHMITE.

Hn.32. (1) Ipn HensmeAHenne Ha 3a/boKeHUATA HA HPOHABAYA 3a poctaska Ha sasBeRHTE CTOKH,
BXTIOMATENHO OTKA3M, 3202BEHO Wi HETOYHO MINTAHEHHC HOBEUE OT TPW IILTH 32 ©0HZ H Cblla
noskuud, KYII'YBAYUBT uma npaso na pazeanu €THOCTPAHHO W Ge3 NPEAH3BeCTHE TO3M ZAOTOBOP,
KEXTO H D@ 38BPH npenocTanenata o IIPOJJABAYA rapadLms.

(2) KVIIVBAYDBT uma mpago 1a PasBA:[H HaCTHYHO NOTOBOPA 33 OTRENHH NO3ULMM NPH VCAOBHATA,
IOCORCHH M0-TOPE, KATO B OCTAHAIATA YACT Ce 3ana3ka BATMIHOCTTA HA JIOTOROPA.

HYn.33. (1} B cnyuait, ve TTPOAABAYBT nocrasw JCKAPCTEEH NMPOJYKT, NIPEAMET HA CLOTRETHATA
3afBKa, NIPH YCACBHATA HA WiL.b an.2, Che CPOK HA TOAHOCT OF 59,99 % no 40 Y, CHUTHAT NbLIKYM HA
KYHYBAYA neycroiixa B pasMep Ha 2 % (aBa npouerTa) OT CTOWHOCTTA Ha HEHINLIHEHUETO,
KaKTO u 00E3lIeTeHME 32 IPSTBPUEHUTE BpeH B CrydauTe, B KOMTO Te HAAXBEPIAT NOTOBOPEHATA

HEYCTOlKA.



(2). B cnyuaii, yve IPOJABAYLT gocTaBu nekapeTBeH TIPOAYKT, IPEAMET HA ChHOTBETHATA 3aABKa,
NpH yCNoBHATA Ha 4.6 an2 ckC CpPOK Ha roguocT oT 39,99 % mo 30%, chimmst ADKM Ha
KVIIVBAYA mneycroifka B pazmep Ha 5 % (meT mpouenT) or cTOMHOCTTa HA HEH3NbINEHHETO,
KakTO H 00e3INereHue 3a MPEThPNEHHTe BPeJH B CITyYaMTe, B KOHTO Te HAAXBLPAAT JOTOBOPEHATA
HEyCTOMKA.

{3.) B cimyuaii, ue [TPOJTABAYDLT moctaBH JiekapcTReH APOIYKT, IPeAMET HA CHOTBETHATA 3aiBKa,
NPH YoIoBMATA Ha 4.6 an2 ¢Be CpOK Ha FofmHOCT OT 29,99 % no 20%, CHIMAT ABLIAKE HA
KYITYBAYA neycTolika B pasmep Ha 10 % (necer npouenTta) 0T CTONHOCTTE Ha HEH3MBITHEHHETO,
KaKTO ¥ o0esileTeHHe 38 MPETHPICHHTE BPeIH B ClyyanTe, B KOMTO T€ HAIXBLPJIAT JOTOBOPERATA
HEYCTOMHKa.

(4). B cuyuaii, ye IPOJABAYDBT gocraBu J€KapcTBeR NPOLYKT, NPEIMET HA ChOTRCTHATA 3asBKA ,
NpH YCIOBHATA Ha W16 1.2, ChC CPOK HA TOAHOCT HO-MANLK OF 19,99 Ha CTO, CHINUAT ABIDKM HA
KVIIVBAYA wmeycrodika B pasmep Ha 30 % (TpHaeceT nOpoueHTa) Or CTOHHOCTTa Ha
HEM3IILJIHCHHCTO, KAaKTO H ofe3leTeHHe 3a TPCTHPIICHHTC BPEAM B CHYYAMTE, B KOHTO TE
HAAXBBPIAT AOTOBOPEGHATA HOYCTOHKA.

(5) B cnysan, we ITPOJABAYLT gocTaBH OMONOrHYEH JieKapCTBEH HPOAYKT, TPEAMET Ha

CLOTBETHATA 3a9BKa, MPH YCAOBHATA Ha wWi.b an.2, cke cpok Ha rofuecT or 24,99 % no 15%, ceumsat

aemku Ha KYIIVBAYA HeycTolika B pasmep Ha 2 % (eAHH TNpOLEHT) OT CTONHOCTTa Ha

HEH3MBLIHEHHETO, KAKTO H 00e3nIeTeHHE 3a MPETHPIICHATE BPEAH B CAYYAHTE, B KOHTO Te HAZXBBPIIAT

noropopenata Heyctodka. B cimyuad, ue [IPOJABAYDT moctaen GRONOTHYEH A€KAPCTBEH NPOIYKT,

MpEeAMeT Ha CLOTBETHATA 3aABKA ChC CPOK Ha TOAHOCT Toj 14,99% coiruat nemxm Ba KYITVBAYA

HeycToHKa B pasmep Ha 10 % (egro usno ¥ HyJa et NPoUEHTa) 0T CTOMMOCTTA HA HCH3NBIHEHHETO,

KaKTo W obeslleTeHHe 3a NPETHPICHHTE BPEH B CIAYYAUTE, B KOHTO T¢ HAIXBBPIAT AOTOBOPEHATA

HeycTOiKA.

{6). HocTaEka Ha JICKapcTBeH NpPOJAYKT ¢ OCTaThuYeH CPOK Ha TOJHCCT Mo-Manbk oT 40 Ha ¢1o ot

0f8fBenMA OT F(IPOM3BOSHUTENA 1 [IOCTaBKA Ha OHONOTHUEH NeKADCTBEH TIPONYKT C OCTATBYEH CPOK Ha

TOJHOCT ITO-MATBK OT 25 Ha ¢TO OT 00ABEHUA OT NPOU3BOAMTENE C& M3BLPIIRA CAMO ¢ pa3pelleHHe Ha

Hsnenunresnns mupextop ma ,,YCBAJI no omkonorns” EAJL, crenl MoTHBMpan NoWIan Ha

peroBoauTen bBONHWYHA anTeka 3a KOHKPETHO KONHMYECTRO, ONpesiefieHo B Hero. Bes WapHuHo

cpracue Ha M3meaHUTENHUS JUAPCKTOP CTOKMTE He creaBa fia Ghjat 3amnatlaud. B TosH cimyyaii,

BEIPEKH H3PHYHOTO DPA3PElIeHMe NO NpedxoAHuTe wWipedeuus, I[IPOJABAYDT memxu Ha

KYITYBAYA mpeycroiika B pasmep, CBLNACHO pasmopeaSHTe Ha HACTOANMS 'LieH, KAKTO H

ofeslileTeHHE 32 TPETLPIEHUTE BPEIH H NPOTIYCHATH I10134 B CIYYAUTe, B KOMTO T€ HAAXBBPIAT

JOTOBOPEHATA HeyCTOoMKa.

Yn.34. Ilpy HEH3NBIHEHHE HA 3a/(bIDKEHMATA CH 3a ILTAMIaHe HAa JOCTAREHWTE CTOKH B YrOBOPEHHTE

cpoxose KYITYBAULT nwwku veycrofika B pasmep Ha 0,05 % mrpxy cTofinoctTa Ha 3a6aReHoTo

NAAAHE 33 BCEKH AeH NPOCPOYHE, HO He NoBeYe oT |% oT cToiHocTTa Ha 3a0aBeHOTO MUIamiaHe.

Un35. KYIIYBAYDT yawpxa JoropopeHWTe HeycToiiku 0T npemcrasenatra ot ITPOJIABAYA

rapaniing 3a Ho6po H3TbAHEHIHE.

Yn.36. MannamareTo Ha HeycToHKH M 0Oe3INeTeHWA Re JIHINABA W3IPABHATA CTPAHA IO JOTOBOPA OT

IPaBOTO A2 THPCH 00e3llleTeHHe 3a BpeMH B NPOMYCHATH ITOI3H HAJ YTOBOPEHHTE PazMEpH Ha 061IO

OCHOBAHHE.

IX. IP¥YTH YCHOBHAA
Gn37. Benukw cpoGmenMa Mexly CTPaHHTE, CBLP2aHH ¢ H3MBLIHEHWETO HA TO3H JOroBOD Ca
BAMIHY, AKO C4 HANPABEHH B NHCMEHA (GopMa, TOAIHCARH OT YITRIHOMOINEHUTE TIPE/ICTABHTENTH Ha
KVIIVBAYA u [TPOJTABAYA.
3a para na ceo0LICHHETO Ce CMATA:



1aTaT4 Ha NPCUABAHETO — NPH PHUHO NPejaBane Ha chodIEeHHETo;
- IATATA Ha TOMIEHCKOTO KieliMo Ha ofpaTHaTa paziucka — NPH H3Npaulane 1o nomara;
- 7|aTaTa Ha APHEMAHETO — TPH WINpalnane no gaxe Wik e-mail.
AJIpecHTe U KOOPAHHATATE HA CTPAHATE €A, KAKTO CIE/BA.
3a KVITVYBAYA
Anpec 3a xopecnosaesums: rp.Codua k. 1756 yn. “Iltosanscko none” Ne 6, gaxe 02/3706321

3a [IPOJIABAYA

Anpec 3a kopecnonachuug: ,, PAPMHET EAJT” cbe cepaymuie ¥ a/pec Ha ynpaeieHde rp. Bapua, p-
H Mnanocr, sk Mnagocr, 6yn. Peny6mika, crpana na MeanuuHeks LeHTEp ,,Muanoct Bapna™, Tea,
0876878456, ¢paxc02/9421717, e-mail:sterzianova@pharmnet.bg

Un.38. AKO HAKOA OT CTPAHUTE MPOMEHH ITOCOHEHATE N0-rope aapecy H KoopauHary (e3 1a yBeAOME
JpyraTa CTpaHa, MOcIeJHATA He OTFOBApA 32 HeTIONyUeHH ChoOIIEHs, NPH30BKH WIH JAPYTH TAKHBA.

Yn.39. CrpapuTe covar CIeIHATE JHOA 3a CBOH NPEICTABHTENM 33 OCBIISCTBABAHE Ka KOHTAKTH H
H3IIBJIHEHHE Ha 3a0BDKEHHATA CH 110 HACTOAIIHS JOroBOp !

3a KYIITYBAYA

M.. Penu HUrnatosa Ctownopa — Ynpaeuten ,,boniauupa anrexa”, Ten. 02/807 62 91

3a TPOJABAYA

Ceetocnapa Hmesa TepanaHosa , Ten. Ten. 0876878456, baxc02/9421717, e- mail:
sterzianova@pharmnet.bg

Wx 40. Beaxa oT ¢TpaHHTE D0 TOIM JOFOBOP ¢€ 3aIBIDK2Ba Ja He pasnpocTpamspa mpgopManus 3a
Ipyrara CTpaHa, CTaHana H H3BeCTHA ITPH HIIHA 110 ITOBOJ H3MILIHEHHETO Ha JI0roBopa.

Uin.41. Beekn cnop OTHOCHO CHIIECTBYBAHETO M ACHCTBHETO HAa HACTOAILMA JOTOBOD, BRIOUHTEIHO
CTIOPOBETe M PA3HOTNIACHMATA  OTHOCHO  NeHCTBMTENHOCTTA, TBIKYBAHETO, M3MBIHERHHETO,
HEH3ITLIHEHHETO WK NPCKPATABAHETO MY, 1€ C& YPEHAAT OT CTPAHHTE [0 CLIOPa3yMeHHe.

.42, [IpH HemocTHTaHE Ha CIOPA3YMEHHE CTPaHHTC CC IOTOBAPAT /18 OTHECAT CIOpa 3a pastioxaade
M peliaBaHe OT KOMiieTeHTHHS OBITapcKu Chl.

Yn,43. HHIMOKHOCTTA HA HUKOS K/1ay3a OT HACTOSALIAA JOTOBOp, K0ATo OBae obaBeHa 3a MIPOTHBpEYALd
Ha OPIOKHMHSA 38KOH, HAMA [ HAINPABA HEBAIRIHA HHKOS [pYra HeroBa Kiaysa Wil J0roBopa Kato
Ao,

Un.44. IIpw npeobpasyBaHe Ha H3MLAKATCNA B CBOTBETCTBHE CBC JAKOHOZATEICTBOTO HA ALPAABATA, B
xoato e ycranoser, KYIIYBAULT critousa AOroBop 3a M3MEHEHHE Ha JIOrobopa 3a obluecTBeHa
nopRUKa © NpaBonpueMHHK. JOroBop 3a H3MEHEHHe Ha Joropopa 3a 00DIECTBEHZ NOPBYKA ce
CKITFO4BA ¢ IPABOIPHEMHMKA IIPH YCJIOBHATA Ha wi. 116, an. 1, T. 4, Oyksa 6) ot 3011

Y45 KYIIYBAYBT cu 3anasea npapeTo, NpH HeoOXO0AMMOCT OT NPOARIDKABAHE HA HOCTABKHTE, 1a
VABIKH CPOKA HA CKTIOYEHHA HOIOBOP 3a M3ITB.IHEHN’E Ha MOPEYKATa. Y CIORMATA, NP KOWTO BITH3E B
CHAa ONLIMATA Ca CISAHHTE:

(1) KYITYBAYEGT ¢ otnpaBgHe Ha B3narateHo nHcMo jo IIPOJJABAYA Bhanara H3lib. iHEHUETO Ha
TOPBLYKATA 34 JOUBIIBUTEIIEH CPOK.

(2) Cpox®T Ha A0TOBOpa MOsKe 12 ObAE yABDKeH A0 3 Meceua.

(3) BrlrodsaHeTo Ha KIay3aTa 33 OMIMA H yALJDKABAHETO HA CPOKA MOXKE Ad CF H3BLPIIM CcaMo npeln
M3THHMAHE HA CPOKA Ha JSHCTBUC Ha AOTOROPA ¥ NPH HANTHUKE HA HEH3YEPIAHH KOJTHYECTRA,

Un. 46. B coyuait, ve BLIIOAMTENAT owmour mwim Beve £ CDOYHI JOroBOp 3a JOCTaBKa Ha
TEKAPCTBEHKTS CPETICTRA H OCHOBANWE OOIISCTBEHA NOPHUKA 34 JOCTABKA HA JIEKAPCTBEHH NPOAYKTH
4pe3 PAMKOBO criopasyMeHue, ofaBeHa o MMBHMCTEPCTBO Ha 3/paBOONAIBAHETO B KAUeCTBOTO MY Ha




LleHTpanen OpraH 2a Bb3jarane Ha oBILEeCTBeHH IOPBYKA B CEKTOP ,,31paBeonassanc”, Ch3aleno Ha
ocopanne TMocranomnenune Nel46 ot 9 ronm 2015r. v Munncrepeky cbpeT, BLIJTOXKHTEIAT
MOxkE eiJHOCTpaHHO aa npexpara jorogopure ¢ H3ITBJIIHMTENHTE 3a cemure nexapetea ¢
yeegoMnenHe Oe3 aa Fb/DKH HEYCTOHKa H/HAH obe3leTeHHe 3a TOBA.

Hepazfensa 4acT 0T HacTOALMS JOTOROP ¢a ,IIpeanarann ueHoBM napameTpu™ — Ilpraoxenne Ne ]
{Obpazeny Ne 3 u Ne 4) u npenioKeHMATa 3a W3NBAHCHHE Ha TIOpbuKaTa 3a BeAka obocobena
niozeEst - [panoskenne Ne 2 (O6pazen Ne 1 u Ne 2).

ITpu cheTaRSTHETO H2 BACTOAUIKS /IOTORGY C¢ NPEICTABHXA CEAHATE NOKYMEHTH:
-HoxymenTH o wi.112 ot 301, n3nageHn 0T KOMIETCHTHHTE OPraHH.
-Fapaﬁuua 34 U3IBJIHCHHME Ha JOTCBOPA.

HactoAtunsT [ROTOBOP ce TOMIHca B TPH €1HO0OpasHM eKIeMILTApa - ABa ja Kynysaua u ¢IuH 3a
npoNaBava,

I JaBCH C'-ICTOBO,HHTBI! l ll

Hzzomeaisn:

FPoroaodumen omden NOMN




